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INTRODUCTION

CRITERIA DOCUMENTS FOR TOXIC POLLUTANTS

Scientific rationale and criteria developed pursuant to Section 307(a)
of the I'cderal Water P’ollution Control Act, P’.1.. 92-500, 33 1.8S.C. §§ 1251
et sey., (1972), for the development and establishment of effluent limitations

for toxic substances are set forth in the following chapters.

Section 307(a)(2) states inter alia that a proposed effluent standard

", ..shall take into account the toxicity of the pollﬁt__ant, its persistence,
degradability, - the usual or potential presence of the affectéd orgé:nisms in
any water, the importance of the affected organisms and the‘ nature 'ahd extent
of the effect of the toxic pollutant on such.organisms. . o Thereafter, having -
considered these factors, the Administrator is to set an effluentvstandérd

. for toxic pollutants which provides an ample margin of safety.

In the develo;:rhent of criteria which serve-as boih-the 'basis and the goal
for the establishment of effluent limits, reliance was placed on the toxicity
data derived from laboratoryAstudies on a range of organisms including
invertebrate, vertebrate, and mammalian test species. Thesé stu‘dies
provided extensi&é acute and chronic toxicity data based on feeding experi-
ments for a wide range of aquatic organisms and éonsumersA of aquatic
organisms. Environmental studies documenting bioaccumulation-in the food
web of the toxic material by the food chain organisms and bioconcenfration
by organisms. directly from water provided an important component data
base upon which criteria were derived. Appropriate human toxicity data
and mammalian carcinogenic studies, where available, were used also in

developing criteria.. .\.\.\



Aquatic toxicity data generally are obtained by one of two basic
methods, the static and flow-through bioassay. The more traditional
static bioaésay employs a tank in which the test organisms are living
and to which a given concentractiion of toxicant is added. Ahy wéter
loss due to evaporation is made up by the addition of fresh water. The
flow -through b.ioassay. which is a more recent development, reflects
more nearly the natural conditions. Concentrations of toxic substances
are (:onstantly“mai‘ntained and provide a mofe accurate test of \sensitivity
of aquatic species. Water in a flow-through test is réplenisfxed constantly
through flushing. Comparative results using the static and flow-through
bioas‘says demonsirate that flo;w-through data yield lower toxicity values
for a pollutant than a static bioassay., This fact is demonstrated by -
comparativé studies as discussed in the endrin document. Hoﬁéver,'

most of the data available were developed using static bioassays.

~ Some toxic pollutants are extremely stable and degrade only slowly
or form persistent degradation products. Those pollutants which degrade
rabidly pose a less severe long-term-hazafd unless their entry to
the environment is continuous. A parent compound, e.g., aldrin; may

rapidly degrad‘e or be altered to a more toxic form, i.e., dieldrin.

Bioconcentration of toxic pollutants is a significant consideration in
the development of criterion. The rate and degree of accumulation in
an animal and the rate of loss from the animal are factors that help

define the potential magnitude of the pollution load problem. As an

"
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example, a pollutant which biéaccumulates presents a hazard both to
aquatic systems and potentially to man or other carnivores associated
- with the ccogystem. To satisfactorily manage a persistent or
non-degradable pollutant requires the maintenance of a ceiling for
ambient levels in water which will afford protection to the food chain
and the consumers of‘aquatic life (animals including humans). The
body burden of toxic pollutants 1in fish or food chain organisms may
have no outward effect on the species but will affect consumers of that food
level. As an example, the brown pelican, when feeding on endrin'-contamir'xata

fish may die or suffer species depletion through reﬁroductive impairment.

Data on toxic effects of pollutants are not available for all species
that may be exposed to the toxic pollutant in these cbmplex societies, -
Such data would be necessary to ensure protection of the most sensitive
species. It is desirable té> know the relative sensitivity of a wide
variety of épecies in order to have a better estimat'elof the sensitivity
~ of the dhtested. most sensitive species. Becau'se such dafa are not
available on all species, the range in sensitivity of a small number of
tested species is used to provide a measure of the range of sénsitivity

of all species,

The natural aquatic environment includes many kinds and life stages
of plants and animals that are intricately interrelated to form communities.
Criteria are developed to protect these interrelationships and incorporate

aquatic toxicity data for a phylogenetic cross section of organisms as well as

v



4.

species representative of wide geographic distribufion. Chronic

studies are an important consideration in establishing criteria and require
studies of at least one generation, i.e., one reproductive cycle. Use of
an application factor for persistent and bioaccumulated toxic pollutants
represents conside.ra.tion of a safety factor. As discussed in the

National Academy qi‘ Science publication on water quality (p. 185 of

the NAS/NAE Water Quality Criteria -- 1972, GPO-5501-00520), the

use of an applicatibn factor of 0. 01 when applied to acute toxic values

is thought to provide an ample margin of safety for certain chlorinated

hydrocarbon pesticides.

Ecological irnp:ortance of an organism is dependent on the
role the organism plays within the ecosystem and upon ‘it‘s relationship
to the food chain within the aquatic community and to consumers of
aquatic life, including man. Thus.. toxicity data for the top carnivores
in a given ecosystem, as well as ecoﬁomically important species such
as trout, salmon, menhaden and shrimp are needed for the development
of a protective criteria level. Toxicity data for organisms such as the
stonefly and Daphnia are of equivalent importance since these organisms
are a food base for higher consumers and are representative of ;nvertebrate

species found in most waters of the United States,

Invertebrate species, such as the stonefly and the Daphnia, are an
indication of the integrity of the aquatic food chain and their presence

may be the controlling factor for the abundance of eéonomically and

Vi



recreationally important predators such as trout, bass or pike. While
these fish may not directly consume the Daphnia or stonefly or, in
fact, even inhabit the same waters, these lower order organisms are

representative of the food chain base suppérting predators.

Criteria levels, by their nature, are déveloped to protect aquatic
organisms and consuﬁerc of aciatic life from direct toxic effect when
placed on contact with the toxic pollutants; and, to protect from a
more insidious and even greater danger, e.g., chronic effects.

Chronic effects take the form of reproduétive failures or the poisoning

of predators consuming food organisms which have .bioaccumulated levels

of toxic pollutants as in the case of the brown pelican and consuming

. endrin loaded fish (see Attachment D, Endrin), and a variety of other
‘physiological effects as discussed in the varioﬁs dmn.xments.‘ Decreases

in aquatic organisms or consumers.of aquatic life not always are coupled

to point source discharges of toxic pollutants at concentrations below

acute toxic levels; however, tﬁe addition of toxic ievels which are not
acutely toxic can achieve the destruction ox: at least disfuption of aquatic
systems by causiﬁg reproduction of failure. Hence, the need for application
factors. The relationships between dischérges of toxic pollutants and | |
effects on important organisms of economic and environmental importance .
and consumers of these organisms are well documented in the criteria

documents.

'8y



6
An approach to criteria development is 'tb provide ample protection
of the test speécies on the assumption that the response of these species
will be characteristic of other associated orjanisms in the cquaii:
environment. A number ol species have been considered in establishing

a criteria

Use of mammalian systems to determine the carcinogenic potential
of toxicants found in water follows the same principle as use of aquatic
organisms to determine toxicity to fish and other organisms. Carcinogenic

substances pose a special hazard to man through environmental exposure.

Cancer producing substances may reach man by several distinct pathways.

The following four criteria documents for aldrin/dieldrin, DDT and its
rhctabolites, endrin and toxaphene, represeni a survey of the scieﬁtific
literature docurﬁenting the effects of these toxﬂ: pollutants té aquatic
life and cohsumérs_ of aquatic life including man. A glossary of terms is
provided to define the terms used throughout the documents and will be

expanded as necessary when additional documents are added.

2
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I. Preamble

" DDT and. its derivatives are'amoné-the'hﬁst widely |
dlstrlbuted Synthetlc chemlcals on aarth.l They.aré found in»
soxls, runoff water, alr, ralnwater. and in the tlssueq cf '
anlmals. Basrc characterlstlcs of DDT 1ncludn per51stence,
mObllltY, and a broad range of toxlcoloqlcal effects. These'
effects are dlscussed;;n“PartsII of this document, and have
been reviewed at considerable'léngth by tbe Agency and
reviewing éourts in.the course 6f céncéllation and
quspcns:.on proceedlngs under the Federal Insect1c1de, )

.g1c1de, and Rodent1c1de Act, as amended, 7 U.S.C. 8135 et
seqge. (FIFRA). pertalnlng to reglstrat;on, reregistration
and cla331f1catlon procedures.A For'a fuil backgrouhd of
those proceedlngs, including the findings of tox1c1ty and
carcznoqen1c1ty_(1nc1ud1ng the substantlal risk of cancer
with respect to huﬁan beings), the following materials are

1ncorporated h@reln by reference, ‘and attached hereto . as

appendlces-



e ———— e 5 = = e e et ————— . o U . - =

Document

consolidated DDT Hearings,
opinion,,and Oorder of the

Adminiétrator of June 14,

'1972. 37 F.R. 13369

Aprendi x

gt er———r———

(July 7, 1972). - I A

~Environmental Defense Fund v.

Environmental Protection Agency, -

489 F.2d 1247 (D.C. Cir. 1973). B

Federal Register éublicaéioq and

preamble of Subpart D of the
Environmental Protection Agency's
("EPA") Rules of Practice for

Applications Under Sections 3 and

.18 to Modify Previous Cancellation .

or SUépension'Orders.~ 40 F.R. 12261

(March 18, 1975). = .- ... . C
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State of Louitsiana Request for

- Emergency Use of DDT on Cotton:

Statement of Reasons for the

order and'Detérmination of the
vAdminisﬁrator that'Regonsideration
of the Agenc&'slprior ofder’of'_
igancgllaiioﬁ>of~DDT<fpf‘Uéé 6h
C§£t6n‘is”ﬁ6t Waffédﬁed_(ﬁarcﬁA;j, “
1975) ; Order and Dé*erﬁiﬁatiog qf |
,the»AdminiStrafér that Re -onsidera-
tioh of the Agency's Priér.brdér
‘5f,Canceliation'of DDT gof Use on
~cot£on Is Not War:féﬁ'téd_ (l;iaich 14,
1975):_Sﬁpp1émentvto thé.Order éhd,
’Deiermihatién.and Statement of
Reasons for‘éhe Order.aﬁd_deter-f
mination Qf_the Administr;tér that
RecOnsideration of the“Agency's Piior
Order’qf cénééllation.of ﬁDT for Use
on Cotton Is Not ﬁa:féntéd:gApril.l,

1975). 40 F.R. 15934 (April 8, 1975).



Federal Register

Preamble to Sukpart Part A, Part 162,

40 CFR, of EPA's Regulations for the
Enforcement of the Fede;al'insecticide
Fungicide, and Rodenticide Act,'Pertaining
to Registration, Prereqistration and Classi-
F;catlon Procedures, aO7F.R.i282a2-252€7 |

(July 3, 1975). f; E

By way of brief summary of the exten51ve proceedings and
intense scrutlny of DDT and its propertles set- forth in the
above—referenced materials, on Octoker 31, 1969, the -
rnvzronmental Defense Fund (EDF) and other env1ronmental

ups petitioned the secretarylof Agrlculture, prior to the
existence of EPA; to caucel'tﬁe registration of 511'
pesticide products containing bbT and'to'suspend those
reglstratlons pendlng cancellatlon proceedings because of
its health haza:ds. In response to this petltlon, USDA
cancelled uses of DDT on shade trees, tobacco, around the
home, and in aqua*lc areas, and requested comments on other
_uses. Followlng lltlgatlon, the Secretary in June 1970,
made further flndlngs of tox1c1ty of DDT.toAblrds, bees, and

fishQ



Further litigation by EDF resulted in judicial remand of
ﬁDT groceedings to the FPA Administrator who; on January’ 15,
1971, issued cahcellation 6otices for all remaining
registratidns of DDT produgt;;: Oon Septembér'g, 1971, a
committee_of experts nominated by the Natibnal Academy-of
Sciencés,'foiiowing a 1éng£hy in?éstigation, repérfed'that
DDT posed an imminent hazafd‘toztﬁéuénﬁifbnment, and
recohmended,that all DDT use- be r§pidly-phased out.
Thereafter EPA held_lengﬁpy public hearings between.
Auqust 17, 1971, énd Marcﬁ 16( 1972, before a hearing

examiner.

- Following these heafings the Administrator'bn'Juhe 14,
1972, cancelled all DDT registrations except those for
public health and agricultural pest quarantine use. - See 37

F.R. 13369, (Appendix A).

In his decision the Administrator stated. that he was
"persuaded...that the lopg-range risks of continusd use of
DDT for use on cotton and most other crops is unacceptable

‘and outweighs any benefits.® 1972 Order, 37 F.R. 13369.



6

' The Administrator found that “once diépersed, DDT is an
uncontrollable, durable chemical that persists in the
agquatic and terrestrial environments®. 1972 Order, 37 F.R.

113370 par. III A. He concludad that DDT was "highiy
volatile® (35 F.R. 13370‘h;'16) and is transported by drift
during aeriai'applicétionﬁ as' well as by runoff (Id;, n.
13). BRe fuéther found that, "éiven its insolubility in
water and its propensit& to be stoied'in tissues, it
collects in the food chain and is passed up to higher forms
of aguatic and terrestrial.iife." (zd. at’ 13370, par. III,
A, 1). The Administrator also fcund that DDT "§an persist
in the soils for years and evenvdecades" (Id. at 13375, vpar.
A, 1); that it "caﬁ persiét in aquatic ecosystems" (Id.
at 13375; par. II, A; 2) ; and that "it is occasionally fﬁund
in remote'areas or in oceapAspeéies, such as whales, far
from anyAknown area 6f application".(;g. at 13376-71). As a
result of its persisténce and mokility, the Administrator
found that DDT is "conéentrated_in organisms and tfénéférred
through food webs" (;g; at'13375, par; I11, a,1); £hat DDT
"accumulation in the food chain and crop residues results in

human exposure" (Id. at 13375, par. III A, 2); and that

N -
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*..uman bheings store DDT" in their tissues (Id. at 13375,

par. III, A, 3).

The administrator also found that DDT ppées hazards to

i

birdé, fish and’other‘anihal life:

"y,

‘natural balance in aruatic ecosystems.

DDT affects phytbplankton-speciés‘ composition and the

4

DDT is lethal to many beneficial agricultural insects.

DDT can have lethal and suklethal effects cn useful

aqqatic'freshwater inveitebrates; including‘arthropods

and molluscs.
DDT is toxic to fish.

DDT can affect the reproductive success of fish.
DDT can have a vériety of sublethal physioloéical

and behavioral effects on fish.



7. Birds can mobilize lethal amounts of DDT residues,

8. DDT can_cause_thinninq cf bird eggshells and thus

impair':eproductive success."” (Id. at 13375 IV, A, 1-8)-

With respect to human health. the Admlnlstxator found
that "DDT causes fumors in laboratory animals%; that "“there
is some indication of metastasis"™ of such tumors; thét
seumor induction in miée is a valid warning of possible
carcinogenic‘properties", and thaf'there afe_wno adequate b
negativa experimental studies in oiher mammalian species"
and that'for_obvious,feasoné one cannot run experiments on
\{ in beingé to gether such epidemiological data.
Accordingly, the Adhinistrator found-thqt DDT pqses.a cancer

risk to man.’_(lg. at 13375, par. Iv, A, 9; IV, B).

The AdminiStratofis'cancellatiqn order was upheld by the
U. S. "Court of Appeals for the District of Columbia Circuit
in 1973 (Appenéix-B). Subsequently in the spring of 1975
the State of Louisiana requested recons;deratlon of the 1972
Order so as to permit emergency USe of DDT on cotton. In

denying that request, the Administrator. found' that



stlentific data gathered since the 1972 Order °trengthened
-and conflrmed the Aqency's prior determination that LDT is
_hlghly toxic to a wide varlety of animals and organisms, . |

" that lt is hlthy persistent in the environment, that it
poses a serlous risk of cancer to man, and that humans and
’other organlsms should not be subjected to the hazards pcsed
by 1ts further release 1nto the env1ronment. (Apoendlx D-

See e.g. 40 F.R. 15939-159u1,-15950)-

:Notwithstanoing the cancellation'of most uses of DDT
"under FI?RA; pesticides~ﬁtilizing DDT will continue to be
croduced and formulated in this country as lonq as demand
them contlnues in other parts of the world. "herefore,
limits that protect all rece1v1ng water uses must be placed
on concentratlons.of_DDT in effluents’ of plants.that produce

and formulate these pesticides.

For the reasohs hereinafter set forth a criterion of
0.001 ugs/1 for DDT is recommended. ~ All human contact shculd
te avoided,'due to'the demonstrated carcinogenic activity of

DDT.
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2~ Chemical-Physical Properties

pichlorodiphenyl trichloroéthane (DDT: 2,2-bis- (p-
chlorophenyl) - 1, 1, 1-trichiorcéthane) is a whita
crystalllne powder with a. m@ltlng point of 108.5 to 109¢° C,
- a bo1llng p01nt of 1850 Ca a vapor prpssure at 20° Cc of 1.9

X 10-7 mm mercury. and a low solublllty in water (1 ug/l)e

‘Since”DDT is almost insélﬁble in wate£ and is readily
sorbed, it tends, in aquétic-systems to associate with.
particulate material. DDT exhibits a strong affinity for
fatty tissue and, when bioldgiéaliy consumed, accumulates in

lipid fraction of aqu;tic'oréanisms. Incorporation cf
DDT intoiaquatic organismé may occur from direct contact
with DDT-containing water or through ingestion of
. particulate‘mattef containing DDT (1). Buildup cf DDT

occurs between lower and higher members of the food chain

resulting in increasing hazﬁ.to,fish and birds (2, 3).

A degradation of DOT to DDD (l, l-dichloro-2, 2-bis
(p-chlorophenyl) ethane) occurs in the anaerobic zones of

aquatic systems (&,'5); A study in 1973 of the degradation
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v. ODT in the anaerobic,aedimenrsiwas conducted by treating
fields with DDT and then'floodind. Before flooding, the
soil rapidly became anaeroblc (redox-potent1a1 dropping
below -150 mV), The DDT concentratlon rapldly deoreased
from 8.1 ug/g to 0. 5 to 1. 6 ug/g wlth a concomltant increase
in DDD concentratlon of from 0 to u 2 to 5 6 ug/g. Rates of
appearance of DDD and dlsappearance of DDT were slower in
control plots not rece1v1ng the organlc materlal, 1nd1cat1ng
'that an anaeroblc process was respon31ble for the conver31on.
- of DDT TO DDD which also can be transformed to DDE (10, 11).
. ObD, produced by the dechlorlnatlon of DDT, is also used in-
:agrlculture and dlffers only sllghtly in its tox1colog1cal
perties and blologlcal accumulatlon characterlstlcs._
DDE, produced by the dehydrochlorlnatlon of DDT, is closely
related though not used in agrlculture (3&). Thus, for the -
purpose of this- document tbe three compounds are con51dered
collectively, .and the references_to_DDT are appllcable'

generally to DDD and DDE as well. -

" when DDT was applled at 10 to 20 1b/A, it was found in
.the soil from four (6) to ten (7) years later.' when applied

at a rate of 100 ppm (22& kg/ha tora depth of 38 cm) to
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.sandy loam soil, 39 percent'of the DDT remained-after 17
yéars (ef. Soil in a Maine forest treated with DDT at 1
1b/A showed little decrease in.residues during the 9 years
after appliéation and tﬁe invesfigatcrs suggest thét
residues may persist for 30 years (é).- once aéplied to
soii. DﬁT migrates to water in aésdgiagion with suspendéd

sediment (12)

III. . Toxicological Data

Toxic effects resulting from the presence of DDT in
wafer have been documentedlfor‘aquaticAorgénisms
repreﬁenting a wide phylbgenétic cross section and
geographic distrﬁbutioﬁ. While all tést'organisms used may’
not be universaily distributed in the waters ofitﬁe United
States, they fépresent types of organisms'present in fresh,
marine and estuarine systems thrqughout the country.
Extrapolation from the effects found in laboratory and field

tests is a reliakle means for predicting effects of DDT on
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individual orqanlsms and thelr food chains and is reccgnized

as such by the sc1ent1f1c communlty..

It should be noted that'the iCSO values reported for
static tests are likely to be substantlally hlgher than IC
valoes found u51ng flow-throuqh bloassays. For 1nstanc

Earnest in 1970 (87) found a 96 hour TLm of 0.86 ug/l of DDT

for Korean shrimp, Palaemon macrodactylus, using a static
biocassay, and a TLm of 0.17 ugs/l using an intermittent-flow
bioassay. Thls may explaln why Katz in 1961 (88) reoorted a

96- hour TLm of 11.5 ug/l for chlnook salmon, Oncorhynchus

I"“nawzi:sclfxa, in fresh water, whlle Eavnest calculated a

sue of 4.66 ug/l for the same spec1es in an 1n+erm1ttert—
flow bloassay.; These daeavsuggest loss of toxlcant in
statlc bloassays.  Static teéts in'which dissolved oxygen
and toxlcant concentratlons are measured perlodlcally are
more reliable than those in whlch these parameters are not
monitored. The flow-through bioassays more accurately
reflect nature, where "container well" effects are likely to
be negiigible and where the volume of water per fish is ooch

greater.



14
A. Microbes -
There is a paucity of informaticn on the effects of DDT

on microbial systems. A -study in 1974 indicated that the

Escherichia coli and Bacillus fragilis when grown in a

medium cohtaihinq'10 ug of DDT exhibited differential
fesponses; The E. coli strain yield was higher than in the
controls whiie‘the B. fragilis yield was'lower thén in the
controls. The formation of DDD was okserved in toth culture

media (13).

B. Primarv Producers

Reduction of photbsynthetic activity has beenAreported
to occur in the presence of DDT; Phytoplanktbn-test
cultuies were exposed to differenﬁ concentfations of DﬁT for
20 to 24 ﬁOurs; with 14 hours of light ana 10 hours of
darkness. After this exposure pefiod, ct+ labeled
bicarbOnaté was_added and fhe algée«illuminatéd for an
additional 4 to 5 hours. - The améﬁnt of carbon fixed by
photosynthesis was determined by radio-assay of the filtered

cultures. The effects of DDT ekposures on photosynthesis

N
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were détermined by.c0mparison of the rate of photosynthesis
‘of DDT-exposad and controlled populations. The
phytoplénkton populations exposed to levels as lcw as 100
ug/l fixed léss CO7.thanithe control populations. This
suggests that reductions in produétivit? at DDT |

concentrations‘aSildw as 100 uq/l“méy be expected (14).

C. Aguatic Inverte.rat-s

Results of staﬁic\bioéséays conducted with DDT on.
vafious.invertebrates éfe shown in Table 1 which relatesA
exposure time and LCS50 valueé for the.invertebfate-

anisms. it.cﬁn.be éeen ﬁhat aé e#poéure timé increases

sensitivity also increases.
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TABLE 1

"LC50 Values for Various Arthropods to DDT.

Arthropod Species R ' Exposure Time (hrs) LC50 (ug/l) Ref.
Scud (GammarUS'lacuétrisf - i ' 24 ' ‘ﬁ,y 16
" R 48 | 2.1 16
" om e ‘ 96 1.0 16
Stonefly (Pteronarcys californica) 2& r. u1.b 18
" ". Ca ' . .ua; 19.6 18
" 1 ' - | 96 : .l. 7.0 18
n . (PterOnarcélla.badia) 24 | o 12.0 18
e w0 s
. 0o w7 gg o 1.9 18
" (Claassenia sabulosa) i 24 . o ‘16;0 - 18
" L "o | 48 6.4 18
" ":, e Y _. ~ 3.5 18

Gammarus lacustris is more sensitive to DDT stress as
the ambient water temperature is increased. It has been.

demonstrated that as the'temperature increases from LOOF to
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70°F the 24-hour LC50 decreases from 12 ug/l to 4.7 ug/l

"16) .

Additional studies comparing the toxicity of DDT and of

DDD to freshwater invertebrates are shown in Table 2.

Comgparison
96-hour LC50 of

for Freshwater

- Species

Gammarus lacustris

Gammarus fasciatus

Palaemonetes kadiakensis

Asellus brevicaudus

Orconectes nais

Tahle 2 -

of the
DDT and DDD

Crustaceans

96-hour LC50

REF.

DDT DDD
1.0 0.64
0.8 0.86
2.3 0.68
5.0 10.0

0.24

15
15

15

15
15
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Marine invertelkrates generally exhibit the same range of
sensitivities to DDT as freshwater invertebrates, as seen in -

table 3.

&P

- Table 3
|
96-hour LC50 Static Bioassay for

Toxicity of DDT to Marine Invertebrates (85)

Lcs0

‘Species . (ug/1l)
Sand shrimp (Crangon septemsovinosa) o 0.6
Grass shrimp (Palasmonetes pdqib) S 2.0

Hermit crab (Pagurus longicarpus) ' 6.0
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A 28-day flow-through biocassay for the pink shrimp

‘Penaeus duorarum resulted in a TL50 of 0.12 ug/l (76).

- Fiddler crabs, Uca pugilator,‘fed plant detritus
containing 10 ug/g DDT became 4isoriented ahd_lost

" coordination and'équiiiﬁfiQm (22).

The available da£a on fish demo@strate that DDT is toxic
to many species. Thé seﬁsitivity of fiéh and the hazards
;;6m disrup;ion to their food chain by DDT have been known
least since'19au (2u); The‘high‘foxicity of ODT to
.goldfish was descrlbed in 1944 (25) and deaths of young fzsh
in waters sprayed w1th DDT were- roported in 19&6 (26).
The_Lé;0 Galueé éf ODT tested against vafious épecies of

freshwater fish are shown in Table 4.
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Table 8
;Tb;icity of DDT to
Various Freshwater Fishes (27)

- (Static Bioassay)

Fish Species

Largemouth bass (Microoterus'salmoides),

Brown trout (Salmo trutta)

Coho salmon (Oncorhynchus kisutch)

Redear sunfish (Lepomis microlophérs)

Black bullhead'(Ictalurus'miloe)

‘Rainbow trout (Salmo gairdneri)

Bluegill ({(Lerpomis maérochirus)

Yellow perch (Perca flavescens)

Carp {Cyprinus carrio)

Cchannel catfish (Ictalurus punctatus)

Fathead minnow {Pimephales prdmelés)

Goldfish (Carassius auratus) '

LC50

ug/1l

2
2

N e o»n

10
16
i9

21



21

Cutthroat trout, Salmo clarki, were exposed in

laboratory studies for 30 minutes once a month for one and
one-half years to nominal DDT levels of 10 ug/1l, 30 ué/l.
100 ug/1, 300 ugs/l and 1,000 ug/l. At the end of the
experlment perlod from 50 to 75 percent of the 636 fish 1n 
each group were dead at the three hlghest concentratlons of
vDDT (i.e., l 000 uq/l, 300 ug/l and 100 ug/l). The numker
and volume of eggs produced by the trout were not reduced by
these levels of DDT, ‘but mortality among sacfry was hlqher

at the 300 ug/l and 1,000 uq/l levels_(28).

Some species of fish are ekttemely sensitive to DDT.
't example, the extrapolated LD50 aosages for young chinook
annd coho eaimon.wereA27.S and 64 ug/ng&ay,_respectively.

The chinook salmon, Oncorhvnchus.tShaQytscha; appeared to be

two to three times more sensitive to DDT than were coho

salmon (29)_f when'Atlantic cfoaker, Mic:cpoqon undulatus,
were fed 2.75 ug of DDT per gram weight of fish.per day for
- 67 days, the accumulated DDT resulted in mortality beginhiné
on the 14th day acd coutinuing‘ﬁntii all fish were dead bye
the 67th day (30).
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i
Acute toxicity values of DDT to some estuarire fish are
seen in Table S. Estuarine species exhibit sensitivities

similar to those seen in freshwater species.
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Table 5
:L_“:Téxi;ity'of DDT to
' Véridqg Estuarine Fishes (84)
‘.:u:(Static Bioassay) |
RS 96~hour LC50

. Test Species . o o - Augll

Mummichog (Fundulus heteréclitus). . 5.0
_Striped killifish (fundulﬁsAmaialis) . -1.0
Atlantic éil;é:side (Menidia menidia) 5,4'
Striped muilet‘(Muqil cephalus) : : - 0.9
American eel:(Anquilla fostrafa).- - 4‘6
Blﬁeﬁead'(Thélassoha bifasciatum)" _-  ,:. 7.0

' Sheepshead minnows, Cyprinodon variegatus, that survived
DDT exposures which killed most of the fish tested, tended
to have offspring more sensitive to DDT than those of the

control group. Abortion of young was observed among

mosquitofish, Gambusia affinis, that survived exposure to
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organochlorines at dosages that killed a portion of the

éroup {(39) .

Fish survive relatively high DDT residues in their body'
fats; but residues concentrated in the eqgs of mature fish
may ke lethal to tﬁe'déveloping fry. .Burdick in 196u'(33)
reported up fol100 percent loss of lake trout fry, |

Salvelinus namaycush, when residues of DDT-DDD in the eggs

exceeded 4750 ug/kg. Higher losses were-not observed :since
experiménts were terminated when mortality reached 50

percent.

DDT can adversely affect fish in an indirect manner bty

.reducing or destroying important elements in the fish food

supply (80).

—_—

E.  Birds

A study of the acute oral toxicity of technical-qréde
ODT to birds gave the results shown in Table 6 (36). The

birds in this study were fed diets containing varying



_amounts of DDT for 5 days followed by 3 days of food

containing DDT.
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Table 6
Toxicity of DDT to Birds

When.Incorporated into Feed (36)

VWeight (mean)  | i , 5-day LCS50
ﬁi_é . _fff .T' 5-}:-_:(g) “j_ .. {(mg/kg of feedj
Blue Jay : i';' :< . N 72.8 | | 415
House Sparrow - _" o - 26.7 | ' ";15
cardinal - - 37.9 B 535
Bobwhite quail (wild) - .‘."fiu3.8 - o 1170
Bobwhite quail (farm) . 202.4 - 1610

six-week-old male ahd.female_broad—breasted white

. turkeys were fed diets containing 26&.6 ppm (mg/kg) o, p'
DDT or p; p' ﬁDT for 7 or 15 weeks (37). This dosage did
not cause,ahyddetectable-alterationé of blood pressure or

- gross tissue structure changes.of thé heart, aorta, liver,
testes, oviducﬁ, ovary,Athyroid.or kidney. In addition, no
plasma changes were seen with fegéravto cholesterol;vcalcium

levels, albumin-globulin ratio, or lipoprotein patterns.
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A study in which DDT was administered to birds orally in

gelatin capsules gave the LD50 values shown in Table 7 (38).
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- Table 7
Acute Oral Toxicity of DDT to Birds (38)

~

. LD50 (single dose)

. Bird. _ ' . Sex : Age (mg/kg body wt.)
Mallards "F : 3 months - 2240
Pheasants - F 3-4 months 1295 

* European quail M o 2 months o _ 841
Pideons . MEF L m————— ;'- | > :RODO
lesser Sandhill MEF . Adult > 1200

Cranes ) | .

The 30-day mean lethal dose for mallards was 50
mg/kg/day. Adult mallards fed 100 ppm DDT in the diet
showed a medianlsurvival'time of about one year. Iﬁ a 90-
day feeding study, 30 ppm DDT in the diet was_ﬁoé 1etha1‘to

either mallards or bobwhite quail;

DDT does not appear to be significant in the acute

poisoning of bird species because of the large dosages
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‘required to cause death. While acute toxicity is not likely
“to be significan* there lS con51derable evidence to suggest
that DDT decreases the reproductlv° capaczty of ‘some bird
species. Studleq were made Qf mallard ducks' reproductlve
ability as a function bf dietary DDT, DbD, and DDE (39).

DT at the"ZS_ppu dietery ieveliinduced‘thinning of shells
and reduced duckling survival. DDD, however, did not
Ainterfere with reproduction. -A CDT-DDE mixture (20 ‘ppm
each) in the dlet caused egg-.ell thinning and 1ncreased

emkbryo nor*allty (39).

F. Mammals

1

The acute tox1czty of DDT to mammals is low. Animal
'experlmenta+1on conducted over 20 years ago establxshed that
the median lethal dose of DDT by the oral route in mg/kgqg |
body weight is 150 to 250 'for mice and rats, 150 to 300 for
cats and dogs, 300 to 500 for ‘guinea pigs and rabbltc, over :
'200 fof-monkeys, oue; 360 for cowe and horses, and ﬁ 000 for
sheep and goats (QO).' All subsequent experlmcntatlon and

use experience has conflrmed the early flndlng of low

mammallan acute tox1c1ty of DDT.
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In an experiment in 1972, squirrel monkeys, Siomuri
sciureus, were fed p, p* DODT in péanut 0il at levels of 50,
5, 0.5, 0.05 and 0 mg/kg body weiqht/dﬁy (43). The animals
that were-fedASO mq/ké body weight/day exhibited initial
clinical signs 6f toxicity (staggering, weight loss,
weakness, and loss of equilibrium),:iAftar_the initial
toxicity.sxmptoms in the group fed 50 mg/kg/day, the ménkeyS»
kegan to recover. Ho&eVer, auring the fourth week, four of
the experimental ahimals in the high.dose grodp died. r The
remaining two monkeys died éurihg the 9th and 14th week of
the experiment. None bf the monkeys fed 5 mg/kq/déy<of DT
died as a result of DDT intoxication. Some were‘Sacrificed

| intervals and no:discernible effects on hematological

values of plasma enzymelievels appeared. .

A.study employing'albino rété détermined the 24—hour
LD 50 of technical grade DDT to be 118.7 mg/kg of body
weight. The chronic effect o: 100 ppm DDT in the dieﬁ was
also investigated for a 6-month'period. The 100 ppm level
did not adversely affect the mortali;y rate and growth of
the rats. No cbanges in physical behavior were noted. The

only significant effects were an increase in liver weight
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and a shorteninq of the pentabarbitone-induced sleeping time

"in the DDT fed rats (44).

New Zealand white ‘rabbits were ted DDT in c¢orn o0il at
the rate of 50 mg/kg/day durlnq ‘the. seventh, elqhth, and
nznth day,of gestat;on. Flfty-seven percent of the ‘treated
rabbits delivered prematurely (iess'than:zs‘days of |
gestation). -DDTJincfeaeed +he number of resorpt lon sxtes,
and the welght of fetuses frum the DDT-fed rabbits was
significantly 1ower. None_of the control anlmals delivered
prier to .30 deys«df‘éestaﬁien.> The same levels of DDT fed

‘~n days 22 and 23 of gestation showed no effects (45). .

A dose of 12 mg/kg dally in beagle dogs- resul*ed in
subnormal reproductlve act1v1ty. -1t was concluded from
these results that the feedlng of DT indueedllasting
:metabblic changes reflected‘in delayed es#rus,-reduefion of
libido, stillbirths and lack of mammary development with
reduced milk productlon whlch was responsible for a hlgh

mortality rate among the offsprlng (48, 49) .
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Genetic démage has also been shown to result frém DDT
ingestion. The adminiétration of 100 to 400 ppm in the diet
of mice resulted in an increased incidence of chromosomal
abnormalities in the fbrﬁ of delétions, stickiness, and
rarely, ring and metacehtric chromosomes (50). Thisrstudy
indicated that chromOSqmal dahagé‘to mice‘occurred
frequentlyvdt doséges of 150 ppm or higher (LD50 is 550
ppm) . Since the inducéion of chromosomal damage is often
associated withlmutagenic occurrences in hammals, DDT,is a
gotential mutagen. further‘evidence'bf the mutagenic
potential comes from in vitro studies on cell lines derived
from the kangaroo rat, where cbncentrations as low as 10

1 6f p, p* - isomers of DDT, DDD and DDE in the medium

caused some damage in the cells (51).

| In a study in 1965 of the.carcinogeﬁicity of 130
pesticides and related cohpounds including DDT, it was found
that DDT siqnificantly increaééd the incidence of hepaﬁomas
in two strains of micé. When p} p' DDT was adﬁinistéred by
gaﬁaqe (i.e. stomach tube) at‘a.dose of Qs.u mg/kqg of body
weight and at a ievel of 140 ppm ih:the diet (140 mg/kg

food), the incidence of hepatomas in 36 treated malés was 50
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percent, and 14 parcent in 36 tieated females. = The non-
‘treated controls exhibited a 7 percent incidence for a group.

" of ‘169 animals, both male and female (46).

Studies were undertakén fo_determine'the effect of DDT
expos@re qvef severalAgeneraticns. Mice (BA#Q/C strain)
were fed 2;8 to 3-ppm}DDTlfor six'mbnths.énd observed fér an
additional 20 monthé. ) ﬁiogreésive iﬁcreasé'iﬁ tumors from
the second generation onward was éeen. In the test group of
684 mice, tumors_developéd at aﬁ incidEncé greater tﬁan in-
the control groué. The DDT—fed.group showad a greater
incidence of leukemia and malignant tumors than the controls

the F}*aha F2 generations Qith-increasing incidence in
later qeﬁeratibds (52). -Tﬁe acéumulated DDT content in thé.

fatty tissue of the experimental group amounted to 7 to 11
' e L -

It is extremely sigificant to note that the value for
concentrations of DDT in the fatty tissue of mice is on the
- same order as the DDT levels in the fatty tissue of urban

populations of human beings'(53)..
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In a definitive study by Tomatis et al. in 1972, using a
‘'second strain of mice (CF-1) given DDT in the diet at
concentrations of 2, 1dg.50 and 250 gpm for the entire life
span for two consecutive generations, hepatic tumors
developed at all concentratiohs'in the male populations.‘_
Female populations'exhibited'a slight increaée in numbers éf
hepatic tumors followiné exposure to 10'and 50 ppm with a
marked increase at the 250 ppm concentration.. The age at
death with liber tumors and the incidence of liver tumors
was DDT-dose-related in theiexposed mice (5&); These |
rasults support earliei findings which used p, p' DDT on

-till.another strain of mice (46).

In November 1973 a.team of Russian scientists reported
the results of a multngeneratiop DDT feeding study in which
two-qroﬁps of A-strain ﬁiée were fed 10 and 50 ppm DDT in
the rparent generation while fi&e-succeédinq generations were
fed 10 ppm. DDT caused a significant increase in 1un§
tumors at both feeding levels in the parent groups. All of
the five succeeding generations showed an increase in lung

tumors over control animals; the increase was significant
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stétistidallylih the second,.thiid and fourth g2nerations
fed 10 ppﬁ, the only dosa so tested (90) . The finding that
DDT induced carcinogenicity etfa site other than the liver
supports the results of an earliei report by a Hungarian
team which sho&ed DDT to cause a progreesively significant
'inereéseAin'leukemia and'dther meliqnant tumors at.seéeral
differenf eités in the'secbnd through the fifth generations
of mice fed qpproximately'3 ppmlof'DDT in the diet (52).

) : ) !

In Mafeh 197& the.first stedyAcf the»eféects of the
long-term feedlng of p,p! DDE, “the principal DDT metabolxte
~found in all humans and in the hlqhaet quantity of all of

:e metabplltes,_was reported. At the only feeding. level
tested'(250'§pm), p.p' DDE Wasishown to be an extremely
poten* llver carcznogen 1n both male and female mlce, but
partlcularly in females in whlch there was a 98% incidence
of tumors compared to only 1% in the control animals.
Another DDT metabolite,'p,p"DDD fed at the same sinéle
feeding lev=al caueed a.s{gnificanﬁ increase in lung tumors:

(91).
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G. Human Health BHaza=d

very few cases of acute DDT poisoning have occurrad in
man and there is no well-documented case of fatal DDT

poiscning. o : -

Th= pharamacological effects of cral doses of DDT in man

have been studied. There are some differences in the doses

reported to produce various effects, but the types of ’

chang2s and their duration were .the same in all studies.

The 1lowest oral doses of DDT reported to produce effects in

.man were those used by Velkinger (42). In that étudy, oral

ses cf 250 or 500 mg per man ?n suspensicn or Qil solution
producad no effect except a variable, slight,disturbanée of
the sénsitivity of the mouth. Doses of 750 or 1000 mg in
solution led to disturﬁances of the sénsitivi£y of the lower
part of the face, uncertainty of gait,'malaise, |
hypersensitivity to contact, cool moist skin, but no changes
in reflexes. Discomforf reached a peak in about 6 hdurs. A
dose of 1500 mg in oil solutipn produceg prickling of the
tdngue beginning about 2.5 houfs after ingestion.

Disturbance of equilibrium, dizziness, confusion and tremors
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the extremiﬁies graduélly iﬁcfeased. A peak reaction
charécterizeq by malaise,.headache, fatique, and delayed
vomitinq was reaghed about'10 hours‘after ingestion and
recovery was almost c&mplete‘in Zu'hours..
- i Y
As previously discussed, experimentation with mammals
has led to the concluSiOn‘thét DDT pdsesAa substantial human

health hazard.

In 1972, former EPA Administratof Ruckelshaus mad2 the

~tual finding tba£ "DDT'isAavpoﬁential human "
carcinogen. " As the basis'fbr this finding the
Ad@inistrafofncited thé_facf that: "Laborafory tests.
have;.;ﬁroduced‘tumorigenic‘effecfs on mice when DDT was féd
to them at higﬁ levels" (Appehdix D), The laboratory tests
referred to wére cited a§ the éibnetics study in which mice
were fed 140 ppm of DDT and the Lyons study (at that time
incomplete and still_in progress) in which "inéreased.-
hepatomas (liver,tuibrs) wefe noted in male and female mice

fed CDT at 250 ppm."
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Nearly five months after the 1972 Order and some nine
months after the close of éhe DDT‘hearing, the first final
report of the Lyqns stﬁdy, referred'to as "still in
progress” in the 1972 Order, was publishea. That report not
only showed DDT to céuse a significanﬁ increase in liver
tumors in the first geherétioﬁ of mice fed 250 ppm DDT, as
noted in the 1972 Order, bﬁt also revealed that.a:siﬁilar

significant increase in liver tumors was shown in two

generaticns of male mice fed 50 ppm,'10 ppm and 2 ppm, the

. I4
lowest known dosage of DDT ever tested (S54).

In September of 19?3, the fina} results of the L?on
'tudy; ekﬁended to six full generaticns of mice (nearly
,Ooolanima;s) fed DDT at 2;.10, SO, and 250 ppm levels,

were publishéd. The findings in~tﬁe succeeding four |
generatiohs of mice confifmed the results reported in
.Octoter 1972 in the parént'and fi;st generation treatment
grourg. Ih the male mice in all:six generations DDT qaused a
significant increase in liver éancer at every treatment

level including 2 ppm, the lowest dosage tested (92{.



Environmental Fate and Effacts

Once dispersed, DbT‘is.an uncontrollable, durable
- hemxcal that persxsts in the aquatic and terrestrial
'env1ronmen s.. It can evaporate from crops and soils and can
be transported adsorbed to\erodlng soil particles.. DDT can
persist in the 5011 and 1n aquatlc ecosystems and is "
occa31onal y found in areas or in bicta far from any known
7aféa.of appllcatlon. ‘As a result of ltS persistence and
mobility DDT accumula es in';he food chain and oropfresidues»

resulting 1n exposure of humans who also store DDT in thelr

tissues (Appendix A).

Movementuof pDT into the.aqnatic ecosystem is critical
ace, once in water, thlS p st1c1de is persis nt and'
remains tOXlC. Entrance 1nto water may ke accompllshed by
physical, cbemlcal or blologlcal transport. It 1s.V1rtnally

impossible to 1dent1fy all the wvarious phy51cal factors
actrng upon per51stent organlc chemlcals such as DDT (56).

However atmospheric transport (55) and washing of

contaminated soils would beitbezmost.frequent routes.

The relatlvely low Solublllty of 'DDT in water and lts

'hlqh llpld solubllrty tend to allow for removal from the
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sater column by accumulation in plant and animal fats. Once
a?plied to soil, DDT migrates to water (12). It is vary
stakle, and its vapor pressure results in loss to the

atmosphere allowing for étmospheric transport (57).

DDT accumulaﬁés in'sedimenfs;'1iving‘qrganisms and
pafticﬁlate~matter,' Eventualij, the DDT tends to reach the
water surface where it will'co-&istili.witﬁ water to again
enter the atmosphé?ic cyclé. When in.air and exposed to
ultraviolet‘light in thé regidn'of 290 té 310 nanometers, it
will éonveft,to DDD and ﬁo DDE. After 4 days of
irradiation, as much as 48 percent of DDT will convert to

DE and 2 percent to DDD (58).

Fioaccumulation of DDT begins at the very lowest trophic
level. Yeast cells have been shown to take up DDT (59, 60);
Subsequently fungi and bacteria, including species of

Streptomyceﬁes; Bacillus, Serratea and Agrobacterium have

been shown to kiocaccumulate this pesticide (59). The
phytoplankter, chlorella, has been shown to accumulates DDT
from water (60). Thus bothimicrobial pOQulations'and

phytoplankton,.the‘very baéis'of all food webs and hence
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amonqg  the most important otganisms to be protected, initiat=

the bicaccumulation process of DDT. .

.Use of DDT at 100 ug/1 for control of black flies in
Labrador resulted in faunal changss. Caddiszv larval
populatlons were reduced to Z2T0 Or near zero at all

statlons receiving the'treatment, and the same was true for

stonefly and mayfly larva. The DDT also caused mortalities
. ] ?
in eastern brook trout, Salvelinus fontinalis, b

contam1natlon of flSh foods above maximum tolerance. levels.
No significant short-term fish mortality due to dlrect

-ntact was observed (21).

Bloaccumulatlon of DDT in hlgher life forms is Lbetter
dOCUmented than for m1crob1a1 Spec1es. Invertebrates have.
been shown to'accumulate DDT some 70,000 times the level in
water. The oyster;-when'placed in flowing sea water
containing 0.1 ug/l will concentrate DDT up to 70,000 tlmes
'.1n its tlssue after 40 days (63). The hooked mussel,

BRrachidontes recurvis and the hard shell clam, Mercenarla

- mercenaria, both have been shown to accumulate DCT at
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factors of 1,260 times from 0.1 ug/l to 6,000 times from 1

"ug/l respectively (63, 6&).

Male and female lobsters, Homarus americanus, accumulate

DDT in their flesh. Females alsoc accumulate DDT in their
eqg masses. The concentration found in the flesh of
untreated lobsters was 1 ppm, which represents a 10- to 100~

fold concentration factor above that of their natural sea

water (65). The. pink. shrimp, Penaeus duorarum, has.béen
shown to effect é 1,500-fold éonéeﬁtration of DDT in three
weeks whén the water concentration was 0.14 ug/l.(76);'
Residues of DDT were found to reach a level of more than
13 1b/A in é Long Island séltméréh; In sémpling of the
marsh and the organisms present in the watet; thév |
: concentrétion of DDT was estimated to be 0.05 ug/1l in the
water, while in planktcﬁ the level was 40 ppb; The highest
concenfrations were detected in the scavenging and
carnivorous fish and birds. The. birds were reported to have
10 to 100‘times higher bDT levéls than the fish (67)L When
applied directly to estuariné waters,.DDT has been shéwn to

be rapidly absorbed by phytoplagktoni' It was observed that
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‘residues in theﬁfood web increaseo from a level of 1 ppb in
'water to 70 ppb in phytoplankton, 15 000 ppb in fish and
800 009 ppb in the porp01se (1&).

. ~fx- .

Samples removed from a tldal marsh habltat in Florrda
}treated thh 0 2 1b/A of DDT were found" to contain the
follow1ng levels' surface water and ditch, 0.3 to 4.0 ppm;
sediment sampiesy up tc 3. 35 ppm (dry weight).; vegetaticn,
up to 75 ppm (dry welght);Aanq in fish, levels ranged'from

"2 89 ppm (wet weight) (69).

Sedlmen+s 1n Lake Mlchlgan, on a wet weight tasis, have

-n found to average . 1u ppb DDT and DDE. Examlnatlon of'

the ampthod,.Pontonorela afflnls, in LakefMiohiqan'for £DT
levels demdnstrated.a cohoentration of'uioipéb’bDT end its
métabolites, i.e. a_30-fold‘codcen£ratioq factor. 4Fish
removed from the lake had levels up to 10 times that found
in the amphipod thle breasr'musole fromvgulls a;eraged 27
times that of the'lake élewibesﬂ fhe gull fat had a
concentrationiof 2,&&1 ppm DDT (3). Subsequent studies on.
DDT levels in lake ££¢ut; Salrelinus namaycush, taken frem'

southern Lake Michigan from 1966-1970 averaged 18.1 ppm in
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fish 55.8 to 68.4 cm long. Lake trout, S. namaycush, taken
-from Lakes Erie (2.2 ppm) and Superior (4.4 -ppm) generally

had lower levels of DDT in theif fleSh‘(‘?O)°

In'the laborato:y, rainbow trout, Salmo'ggifdne;i, were
found to'éccumulate greate;'amounts df.pDT with an increase
in temperature. whén gxpésed to.a conceﬁtration of .13 -
.17 ppb DDT, levels of 37,600, 59,300 and 68,200 ppt were
found in the fish at £emperatu:es"of 5°c, 10°C, and 15°C,
respectively (71). In ponds containiﬂg 20 ug/1 DDT, rainbow

trout, S. gairdneri, black bullhead, Ictalurus miloe, and

cray fish, Qrconectes nais, were found to accumulate DDT to

els of 4150 pgb, 3110 ppb and 1470 ppb respectively (€8).

Studies using brook trout, Salvelinus fontinalis, have

shown that a major source for accumulation of DDT can be the

food web rather than uptake from watef (72) « Tﬁus the fact

that the amphipbd, Daphnia magna, c¢an concentrate DDT 16,000

to 23,000 times in water within.zu hours is important (73).

In an effort to precisely determine the fate of DDT, DDD

and DDE in an ecosystem, a laboratory model was constructed
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u-‘ii&iﬁg a terresgial-a&uatic interface and a seven—element
fooa,chain. Addition,of.DDT to the system simulated an air
application.réte to 1éhd of 1 1b per acre. It was found
that DDT was.accumulatéd in mosquito larva, snails and fish
as eiﬁher,DDT, DDb or DDE a£ faétqrs ranging from 10,006 to
100;000~(7u).i'Hencé’DDT and its thic‘hgtébolites'have been
shown.to accumﬁlate in aquatié.fodé chain organisms, thds

becoming available to higher carnivores and man.
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V.-.Criteria Formulation

A criterion of 0.001 ug/l is recommended for protection

of aquatic life,

DDT in waﬁer'hés~5eeﬁ shown to be acutely toxic to
aquati¢ invéftebrates at 0.12 ug/l.(84). DDT also has been
observed to accumulate in fish tiésue to levels two million
times' tho'se. ’of .the. ambient water (77). Mice ;xposed to 2 mg/kg"- .
of DOT in their feed (the lowest dose tested) developed
nep#tic tumors (46);..Rec0gnizing that'z mg/kKg of DDT in a
diet has been démonstfatéd to cause tuhﬁrs in mice;the
concenﬁration of ODT in aquétic organims should bé less than
2.mg/kg to p;étect'consﬁﬁers.of aqpaﬁiq ofganiéma Since
bioaccumulaﬁibn by factors as high as two million has.been
-démpnétratéd (77f, a level of .061 ug/i in water could
produce ééncentrationé as nigh as 2 mg/kg in fish flesh. -
Thus, even at a watef concentration of .,001 ug/l some
adverse effeéts might'bé expected among animals preying on

aquatic organisms.
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1 o
4 ..-The 28-~day LCS50 for the pink shrimp, Penacus duorarun,

" was reported to be OQIZ ug/l (84). Use of an appiication'
.‘A - t. ’ ) .- .‘—. - ’ - - N
f factor of 0.0l to assure the safety of this species and any
j‘ dthets'whichxmay be équally sensitive,'resuits in a
é Acriterion"qf 0.001 ug/1 for the protection of a@uatic lifa,

In man,- tissue concentrations can reach levels which

? threaten adverse physiciogical reactions-(42), including the
'? potentiél for carcinbgenesis. Since there is'no -
i demonstrated "no effect" level for carcinogens, and in light
15 of the bioaccumulation'potential of DDT, all human exposure
1 should be avoided. | |
',.._.i . . .
E
g
3

x.
Ay,

~
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GLOSSARY

Acutely toxic: Causing death or severe damage to an organism by
poisoning during a brief exposure period, normally ninety-six

hours or less.

Anadromous fishes: Fishes that spend a part of their lives in seas
or lakes, but asceend rivers and streams at certain intervals to
spawn. lxamples arce sturgeon, shad, salmon, ltroul, and

~

striped bhass. ‘

Applic:ation'fég:tor: The ratio of the safe concentration to the lethal
concentration as determined for potential aqﬂatic. pollutaﬁts

administered to species of interest.

Bioaccumulation (Bioconcentration): The phenomenon wherein elements
or compounds are stored in living organisms because elimination .

fails to match intake.
Carcinogenic: Producing Cancer,

C:atadromous fishes: Ivishes that feed and grow in fresh water, but
return to the sea to spawn. The best example is the American

eel.

Chronically toxic: Causing death or damage to an or,g‘anism by
poisoning during prolonged exposure, which, deﬁending on the
organism tested and the test conditions and purposes, may range
from several days, to weeks, months, or years, or through a

reproductive cycle.



ECS50: The concentration at which a specified effect is observed
uhder the test conditions in a specified time in Tilty ptft'm‘nt ol
the organisnﬂs tcsu':d. IExamples of specified |."l‘l'cvf.s are hemor -
rhaging, decrcased feeding, dilétion ol pupils, and altered

. swimming patterns.

Epilimnion: ' That region of a body of water that éxtﬁends from the
surface to the top of the thermocline and does not have a permanent

temperature stratification. L

l-‘low-through'bioéSsay: An assay system 1n which aquatic species
arce exposed to toxicants in a constantly flbwing system. and where

the: toxicant is replenished continuously or discontinuously.

llardness (Water): The concentration of the polyx)alent metailic ions
dissolved in water. Unually it is reported as the equivalent

concentration of calcium carhpnate (CaC’O ).A '
' 3

Hyperplasia: Abnormal multiplication or incrcas.e' in the number

of normal cells in normal arrangement in a tissue.

Hypolimnion: The region of a body of water that extends from the
bottom of the thermocline -to the bottom of the water body and

is essentially independent of most surface phenomena.



LC25: The concentr@tion of a toxicant that is lethal (fatal) to twenty -
five percent of the organisms tested under the test conditions in
a specified time.

1.(:50; The concentration of a t()xi«-ant wl1h~l1'i~= lethal (ratald to
l’jfty p('u ent of the organisms tested Illl(l('l" tlw test ¢ omhlmns

in a spu mml tirme, ' is virtually 1dvntu al with °F t.m aml 1'1.50,

LDSO:' Tﬁe dose of a toxicant that is lethal (fatal) to fifty percfe;lt
~of the orgamsms tested under the test c,ondmons in a specxﬁed
‘txm_e. ‘A dose is the quantity actua]ly admmlstered to the
orgemsm and is not identical with a concentratxon-. which is }vthe
amount of toxicant in a unit of test med1um rather than the
amount mgested by or adrmmstered to the orgamsm.

lv.itc.'r (l) The volume occupied by one kilogre dr.Y’I of welt‘r at a pl'ms;.uu-

()

- of 7(‘0 mm of mere ury and a tcmpclatun' nl‘ 4 . A hu-r is

1.057 quart.

'Methylmercury Mercury which has been methylated usually through.

some b1olog1ca1 agent, such as bacteria.

- Microgram per liter (ug/l): The cOncenffatiqn at wl'uch one niillionth‘ .
of a'g'i-em (one microgram) is contained in a volume of one 'liier..

' Wﬁere,the density of solvent is equal to one', one ug/i is equiva-
lent to-one part per billion (ppb) or one rtiicregram per i:ilogram

(ug/ kg).



Microgram per kilogram (ug/kg): The concentration at which one
millionth of a gram (one microgram) is contained in a mass of

one kilogram. A kilogram is 2.2046 pounds.

Milligram per kilogram (mg/kg): ‘The concentration at which one
thousandth of a gram (one milligram) is contained in a mass »f

onc kilogram. A gram contains 1000 milligramsl.

Mi.lligrum pvm' .Iitc,-r (mg/1): The concentration at which one milligram
is c()ntaihcd in a volume of one liter. Where the density of the |
solvent is.equal to one, one'mgll is équivalént to one part iner'.
million (pprﬁ) or one milligi‘am per kilogram (mg/kg).

Milliliter ‘(ml); A volume equal to one thousandth of a liter._

Nanogram per liter (ng/1): The concentration at which oﬁé billionth
ol 2 gram (one nanogram) is contained in a volume of one iiter.
Where the density of the solvent is equal to dne; one ng/l is

‘ (:qUival(:nt to one part per trillion or one.nanogra‘rri per kilogram |

(ng/kg).
Neoplastic: Describing any new and abnormal growth, such as a tdmor,

:Part per million (ppm): A concentration in whichl one ﬁnit is contained
in a total of a million units. Any units may be used (e.g., weight,
volume) but in any given application identical units must be used
(e.g., grams per million grams or liters per mill.ion liters).
Where the density of the solvent is one, one part f)ér million is

equivalent to one milligram per liter,



I’arts per thousand (0/00): A concentration at which one unit is
. contained in a total of a thousand units. The rules for using
-this term are the same as thosc for parts per million,. Normally,

this term is used to specify the salinity of estuarine or sca waters.
Piscicide: A substance used for killing fish,

Static bioassay: A bicassav in which the toxicant is not renewed during

the test.

~

Thermocline: That laye} in a body of water where the temperature

difference is greatest per unit of depth. 1t is the layer in which

the drop in '_te‘m‘pcrature is1 . or greater per meter of depth,

I't.m - Median ‘I'olerance [.imit: 'T'he concentration of a test h\aturinl
at which [ifty percent of the test animals are able tb survive
under test conditions for a specified period of exposure. It is

virtually synonymous with LC50 and TL50.
TL.50: Synonymous with TLm and virtually synonymous with [.C50.

Fumorigenic: (ausing or producing tumors.
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ENTAL PROTECTION
AEENCY

{L F. & R. Dockets Nos. 63, ate.]
CONSOLIDAYED DDY HEARINGS

Opinien and Order of the
' Administrator
Published herewith is my opinion and
order issued June 14, 1972, concerning
the registrations of products containing
the insecticide DDT.
Done this 30th day of June 1972.
Wiriax D. RUCKELSHAUS,
Administrator.
StevieNs INDUSTRIES, INC.,, ET A,
OPINION OF TEHRE ADMINISTRATOR

Before thoe Environmental Protection
Agency: In re: Stevens Industries, Inec., et
al (Consolidated DDT Hearings), IF. & R.
Docket No, 63 et al.

VIR G

This hearing represents the culrmnatlon'

of approzimstely 3 years of intenmsive ade
ministrative lnquiry into the uses of DPT.
Part I sete forth the background of these
proceedings and Part II contains g discuse
sion of the evidence and law and my factusl
conclusions. I am persuaded for reasons set
forth in Pert IIX of this opinion that the
long-refge. risks of continued use of DDT
for use on cotton &nd most other c¢zops is
unacceptable and outweighs any benefits,
Cancellation for all uses of DDT for crop
production snd nonhealth purposcs 1g here-
by reafirmed and will become effective De-
cember 31, 1972, in accordance with Paxt V
of this opinton and the accompanying oge
der, except that certain uses, for green pepe-
pers, onions, and sweet potatoes in storage
may continue on terms and conditions set
forth in Part ¥V of this oplnion and the ac-
companying order.

I—A. Bockground, DDT s the familiar
abbreviation for the chemical (1,1,1trichlo-
rophenyl ethane), which was for many years
the most widely used chemical pesticide in

this country. DDT's insecticidal propertles .

were originally discovered, appasently by ec-
cidens, in 1939, and during Wozld Warp IX 1t

NOTICES .

8ined 1843, DDT has been Used {op goncral
contrel of ooaquitoas, boll weovll infostye
on i2 eotton-growing arens, ond o variesy
of other uses. Peak use of DDT oceusrad a%
O ond of the 1030's sud pPresent domestic
ucs of DDT in various formulations hag
boon cstimoted at 0,000 tons por yeart Ace
cording to Adnmission 7 of the recosd, 2p-
proximataly 88 percent or 10.277.238 pounds
of domestieally uced DDT s applled to cut-
ton crops. The same admission indicates
that 603,063 pounds and 937,001 pouads, or
spproximately 6 percont and 9 percent of
thoe total formulated by 27 of tho petidoners
in thess hearings are used respectively on
soybean and peanut crops. All other uses of
the 11,968,186 pounds emount to 158,833 of
the total, or little over 1 percent.?

Counssel for the Agency has called to our
attention publication of the Department of
Agziculture, The Pesticide Review of 1971,
wiieh eotimeates “p domestic disappeaganca™
sote of 256,457,000 pounds for DDT {n 1970.
826 p. 28. The motion to incorporats this
publication is granted, as is the motion by
registrants to supplement the record, see
infra. I do not belleve, however, that <ho
Pesticide Review figure cen be accepted, on
is face, without further explanation. Stace
the reuale I rersh today would, if anything,
only bo retnforced by the higher fgure, X
8e¢ Bo need toremand. .

For the above .ses It appears that DDT 4
sold in four different formulations: Emulst-

. flable gprays; dust; wettable powder; nnd

granular form. .
Publie concern over the widespzead uss of

- pegiicides was stirred by Rachel Carsun’s

boolz, “Silent Spring,” and o natural oute

. growth was the invesuigation of this popular

'

and widely sprayed chemical. DDT, which
for many years hed been uced with apperent
safety, wes, the critics alleged, & highly
dengerous substance which killed beneficial
ingects, upget the natursl ecologieal baiance,
and collected in the food chalm, thus pesing
& hazerd to msn, and other forms of ad-
venced aquatic and avien life. In 1969, the
U.8. Depariment of Agriculture commenced
& roview of tho health and environmental
heazardg ottendant to the use of DDT.
Certain uses of DDT wers canceled by the
Departmment of Agriculture in 1969 anad in-
formal review of remaining usea continued
through 19702 In corly 1893, this Agsncy
commenced formal edministrative reviow of
DDT registrations by the caacellationn of ol
fegistrations for DDT producta snd uses
pursuant .to section 4(¢) of tho Federal In.
sectlcide, Fungicide, and Rodenticide Act
(FIFRA) 7 U.B.C. eectlion 135 (1872).

1 Admission 6 shows thet domestic shipe
ments of DDT by its cole manufacturer,
Montrose Chemical Co., totaled 8,327,900
pounds between Januery I and Augusg 1,
1971. Total domestic sales in 1870 were
11,963,196, as stipulnted in Admission o, 7.
Tho Exeminer found, apparently bessd on
Admission 7, that domestic use in 1870 “was
Just under 12 millfon pounds.” Exam. Raport
at 92,

9Some discrepancy in the gdgures exists
since the figures given in breakdown of use
categortes total 11,977,065 pounds, slightly
more than the total sold by the 27 formula-
tors who supgited figures.

3PR Notice 69-17. Among the carceled
uses were applications to trees for ccmtrol
of Dutch Elm diseass, tobacco, home uses,
and aquatic uses. 3¢ F.B. 18637 (1969).

¢In Epvironmentel Defense Aund v. Ruc-
kelsbaus, 439 P. 2d £84 (D.C. Cly. 1971), the
court of appesals held that concellation pro-
ceedings should be commenced whenever a
registration of a pesticide ralses & “sube
stantial question of safety” which worrnuts
further study: On Jan. 15, 1971, all uses of

- for tha Pesticides

the Onal 53t of formal sdmunistrtive re-
vinwe S Thir.y-gte reTiatrunts nave ckullensed
15 o2 she eauceled uses of DDT ang 1ts nie-
tobolie, TORS TTess wes of DO includs
applicatiors to cotion ficlds to econtsi thre
boll weeril cad bollworm applicstions zo
vorioud vcgetablo coops, snd o vartety of
lesser uges In publle programa. Thae casa for
cancelletion has deen presented by counset
Ofice of tho Ensircen-
mental Protection Agency and attornevs for
the Euvicenmentel Defenso Fuod which s
an intervenor, Other partics insiude K1
Lilly & Cc.. whichh held o DDT pewtstration
for “<opoclde,” n prescription drug! H. B
Cannen & Son, & user of DDT.® /Rnd repro-
sentatives of. the chemical madufaciusing
industry and vasious wildilfe sroups.?®

The testimony and exhibits cover in ex-
haustive fashion sl aspscts ol DDT's ciiemi-
cal and toxicclogical properties. Tile evidezce
of rcecord, howaver, 18 not €0 extensive con-
cerning the benefits frem using DDT, and
most of it hes baen dirceted to the msajor
use, which i3 on cotton cropa.?

DDT not canceled ia 1969 were canceled.
PR Notice 71-1. And on Mer. 18, 197}, natices
of carczlietion were iz3ucd for all pegistered
uses of TDE, & DDT metabolite. PR Jotlce
71-6.

SUnder FIFRA n rcgistzant is entitled to
elther a pudlic nearing or & sclentific advisory
commities ar botk to review his vegistreuion.
Pendinz completion ¢f that review, & reg-
istrant {9 sllowed to continue gshipraent of &is
product,

s Urless specified, discussion of DDT in tkis
opinion applies to TDE. DDT has three mzjor
breszdown products, DDA, DR, and DD
separata segistrations exist fos TLI.{DRI).

¥ There hos been soma coniroversy oves 2§
Lilly’s etatus Because it failed ¢» appresl] cste
cellation of it8 registzation within S0 days
as required by scction &4(¢) of FIFR=e. Fog the
purposes of this cuse I bslievo they should
ba sccorded statua 28 pariies. -

SThere hos been gomo guestion as ¢o
whether or not & “usag” has standing o
appesl & canccllation end ¢hus seek reine
statement of o cancsled use evTer thouzh no
registzant hog stepped fosward %o opreel. Tho
same resscning employed Ly e eoust in
Environmental Dafense Fund v, RuUckeisdous,
supra, end Environmental Defenss Fund v.
Earéin, 428 P, 2d 1093 (D.C. Ci». 1970), wbiszh
accords ctanding to “public interest” groups
glves “usgrs” p gight t appent o cancellae
top.

°The groups are: Natlonal Agricultural
Chasemicels Acsoclation; Nationel Auduien
Soclety; The Sierra Club; ana West Bichigzn
Ens{ronmental Aciion Council. As salready
noted, tae Secrctary of Agriculture, in addi-
tion to belng o pasty-registrant by virtue ¢l
regietrations held by itz Plant Regulailon
Diviasion, heg cppenred &3 an intervenor.

2°Ciae following usss exe involved: For cote
top; for military use on clothing: for peprets
end pimentos; for fresh market corn; for pea-
nuts; foy cabbege, coulidowes, and brussel
sprouts; 7or tomatoas; for lettuce; for pota-
t0ss; for sweet potatoss In storage (Southera
Stetes only); for use In commercial green-
bouses ond pursorles; for besns (dry, limae,
suap); for bat and rodent control; for emers
gency use for agriculture, health oF quarans
tine purposcs; and for onlons axd garlic; an
for Uece coatrol. Thers has been considerable
controversy as to what uses were a2t issue
during the hearing. Admission No. 2 e2s
forth those uses which the Dopartment ¢f
Agriculture considers essentlal. Many of these
uses heve been canceled and no appeal s
taken, The uscs ot issue In this heasing 629
only thoss notsd iz Admissien 11.
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The °Drsticldes Office and Environmental
Defensy Tund (EDP), in pressating thelr
cesog agalnst continued registration for DDT,
leap most heavily ob ovidenco which, they
contend, ostablishes: (1) That DDT and its
motabolites oso toxicants which persist in
soll and tho oquasphere; (2) that oncoe une
leased, DDT 18 an uncontrollable chemical
which can b t.ransportcd by leaching, ero-
oion, runof. and volatilization; (3) that DDT
%3 ot wanter soluble and cnllocts In fat tigsue;
(¢) that orgaulsing tend to coulicct and cole
contrate DDT: (B) thut these qualitios resuld
in sccumulations of DDT fu wildiife end
numensg; that once stored or concumed, DOT
cad bo toxic to both animals and humans,
and in the case of fish and wilditfe inhibit

vegeneration of species; and (7) that the-

bauefits accruning from DDT usage are more
glnsl, given the avallabllity of alternative in-
cecticides and pest management PEOgrams,
ond olso the fact thot crops produced with
DDT oro in smple supply. Tho testimony and
onhibits include numerous reports of expert
gelontists who have described observed effects
of DDT ip the environment and the labora-
tory.

QGroup Petitioners end the U.S, Department
of Agriculturc (USDA) seek to discredit the
Agency's case by citing the record of safety
DDT hes complled throughout the yeags, and
polnt to the negative findings of epidemioo
logleal and human feeding studies cnrrled
out over the years on industrial workers and
volunteers exposed to concentrated lovels of
DDT far in excess of that to which the avere
oge individual 18 exposed, Proponents of con-
¢inued registration have also introduced
agxpert testimomy to the effect that DDT's
chronic toxicity to man or animals has not
beon establiched by adequate proof, The

seglatrants have attacked the assumptlon

thet laboratory date, as to -offects of oxage
gerated Qoses of DDT, can provide & mesne
ingful besls for extrepolating efects on man
or tho onvironmont. In the alternstlive,
Croup Petitioners contond that whatever
herm {0 the environment might be attributed
%0 DDT, it results from misuse and oOvers

doslng thoat occurred in years past. Losily,

Qroup Patitioners and USDA have sttempted
%o provo that DDT is effective ond that its
use 13 moro desirablo than the organophose
phates which are more acutely toxle and
costly than DDT,

On Apgll 26, the Hearing Examiner lssued
ap opinfon with proposed findings, conclue
slons end orders recommending that all
“egsantinl’ uses of DDT be rotained snd that
cancalletion bo lifted.* Theo Examiner's ro-
port which hag findings, conclusions, and an
opinion, 18 attached bhelow. The Examiner

spparently accepted In his ‘repost tho’

Agency's proof that DDT i3 o hazexd to
oquatic and terrestrial wildiffe ond substi-
tutes exist. He found, 08 a “matter of fact,”
DDT can have adverse effects on benoficial
snimals; ¢that 18 18 transferred througb the
food chain; thet DDYT is £a% goluble, Ho
concluded, however, &0 o “maotter of law,”
that DDT I8 neither 3 ¢arcinogen nor tesatoe

4 Thero i3 some confusion ag to what the
term “cssential” means. By Admlssion No. 3
the parties stipulated that certain uses were
“essentlal” in tho view of USDA. No stipulae
tiou exlsts that these uses are, in fact, essene
tial in that no alternatives exist or that
shortago of a crop wowld result withous DDT,
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gen, that the particular uses at issue do not
edvorsely affact wildlifs, that DDT usoc hos
rapidly declined. (Examiner’'s Rept. p. 93.)

Tho Pesticides Oflco of this Agoncy and
intervenor Eaviroamental Defonse ITund
(EDF) dled oxceptions to the Exarainer's
report,t? challenging his applicetion of the
burden of proof to this caso, hia dndings of
fact, coticluslons of Jaw, and numerous evi-
dentinry rullngs. Exception wons nlso {aken
to tho Exmuiner's application of the so-
colled “riskc and benefit” gtandard af IMFRA.

On May 2, 1972, the Judiclal Ofticer pro-
poundced by ordor. at my dtrection; a series
of questlons for briefng and discussion ab
oral argument, and oral argumont was held
on May 16. That argument wes tranacribed
and s part of this record. Group Petitloness,
USDA, ElIl Lilly, end H. P, Cannon & Sons
have also responded o the briefs on
exceptlons. ’

1T.—A., Appucame low. Tho basic FIFRA
aschemo has been outlined in coust opinions
and Agency Qecisions (seeo EDF v. EPA, D.O,
Cir. Slip. Op. 71-1365, F 2d i
Moy 5, 1973 (opinion of Judge Levenihal);
Stearns Elee, Paste Co. v. EPA, Tth Cir. Slip
Op. No, 71-1112, e P, 3d May 11,
1073; Continental Chemiste Co. v. EPA, Tth
Cir. Slip Op. No. 71-1828, F. 2d
May 11, 1872; EDF v. Ruckelehaus (onlmon
of Judge Bazolon), supra; Statoment of Reae
sons Concerning the Registration of Praducts
Containing DDT, 2,4,8-T, sand Aldrin/
Dioldrin, March 18, 1973; In e XHari-Eari
Lindane Psellets, et al,, ILF.&R, No. 8 (1871)).
While thoro 13 no reed to traco in detall once
egain the statutory scheme, & brief sume
mary provides o useful prism for filteriag tae
evidence.

1, FIFRA. The Federal Insecticide, Fungl-
cide, and Rodentlcide Act, 7 US.C. section
135 {1972), establishes a strict stondard fop
tho registration of pesticides, Any “oconomic
polson’” which ocannot bo uzed without in-
jury to “men or other vertobrato animals,
vegetetion, and useful invertebrate antmals”
1s “misbranded,” 1’ and io tharofore subject
{0 cencellationtd

1 Exceptions have aslso been recelved In
Docket 106, In Ro Wallorgtoin, Stark Bros.

- Nursories held s registration for use of DDT

on nursery plants. The Examiner ecome
monded cancellption on the grounds thet
this wos noc an “essentlu" use according o
USDA.

¥ Sees. Q(z) (2) (e), (4), o0d (), Tespecs

tHvely provide:

“Tho term 'misbranded’ chall a.pply-o
(o) To any cconomic polson~— ,
] a a o} ' o

{6) If the labeling accompanying it does
not contain directions {or use which axo nece
essary and £ complied with adequate fox the
protection of tho publie;

(4) 12 tho label doco not contein o warne
iag or caution statemont which may be nce-
essory ond if complicd with adequeto to
prevent. injury to lving man end other
vertebrato animals, vegotation, and aseiwd
invertebrate anlmelg;

o ] o o e 0

(8) 1£ in the case of an Insecticide, nemn-
{ocide, fungicide, or herbicide when wied as
dirested or in accordence with commonly
recognlzed practice it shall be tnjuricus to
llvicg man or other vestobratd animels, or
vegotation, oxcept woeds, to which 1t i3 ap-
plied, oz to tho person applylng such ecos
aomic poteon;

-] o o [} o

1 Sec. 4 pormits tho Administrator to cane
¢el o regletration “if i¢ appears that ‘the
articlo and (s labeling © ° ¢’ do not comply
with [the Act].” Since the Act prohibits dis-
tributlon of o "misbronded” pesticido, sec. 3
(e)(6), tho reglatration for & “misbronded”
product mey be ctmceled.

“vhlle the language of the siatute, taken
litnraly, raquires only & dnding of Ilnjury to
noataigat species, the Inquiry cannos, how-
evor, oud with a simpllstic applicatior of this
puein statutory ltm"'ue.ge. Both juateial wad
adoiinistrative precedent recognize that Con-
gresa fatendod the nppllcuttou of a balancing
test, that would measurs the risks of using o
partionlar chemtceal agninst it Leneflts. i If o
product s “niisbeanded” within the meaniug
of the Act, Le, I£ 12 Loars o tabel for use that
does ot moet the eritorts of section 2. it may
no longer be shipped In interstate coxmm'nc
andd stocks in hand tn the ariginal package
may b selzed. 7 U.S.C. section 135(g) (1972).

& Risks and bLenefits, It follows from the
ctatutury scheme and this Agency’s deoisions
that evidence of eack nlleged risk muss be
reviewed and & conclusion reeched as to
whethor oF not, and in what degree, such risk
i3 jnctdent to the directed use of a particular
product. The task, however, I3 complicated in
the cese of & “persistent” pesticide by Its
pousibie clironlc cffects. The degres of persist-
ence, extent of overall usage and mob!lity all
bear on tho amplitude or indeed the exist-
ence of the risk curve.ss I belleve, however, it
15 useful to lsolats the alleged risks and evel-
uaid ench on the assumption that they are
unaffected by overall levels of use, ahd defer
to Pari IV the discussion of the elgnificance
of tho rela.honship between risk and overall
use., .

III.--A. Analysis of evidence.~—1. Risks—a.
Health effccts end enuvironmental properties.
Tasrs [2 no dispute on this record that DDT
18 & nonspecitic chemicel that kills both
target and nontarget specles in the fimoxedi-
ote area of epplication, Few chemicals, how'-

aver, are 80 seloctive that they can be used’

withott causing some injury w *“nontargat”
species. Wo muct therefore proceed to the
evidence beoring on other “rizks” and ihe
“benefits’” from usmg LDT.

I am convinced by o preponderance of the
evidonzco that, onco dispersed, DDT {s an un-
controilable, durable chemical that persists

©in the aquatic end torrestrial environmsents.

Givon its insolubllity in water and its pro=
punsity to be stored in tlsaues, {t colleets in

‘the food cheain and i3 passed up to higher

forms of aquatic end terrzest trtal life. There
i3 ample evidence to show that under cer-
tain conditions DDT or its motabolites can
persist in soil for many years,'? that it will
volatilize or move aleng with eroding soil.’®
While the degres of trznsportability is un-
known, evidence of gecord snowa that it is

% Sou EDF v. EPA (opinion of Judge Leven-
thel), supra; EDF v. Rucizeishaus (¢pinlon
of Judgae Bazelon), supra, DDT Statement of
Roosors, suprn; 560 also Statement of Rede
sons Underlving Suspension and Canceilaticn
of Procucts Contalning Mercury, 37 R.R. G419
(Map, 49, 1873).

W Other ‘factors boaring on rlsk meay In-
cludo fhe greographical locatlon of applica-
tlon, see, 6.3., Stntemont of Reasons Underly-
ing Reglstrations foe Strychnline, 1080, and
Sodium Cyauldo, 37 F.LR. 6718 (1072),
althiough this moy not be as signideant whero
tho chrmical 1s highly volatils as 1s the caso
with DDT. Sco olso Btatement of Rersons
Underlying the Caucollation of IMirex, Deter-
mrnation end Order of tho Admlnlnt*ntor ot
7 (37 F.R. 10087, June 1, 1072).

1 pfothod of applieation and typa of eoll
and clinate con affect porslstence {n sofl and
likewich runof? nto aquatlic areas.

2 Registrants hove made much of tho fact
that acuatic contamlnation and the spread

of DDT have resulted from drifl during aeria!
apptication. While the Examiner's rcport
dwells ut some length on lmproved methads
of application, 1¢ recegnlzes runoff as & aignit-
icant source of aquatlc contaminatlion, even
with improved sertal spraying techniques,



cceastonally found in romoto ozomg oF in
acopss opocigs, such as whales, far from By
known nrea of application.

Perslatonos end blomagnificstion in the
feod chein ere, of themselves, o cnusd for
concern, glven the unknown and pozsibly
forever undeterminable long-range effocts of
DDT in map, and the environment.® Labe
oratory tests have, bowever, produced tumori-
genic offiects on mice when DDT wan fed
to them ot high levels.® Most of the cances
roseazch experts who testified at this heare
ing indlicated that it wes their oplnion that
the tumorigenic results of tests thus far
conducted are on indicator of carcinogenity
and that DDT should be considered a potene
%ial cercinogen.® ’

Group Petitioners argue that the testi-
mony is in conflict and fasten on to the tese
timony. of the Surgeon Qeneral] that of Drs.
Loomis and Butler. The Surgeon General's
gtatement was, however, cautious and, by
no means, carries the burden that the Group
Petitloners seek to plece on 1. In very gene

.eral terma the Surgeon General stated: “We
havo no information on which to indict DUF
citber as & tumorigen or as a carcinogen fog
mnn end on the baals now aveilable, I cane
no¢ conclude DDT represents an imminen$

henlth hazard.” (Tr. 13560.) This testimony,

howover, dogs not beasr on tho long-term
aftecty of DDT, nor did the Surgeon General
grpress & view on what uses, epaert from
health uses, would justify continued uss of
DDT. Indeed, the entirs thrust of the Sur-
geon General’s testimony was only that use
fog immediate health needs outweighs the
possible long-range efects of DDT on human
heglth. Group Petitioners’ other witnesses,
Drs. Loomis and Butler, while men of stature
in thelr felds—toxicology and pathology—
and knowledzeable about cancer trestment
end dlagnosis, are not specialists in cancer
research &g is Dr, Safiiottl. Indeed, Dr. Butler
disclaimed such expertise.

Group Petitioners also take refuge under R
brond canopy of data—humsan fesding
studlies and c¢pldemijologicel gtudies——and

w1t is particularly difcult to anticipate
the long-range effects of exposure to0.s low
dose of o chemical. It may take many years
beforo adverse effects would take place.
Diseases llko cancer have an extended latency
pertod. Mutagenic offects will bs apparent
only in future generations. Lastly, it may be
impossible to reiate observed pathology in
man 0 o particular chemical becausse of tho
inabllity to isolate control groups which are
not exposed in the same degreo as tho zest
of the population.

¥ Tumorigenic effects have been noted in
2 number of laboratory experiments, The
most positive results were developed by the
Bionetics Study and the Lyons end Lfiian
tests. The Bionetics Study of the Naticnal
Cancer Institute fed 120 compounds to two
stralns of mice. DDT was one of 11 come
pounds to produce an elevated incldence of
tumors. The Lyons and Milan Studies of tho
International Acency for Research of the
Woerld Health Organization is a multigener-
ational study (still in progress) of 6,000 mice
of in- and out-bred strains. Increased hepa-
tomasg were noted in male and female mico
fed DDT at 250 p.pim. Matagtasls to the
lungs or kidneye hes been vecorded in. Ave
instances.

A Witnesges testlUying to the positive core
relation between tumorigens and carcinogens
were Dr, Umbperto Safiottd, Agsocinte Scieno
tide Director for Carcinogenesis, Etlology
Area, National Cancer Institute; Dr. Marvin
Schneiderman, Asscclate Chief, Bifomoetry
Branch and Assoclated Dlrector for Demog-
raphy, Natlonal Cancer Institute; Dr. Ssmuel
Epstein, Senlor Research Associate 1n Patholo

ogy., Children's Cancer Researck Foundotion,,

Inc., Boston,
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puppors I8 with the inecronalngly fomillar
ezgumaont tHog ¢xpesuro to chy sukatancs ln
gudicient quantliics WAy C2use concdr.

Nono of tho feeding atucifop carrisd ous
with DDT heve been designed sdsqualaly 0
detect cerolnogenicity, snd given the latency
pericd of cancer, thege Atudics would hove
0 be carrled out £0F o much longer peilcd.
Statlstical population samples for cpidemi-
ological studies aro also virtually Lmpossible
given the latency perfod for cancer and the
long-term ¢xposuze of tho general populae
tlon. Since there i3 no aharp distinction bo-
tween populaiion .groups exposed to jow
doses and higher doses of DDT, adequats
control groups cannot be established. The
“everything 18 cancerous axgument” falls be-
cause 1t ignores the fact that not sll chemts
cals fed ¢to animals in equally concentrated
doses havo produced the same sumorigenic
gesults. - . :

b. Environmental gfects. Tho cese ageinsd
DDT iavolves more, however, than o longe
rengse hazard ©o0. men’s health, The ovidsuce

preser: 1 by tr: lLgoncy's Pssticides Oldice

and the tntervenors, £DF, compeliingly cdeme
onstrates the sdverss impact of DDT =n dsh
and birdlife, Be. .2l witnesseg testified <o
first-hand observed efects of DDT on fsh
end birdiife, reporting lethal or sub-acuis
effects on aquatic and avian life exposed in
DDT-treated aggas. Laboratory covidence is
also tmpressively sbundant to show the acute
and chronic cfects of DDT on avian anlmal
species end guggest that DDT impelis thely
reproductive capabilities.®
The potitiones-registrants’ assortion that
there i1s no evidence of dacliniang cquetic or
avian populations, even if actually tfue, i
an attempt at confession and svoidance, It
does pot refute the basic propesition kot
DDT causes damage to wildlile specles. Group
petitiopers’ argument that DDT i3 only one
toxic substancs in g pollutsd environvient,
and thus, whatover its laboratory effects, it
cannot be shown to be the causative agont
of damasage in mature, does not redeem DDT,
but only undserscores the magnitude of afogt
that will be necessary for cleaning up the
environment, Were we forced ¢o isolaws Im
nature, rather than in tbhe laboratory, the
effects of various toxic substances, it vould
be difiicult 12 not lmpossible to make & yudg-
‘ ment ag to the chronilc effects of any ctemi-
col. As our DDT statemont of Mazeh 1071
hos noted: “Development of adequsnte teste
ing protocols and facllitles is o priority un-
dertaking. But in the short term, extrapolae-
tlon from gmaoll-scale laboratory analyees
must ere op tho side of safaty.” Ses DDT
Stotement of Reasons, at 11. o
Pinally, I am persuaded that o preponder-
snce of the evidence shows that DDE csuses
thinning of eggshells in certaln bird spscles,
The evidence presented Included both labe
oratory data and obsecrvational data. ‘Thus,
results of feeding oxperiments were introo
duced to show that birds in the labornktory,
when fed DDT, produced abnormally thin
eggshells. In addition, researchers have also
correlated thinning of shells by comparing
the thickness of eggs found in nature with
that of eggs taken from museums. The 1ouse-
wm eggs show little thinning, whereas egzs
takon from the wlld after DDT use had be-
come extensive reveal reduced thicknesy,

@8eo tho tostimony of Drs. Tarzwell,
Nicholsop, Phillp DBDutler, Duke, Burdick,
Dimond, Risebrough, Hickey, and Cede.

While the Examiner erroncously exciuded
testimony &s to economic loszes causcd by
DD7T's contaminstion of the aquatic one
vironment—losses %o commercliel fishermen
caused by inability to market contaminated
Ash-=this risk i3 gignificant, even If it could
not be economicelly quantifed. Not all gisks
can bo tranclated {ato doilars and cents, nor
can I} beneﬂ:a\be assessed in cesa teTmog,

Qroup Dotitlonerz angd USDA ergue that
the lsboratory tfeading studles, conducted
with exeggeratsd dcies of ODE and under
atress coandltlons, provide po basis for ex-
trapoluting to naturo, They suggest that the
gtudy rosults are oontradictory and pilaco
particular emphasis on documents which
wore not part of the original record and
thae lnconsistencies in Dr. leath's testlinony
a8 brought out during cross-examination.
Croup Potitioners also contend that ths ob-
served phenoimenon of eggsheil thinning and
DDE residuc date are tied by a statistical
thread too slonder to comiect the two In
any meaningful way.

Vizwing the evidence as & total picture, o
preponderance supports the conclusion thas
DDE does causa ogzsholl thinning. Whether
o not the lebecratory datae above would sus-
tain this conclusion i3 beside the ncing, For
here there 1o leboratory data and ovservas
tlonal data, and In addition, o sclentifc
hypothesis, which might explain the phe-
aomenon.n :

B, Benefite—1. Cotion. X em convinced by
the evidencs that continued use of DTT s
not necessary 0 insuro an edequsis suzpiy
of cofton &t o reasonable cost. Only 3 pere
cent of cotton-producing scrsago i3 tressed
with DDT, salthough the apnproximataely
10,277,268 pounds used {n cotton produciion
i3 & substaniial volums of DDT and eccounts
for most of {t3 use. The record contains
testimony by withesses called by rezistrants
snd USDA attesting to the eficacy ¢f ore
ganophosphate chemlicals &5 substitutes Zor
DDT and, long-range, the viabtlity of gast
manszgement rmethods, such &3 ths diepause
program. At present most eress that use
DDT cowmbine it with en organcphosdhats
and toxephene in 8 '4-2-1 mixture (4 lbs.
toxazheae, 3 DDT, 1 methyl parathion).
Some areas, however, according to the testi-
meny, which normally use DDT occesionally
spply concentrated methyl parathion to @
depound mlixture. .

Thees is evidence thet organophospheates
would not raise costs to the farmor sxd
might, Indeed, bo cheapar. Any suggestion
that the organophosphatas are not eco-
nomically visble cannot be maintained in
face of the uadisputed ovidance thet coiten
continues to be tanahls erepd {n Arkanras and
Toexos whers DDT use hes daclined.® Thers is

= The chief witness introduced to Febut
Dry. Risebrough, Hlickey, and Cado was o
preduate etudent with limited treining in
statistical analyals. In view of the credentials
of EDI's witnesses—Dg. Hlickey, Prolessoe
of Widlife Ecology at Collage of Agsiculs
%uro, Univeraity of Wisconain: Dr. Plse-
brough, Ascoctate Ec¢ologlst, University of
Califoruis et Berkeley: and Dr. Cade, Pre-
fessor of Zoology at Cornell sad Research
Director of Correll Ornithology Laboratory—
X cannot credit this attempt at rebutial.

'fne Heoring Examiner apparently resoived
the corfilet in tho evidence by concluding
that “there was oo evidence that DDT was
the only factor in a decline of bdbird popula-
tions © ° °” and that no evidence “focused
its direct thrust on damage to birds by the
usce of DDT thet are permitted under the
reglitrations In question.” Examiner's Re-
port, 70-71, In view of DDT's persistonce and
mobility, cvidancs qg to the oaunsal effaet
of thesu \ses wag not fequired.

A% argumont and by motion Qroup Petl-
tioners havo offered additional evidence,
some of which bears on the lasue of eggahell
thinning, I have granted that motion and
congidored sll that date.

X Tho parties have roferred wneither Ia
briefa aor argumont to teatlmony of ox-
hibits deseribing in dsotall the economics of
cotton production or suksiitutes. Thers 9
gonornl testimony that cotton producers re-
celve & per buahol subsidy erd that thtls

{Footnotis 24 continued on next page)



also tcstlxnon} fn the record to the effect that '

methvl parathion costs 1¢s8 per application
‘than the DDT-toxapbens formuls. No: are
the testimony and exhibits that ehow coctton
insects devolop resistance to organophod-
phate chemicals to tho point. The very same
exhibits mnke clear that DDT i also subject
to resistance.™

Qroup Patittoners and USDA, while not
disputing tho lesser putdistence of orgnuo-
phaapliatus, hava stresaed thotr demonatrated
acuta toxicity. While they are toxic to hene-
Ncinl soll innecta and non-target spacisa, par-
ticularly birda alighting ;on treated flelds,
theso organoplhosphates break dewn moro
readily than DDT. They apparcatly are not
tranaported in their toxic state to remote
areas, unlike DDT which has been found
far from treated areas, and consequently
do not pose the same magnitude of risk
to the aquasphere. Both testimony and ex-
hibits glso demonstrate that organophos-
phates are less acutely toxic to aquatic life,
although diffcrent compounds have different
toxicities. The eftect of organophosphates
on non-target terrestrial 1ife can, unlike the
effects of DDT, also he minimized by prudent
use. Application in known nesting areas for
rare or extinct birds can be avoided.

2. Other crop and produce uses. The testi- -

mony of record, while sparze, shows thnt
registered slternatives, primarily organo-
phosphates, exist for all other crop and
ornamental uses of DDT, except for storage
use on sweet potatoes to control weevils, on
heavy corn borer infestations of green pep-
pers, and perhaps onfons.»

3. Noncrop uses. In addition to the regis-
trations for use on crops snd in nurseries,
severel registrations for noncrop uses ere also
in ssue. Admlission 11 lists “public lienith
peata—bats snd rodents,” “Agricultural,

“—Continucd. :
subsidy is the differenco betwoen profit and
bLreak-gven. It 18 not clear whether or not
break-even includes a return to the farm
owner {n terms of salary or return on his
investmont. While some evidence suggests
that organophosphates are more costly, ba-

use of higher price and the need for re-
peated applications in concentrated quanti-
ties, there 15 little to suggest that the pos-
siblo increased veriabie cost from use of
organophosphates would be a disincentive
to producers. Indeed, with subsidies it 1s rot
clear what rate of return a cotton producer
receives for invested capital. There wes &
reference made to an unidentified study
showing that the cost of using substitutes
would inyolve 15 million. This figure alonhe
has no mcaning, While later testimony sug-
gests that elimination of DDT would in-
creass variable costs per acre by § percent,
this, too, i3 of limited significance since the
record does not relate it to the support pro-
gram and the study looked at only o limited
area.

=TI cannot eccept the suggestion that we
should continue to use DDT until £ is good
to the very last drop. Whatever the loage
‘term efiicacy of the organophosphatesa tho
fact remains that they generally work., Whilte
the fact of insect resistance is important
and underscores the need for retaininrg a
variety of chemicals or methods to manage
the sams pest problem, this foct does not
justify an avoidable use of a harmful
chemical. . .

® Toxsphene and diazinon are registered
for control of cutworms but it is not clear
from theq record as to whether or not thezs
chemicnls are registered or efective to cone
trol cutworm infestations ox onlons. While
none of the parties have pointed to helpful
evidence in connection with use for con-
trojling cutworms om onfons and weevils on
stored sweet potatces, I have taken judicial
notice of the nonexistenco of registered
sliternatives,
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NOTICES
Health and Quarantine Treatments {a
Eimnergsncios s Rocommended by and Under
Direciion of Ttate-Federal Officlaly” and
“fabris trestinent’” by tho wmllitary.

Tho record is not, unfortunately, well de-
velopod 33 to the &cope or mothod of nppilca=
tion for these uscs nor ca to the ovaral
welume applied for these purpases. Whtle use
for bzt and mice conisol 13 charnctosdiaed 13
Acdmisston 11 #s.a “publio heslth we,” ep-
plicetion for tliecde purpostn s nod suporvised
by public heallll oMciala, Tho brists gugiext
that use for control of bats wnd wice ia o
proprietary use by the military, even though a
privats pcst control operator testilxd that
use for bats was constdercd esaeatial by pri-
vate operators.” With respect to “Agricuitural
and Quarantine’” uses it is difficult to deter-
mine to what extent opplications ate for
hesalth purposes or for nuisance preveation.

With respect to all of these uses, both for
public heaith programs and proprietary use,
olternatives ¢o exist, The Public Health Sorv-
ice testified that DDT is no longer the chemi-
cal of choics for controlling discase vectors.
As for mice, warfarin is used effectively, and
fumigation and nonchemtcal means arg avail-
abla for use on bats. Colonel Fowler testiied
that the military has nat used DOT in thls
country for 2 years for mothproofing nure
poses and stated that he was aware of
altorzatives.

C. Weight to.be accorded the examiner’s
opinion. In reaching the factual conclusions
set forth in the preceding eections, I havs
been mindful of Group Patitioners’ argu-
ment, stressed in their briefa snd at oral
argument, that tha Eearing Examiaem’s find-
inge deserve particular deferencs i view of
iy oppartunity to resoive coniracdictions in
tastimony boasd on dsme=nnor svidence.

Nowhere does the Zzaminer statd {hat hin
oonciusions were Dbased on oredidility
cholces,® Whatever extra weight, then, that
might be dues findings based expresaiy on &
credibility judgment 13 not eppropriate in
the casoe bofore me. See, e.g., NLRB v. Dinion
Cofl Co,, 203.1". 24 484 (2d Cir. 1653) where
the Dxaminer’s report set forth his asices~
ment of the witnosses’ credibility»

IV. The appiication of the risk-bencfit teat
to the facts of record i3, by no means, simple.
We have noted in ocur statemant of Meurchr 18,
1871, that tke varfables are numersus, 1t
should alro be borre in ming that the varia-
bles are not static in point of timo. Ac bulld-
up of a chenrical occurs or iy detected In the
en¥vironment, risik increascs. Indeed, it mey
te that the same tendency of s chemical to
persist or build up in the food chain is
present but net known about substitute
chomicals. It may alio be that clrcumscpect

.7 The only evidence ag to the amount of
DDT used. for these purposes wes given by
Col. Fowler, who said the total uscd by the
military for bat and mouse control is ap-
proximately 800-000 pounds.

$ During oral argumont counsal acdmitted
that thoe Examirer’s raport did not purport to
make Andings based on crodibility of wite
norses, nor could ha point to Andings which
mizht bo explafned in Lght of a credibility
contest, (Transcript of Argument, p. 96-68.)
The basic questions of fact in this cose, the
hezard to man and the environman?, were
cast and resolved by the Examiner ax “cone
clusions of iaw.*

#» The preccdants, moreover, makc clear
that the sgency i3 frea to maks ity owa find.
ings and that the Ezaminer’s findings und ro-
port only comprisa part of tho record which
a court will then evaluate, FCC v. Allentown
Broudcasting Corp., 349 U.S, 368 (1955): Unie
versal Camara, Corp. v. NLED, 340 U3, 474
(1953). Even whers en Examiners findings
are besed on credibility, tho Agency may
reach a contrary conclusion. Sea FCC V.
Allantown Broadcesting Corp., supsa.

.

application of a chemical in Umited guan-
“ities for those uses mout necessasy changes
tho bonefit-risk coeMetents so ns to tUt e
geeieo differontly than when we welgh azore-
gnte uso for all purposes rgalust aggréxate
bunefits. See generally TDF v. EPA (opiuten
of Judze Lovonthal), supma.

A. Burden of proof. Tio cux of a cancellu-
tlon procaeding i3 the salsty of the product
when uxed a8 dlirectsd or {n accordnacee with
“tomnonly racumiizsd  pmactice.”  Hieacun
Paospliorus 'aats Co. v, LPA, supin, ‘Jhia,
wimply stated, means thot thia Agenry lias
the hurden of going farwurd to establlak
thoto risks which it belleves to requlrs cali-
crilation.® In addition, ea olirmallve aspect
of the Ageucy’s case should be the availabil-
ity of preferable substituio rzesns of con-
trolling the pests thas are cantrolled by the
canceled chemical where tha Agency is reiy-
irg on this fact to cstablish that rizks gut-
weigh benefits.® Eviderce shotwing the atall-
ability of a registered chemical or co:tthar
means af control which this Azency's Pasti-
cides Ofice is prepared to recormrmend s =
substitute at that point in tiine, ecupied itz
tke Agercy’s proof on risk, makes out a-
wiirmetive cose 3 .

‘fhe burden of rebuttal then falis on rez-
istrants or users. They may cither seek to nee
gate the prool on riskw either by rebutiing
tke basic scientific data or by siowing thac
& particular use is so limited as not o en-

® Ths legislative history of FIFRA. judicis!
decisions and Agency pronouncements all
state that the “burden of proof” remalns oa
tho registrant to demonstrate that his prod-
ot setisfles tha roguirementa faor reglsteation
under ths Act, S2a 8. Rapt. 8§73 &t 5 (B&wn
Cong., 8rst 223, 1058); II. Rept. 1125 6t 4
(88tn Cong.. Qrst eeza., 1283); EDF v, IPA,
supra; EDP v. Ruckalahausg, supra; Statement
of Reasons, 2ar, 18, 1071, There has, uniss-
tuzntsly, been a great donl of misuncder-
stinding concarning thess statemeonts. Sun-
ply stated, tho burden of proof roferred to by
tha legislative history is ths burdon cf per-
suasion which requires e party to esiablish
tho existancs of primary facts, It should not
o coafrnred with tho durdenr of going for-
wurd which i3 generally o rule to establish
the order for the presontatlon of eviderce.
Tlie turden of going forward may, however,
have substantive consequencss, Where a psrty
which has the burden of going forwerd fajlz
to satisfy that burden, the facts will te de-
ctilad agninst him, even though the other
party wmay have becen responsible for t:ze
burdon of persuasion.

While In moat legal proceedings the party
which bas the burden of gcing forward bears
tba burdern of persuasion, th!s is not neces-
suvily the ceso. On somd lasues, like con-
t=*butory negilyencs In some furisdictions, i
muy be that once one party has introducaa
evidence to put the fssne {n the case, the
otacr party besrs the burden of peorsussion
on thot point. In o FIFRA cancellation heer-
ing the proponant of cancsliation boars the
burdea of going forward, but dces not bess
ths burden of parsuasion.

4Y%7uila o mers showing of a high degree
of risk would makeo out & prima faclo cacs for
caucellation, whers tho Azoscy ia relying on
tiaa existence of an clternstive rathier thaz

!mply & showing of rizk, it should, as here,
prusent {ts own witneasea.

- e ——

8 TLis hearing was conducted under rulee
n

whkich have since been amendad. (Ses 37 F.R.
9476 (May 11, 1072)). Under the Agency'
formar rules registrants proceeded Qrst et th
hearing. This order of presentation, which is
naw changed, was not prejudicial {n this case.
The Agency more than discharged iis burcen
to put on o prima faclo cose, Regisicants had
en pmple opportunity for sebutiol. At vorss
thizs inverted prcecentatlion unnecessarily pro-
tracted the hearing.
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gondcer the risks from widegpread use of tho
chemical, Thoy con 2)80 caax 10 estoblish oge
gregato bapefito. Whero, a9 here, the enlste
ence of altornatives beegs on tha henedd of
tho chemical under revicw they may chooss
%o show nonviebility of slternatives, ollher
for geperal substitution or 1n & particuler ge-
ographical region’® They may also geek to
show the nondesirability (or risks) of tke
alternotive I they disagree with the staf
judgment of this Agency.

B. Applicetion of risk-denefit {o crop uses
of DDT. The Agency ond EDF have estabe
lished that DDT is toxic to nontarget insscty
and saimslg, persistent, moblle, end transe
ferablo ond that it bullds up In the food
chain. No label directiong for uss cen coms=
pletely prevent these hazards. In short, they
havo established at the very least the risk of
the unknown. That riek I3 compounded
where, 28 i3 the cese with DDT, men and
animals tend to eccumulate snd store the
chemical.ss These facts slone constituts risks
- thet are unjustified where apparently safer

olternatives exist to achieve the same beno-
fit. Where, however, thers is & demonstrated
loborntory reletionship between the chemi-
cel and toxic effects in man or enimasals, this
riak s, generaslly gpesking, rendered evon
more umecoeptable, if eltermatives exist.
In tho case before us the rizsk t0 human
-health from using DDT cennot bo Qlse
counted, While thess risks might be acceRe
teble were we forced to use DDT, they.are
not so trivial that we can be indifferent to
asguming them unnecessarily. . :

The evidence of record showing sterage in

_maon and magnification in the food chaln i &
warning to the prudent that man mey bo ex-
posing himself to a substance that may ultl-
mately have o serious effect on his heclth,

As Judge Laventhel recently pointed out,
eancer i3 a “sensitive and fright-laden’ mate
ter and noted earlier in his opinion that
carcinogenic efects arz ‘“generally cumaula-
tive and frreversible when diecovered,” EDF
v. EPA, 8lip Op. ot 13 and 16. The poasie
bility that DDT is & carcinogen {o at present
rernoté and unquantifiable; but i£ it 9 Dot
o slren %o panic, 1% 13 & semaphore which
suggests thot an identifiable publie benefis
18 required to justlfy continued uss of DDT.
Whera ono chemical tests tumorigenic in o
laboratory and one does not, and both sccome
plish the same task, the lattor Is ¢o be pree
ferred, absent some extenusting ecircume-
stances. LI

The risks to the enviromment from con-
Unued use of DDT sre mcre clearly estabe
llabed. There is no doubt that DDT runoff
¢ar cause contamination of waters and given
its propensity to volatilize and disperse dus-
ing application, there is no assurance that
curtailed usage on the order of 12 million
pounds pep year will not continue to affect
widespread arens beyond the location of ap-

‘ plication. The Agency staff established, as
well, the existence of acceptable substitutes
for all cxop uses of DDT. except on onions

‘and sweet potatoes in storage and green
peppers. .

Registrants attempted bui fafled to sur-
mount the evidence of established risks and
the existence of substitutes by srguing that

8 Where there 15 & generally viable substi-
tute, which will insure an sdequete orop
supply, the nonviabllity of the alternative in
8 pasticular ares will bear on the advisabllity
of & transition pericd. See past IV, infra,

© In cnecting the present law one of the
greatest concerrs exprassed to Congress was
the risk of the unknown. Sae statement of
Congressman Dingell. Hearings before the
Subcommittee on Departmental Oversight
and Consumer Relations of the Housse Com-
mittes on Agriculture, at 39 (E3th Coag.

first gesg., 1963). .

.

‘95 MOVICES

¢tho buiidup ¢f DUT {a ¢he environment and
s migvation 0 FOmOote &xeds hng raardted
from past wies ol mizuses. Laers 18, howe
@79T, DO peavusgive evidence of Foesid Wo chow
that tho cozregate volume of uas of LT
for all uses in question, given the mthod
of application, wiil not resuif i continuing
dispersal and buildup in tae savironzacot
and thus add %o or rmu'‘niain the 3¢xss on
the -aviromment resulting frcm past uwe.
Thoe Department of Agriculiurd heg; for-ils
port, emphesized DDT's low scute tuzielsy In
comparison to that of alternaiive chemlcals
ond thus tried t0 make the risk end beaoeds
aquotion balance out favorebly lor the coum-
ttnued use of DIXT. While the acute tosicity
of methyl parathion must, in the short run,
be taken into eccount, see infra, 1t does noe
Justity continued use of DDT on 2 long-term
basis. Whero & chamical can Lo safely used
if label directions ase followed, B prodiucer
cannot avold the risk of his owa neglizencs
by exposing third parties and the anvione
mont to & lorg-tarm hazard., . -
Accordingty, all czop uses of DDT 219 hese-
by canceled gxeept for spplication to onlons
for control .. cutworm, weevils on giwred

. sweet potatoes, and sweet peppars. Sh'pments

of DDT labeled <~ those uscs may conuvinue
on terms g2t forth in Part V-A. We qefop to
Peort ¥-B, talrn, consideration of tho proper
timing of cancellation of other uses in Uzht
of ths short-ruin dangers of switchiag to the
use of  organophosphates without providing
trainings - -

C. Applicaiion of visk-benefit te noncrep
«ses. There remeaing the question of tho dlis-
position on the registersd hsalth and Gove
ernment uses &} othor noncrop uses of
DDT. It should ks emphosizod thet these
hearings have zever 1avolved the use of DDT
by other natiors in thelr health control pio=
grams, A3 wo ssid in our DDT stat2ment oFf
March 1973, “this AgZency will. not presume
to regulate the felt neoessitles of othey
countries,” Statemont, at §. Indeed, tho
FITRA dces not anply (0 oxporis. Ssctton 7,
7 U.8.0. socticr 138 (2073). :

Given the altesnasives fop mothprooding
ang centrol 6% bats and mics—proprietary
governmensdl uses ef DD am pearaunded
that ¢ho benedts are even moso de minimis
than the riskg. On tho othar hand, publie
health and querantine prograxs £all into &
wholly sepsreia obdtegory. S40 EDF W
Ruckelshaus, 429 F, 2d st 884; DDT State-
ment 0f Reasons a8 15, |

While alternotives also eoxist for wee in
public hesith quarentine proframs ond, in
most instances, DDT 18 no loagsr the yeomman
chemical, X bellsve that it would bo unwise
0 restrict kmowlcdgeabls pubillec ¢ficlzls o
the choics of ene or two chemicals, JAS &
physician, the public official must bave. an

= Regisirants sdduced considerablo testle
mony on the effects of organopihosphates on
nontarget species. Sevin, it appexrs, is Aighly
toxic to bees and most witnesses agreed that
the organophosphates were toxic to nonter-
get animsls, usually birds and insect life,
present when & Beld is sprayed. The present
evidence demonstrates, however, that these
organophosphate compounds are less ‘pure
sistent,” arnd thus do not leach or erode into
waters or collect In the humsan food chain.
While 1t may be thet {n time the familiar
phrase “famtiliarity breeds contempt” will
apply, as we learn more about these come-
pounds, they appesr not to present ¢ longe
range hazerd to man or aquatic areas, Where
registrants kteve acored, Is by demonstrating
the acute tozicity of methyl psrathion which
1s the primary elternative cheralcal for many
of the crop uses in question. Thet fact does
not, however, clter the jong-terma balance
between the risks and bancils, o view of
the nonpersistenco of the organophosphoates,

ample arsenol fog tA3 oLRbat of diserse and
tnfesiation, |

I cannot, howavep, 20 ndifesent to the
fert thet the roenrd Bugpesta thab “hesith
end quasanvine® uses have, i3 1h2 LT, an-
parcotly included proprictnry uses .y 3ove
erapent. Nor ¢an I be complecent azsus
ponsupervised use for thize purpesis Ly
priveze citizens, I am, secopalnzly, Teqidsing
o iakol which will xesTrein o use
o2 DT {og & wido variaty of piIpeses unaer
s pubsie of aclnl use. That ladel lazjuage
i 84t fosid In ths erder accompsaying thus
opinion, and is designed 0 restyist eliswenl
of DDT saly to U.3. Government oficisis and
Stats hoalth depertments who Wil be
knowledpoabls gs to the most eirective means
for contrad sud mindgul of the ricks of uslng
DDT. Thuz, ca & epplication-by-applice-
tion basls for nscsssary beallh and quarane
tine purposes, t1i0 bensefits will té maximized
and outweiph the rickza® Cf. 43 U.8.C, sec-
tlon 4252 (1971) whieh zequizes s environ.
mental {mpect ctotomant on cogelng ofcial
prozrams,

Y. X tura now feo

fate

tho disposition of thesze

"dockets 12 lizht of the foregotrg prinsipies.
At the outces it chould be noted that secand

judiciel decigions hove usged this AZency
to uss its *A:31ud1ty, In both dnal ddcislcns
and surpensioa orders, to differentiace bee
+mocn uses of the produel.” (See ZDT v, EPA
(opinion of Judgs Luvinikal), suprs, &t 20),
and veminded us that cseative adopilabliily
{8 the keystone o ® woskabie Tezwiatery
process, Cf. SEC v. Natlonal Sacurities, Iae.,
393 U.S. 463, 463 (1089). EOT v. EX4A, while
diecussing suspension, gerves us & beacon 1a
this szegazd, enggesning hst segistrzwon
we coniinusd selectively, taking 1aw eccount
woestrictions on Minds ard ¢xtent of use’
1d. et 23. Baring thess principles in mind,
T tuen first to the form and shape our crdars
should take. : ‘ i
A. Disposition g9 lo onions, stored Sweet
sotutoes, and swoet peppers. There i5 ovie
denes that DDT is the only useful chemical
for controlling heavy cora borep infesiations
which titack grecn peppers 1o the D2l Marve
Paninsulo. The secord skhows that abous
18,500 pounds of DDT ar0 used yepularly es
8 ground spplication for propiylactic pure
posss. Savin, guthlon, exd nacsphamidon
ccn, however, bo uzed at less than 30 percent
{nfestarion. T2} 2£axva produces less then §
pervent of thc Datior's swest peppers end
other crops can b proifitably precducad. The
Agency sie® hes concedsd In its April 1§
s¢f In suppoers of proposed drdings, con-
chuitons, and order that this uae of DLT
"comeg closest—of 211 the usis In {53Ue—
t0 hoing necesuary in tho eense that no real
plternotive insect coatrel mathod exists une
deP certaln corditions.® (3iiez, at 93.)
The ovidence concerning uss of DIT to
control cutworms 1o less elear cut. Appar-
ently cutworc: infestations in tha Ilorib-
west ore sporedic and locallzed. “While (3
would appesr that other chemicals could be
used to control cutworm infestations on

.2 The use of DDT in Topccide, & prescrip-
loa drug, is regulated by both the Focd and
Dmg Administrotion and tiis Agency. The
alternative, Ewell, is & Illndane preduet. I
ara, howevoer, teking judicial potice of the
gact that Undano registrations ave presently
wider review by this Agoney's Pesiicides
0O=cs and several uses of Undzpoa.bave, (n tha
past, been the subjoet of cancellation pre-
ceedings. 8ce In Ro East Xorl Lindarne, sunza.
£ sm not prezared to judge on tals rocord
whether or not tho risis te tho envirdminent
anad tho puolic et lexgd frem DOT siainpoo
i3 grenter than frem Undang shomdeo, &3 Jer
the dirzet eSocts e tho wsar of the drug, this

‘metier & for FDA end $he preseriding

paysistan,
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onlong os with peanuts, hone are apparently
registered. No party hed cited evidence of
secusd chowing what poxcont of tho onlod-
producing ecreago would be aficctzd by &
comcellation of DDT. .

Tho evidence with regpact to wse of DDT
08 » "@ip” ta protect stored aswceot potatoos
against weevil infostatlon 1s cven spottier,
Netthee counse! for tho partles nor our ro-
search hud pointed us to ovidence of rocord
chowing the precise vyplume of DDT use for
thin purposo, its Itkely effect on the envi-
ronmont, of the degree of loss that might be
gustained by producers.

Whilo {& would be for easier simply to-

esneel oz not cancel the registrations for
these uses, I belleve that environmental
problems should be parsed with g acalpel,
not @ hacksaw, While EDF and my own staff
urge cencellation, on the ground that pro-
ducers can easily shift to producing differ-
ent czops, there is no evidence as to how long
guch transition might require. Moreover, 1%
may be that continued use of & Umited vol-
umpe of DDT in these few oress, taken in
eonjunction with aggregate volume of uso
for othep purposes, like health, present no
fisk to the environment. Obviously much of
the otress on the “plohal” environment ig
reduccd by curtailing overall volums of usage
and we must then estimate the impact of
use, both cp the environment 8s & whole,
and tho local surroundings, Lastly, it miny
well bo relevant to examine the impect on
overall gupply of & commodity. Even though
peppers, onlong, and sweet potatoes mey not
be food “staples,” 1t may be that the other
acreage 15 not suited for producing these
crops. In that event, it will be neczssary to
determine whether or not supplies will sste
18y demsnd, and whother or not & {ransttion
pertod should be flzed to permit o market
odjustment.® .

It follows that additlonsl evidenes {8 ro-
qulred to dctermine the answess to thess
questions. In the interfm the cancollation
orders will remain in efect, subject {0 reglse
trantg or users petitioning to present sddi-
tionol evidence. In that event, & stay ordes
will fssue ponding thé detormination om
romend. If.these users or registrants can
domonstrate that & produce shortage will ree
sult ang their pearticular uss of DDT, teken
with other uses, does not create undus stress
on the general or locsl environment, per-
ticularly the aquasphero, canceliation skould
bo lifted. XIf no produce shortage will result
becausa other screage is suitable for thess
crops, 1t chall still be open to demonsiTate
that o transitional period s required for
switching to new crops. IX the interim uss of
DDT does not constitute en onvironmental
risk, final orderg of cancellation for these uses
will be deferzed until the transition csn bo
accomplilshed, provided asSsurancess Are ree
celvpd ot the hearing that formulators sad
users will not permit bootlegging.

B. The switck to methyl perathion. Tho
need for a transitlon period arises also in con-
nection with those uses that are belng
concoled based on the existernce of methyl
parathion. -

The record before me leaves no doubt that
tho chief substitute for most uses of DDT,
mothyl parathion, i3 a highly toxle chemical
and, if misused, IS dangerous to applicators.®

@It is p recognized policy of common law
nuisance and also of Federal environmental
legislation to afford affected producers o
transitional pertod for implementing new
requirements. .

©Not all of thae possible substitutes fop
DDT ere equally potent. For example, tr-
chlorofon, monocrotophos, melathlon, and
carbaryl, among others, are evailable to con-
irol moany cotton pests; carbaryl iS an allo
purpose chemical for most cotton pests, It ig,
howaver, sbundantly clear that methyl para-
thion will be widely used.

78 nomess

This wen tho virtually uneainwus opinlcn
of ol tho withestes. The inireducti>o into
ueo 0§ ©genOphosnbates bat, ln tha pask,
couxed donths among uesit ¥ho & un-
trotaed in thole applicstion and tha taatle
mony snd exhibits of rocard point to the uas
heppy experience of aoversd yasws agd whoro
four deaths cccwred st the time . -ethyl
porathion begar Lo ba unad on LobRCEd Crop.
Other testiinony notod tho increnss ‘n lon-
iatal oucidonts npd stizibutsd lmoit onwve
half reported pasticide poisonings to e
orgauophogspbate group. A survey couducted
altor tho organophosphotes bagan to replaca
chlorinoted hydrocarbons in Texzas suggests
o significantly increased tncidoncs of poison-
ings. . .

That the skilled and tealned usapr moy
apply organcphosphates with complete safety
{3 of comfort only if there is an orderiy tran-
sition from DDT to methyl parathion soas to
tzain workers mow untutored in tho ways
Of pProper use,

X sm nceordingly making this order effece

tive es of Dacamber 31, 1872, insofar es the
cancelletions of any particulsr uss 19 pree
dlcated on tho avaliability of methyl pexne
thion as o substitute. In the montis that
foliow tho Depariment of Agriculhwre. and
Stats extension sexvices and representatives
of EPA will have time to begin educating
thoss workers wko will have to uss methyl
parethion in future growing seesons. Such o
program can &lso introducse farmers to the
less ocuisly toxie organcplhicephateg, lke
carbaryl, which may beg satlafactory for many
uscs, :

VI. Far {rom boing inconsistent with thn
genoral congressional mandate 08 FIFRA, »
périod of adjustment to train users of sthyl
paratblon o pormit & nesded trarsiilon
where Ro substitutes exiss i3 ¢ lozieal cube
growth of o sensibls applicatica ¢f sisk-tepa-
4% anoelysla, Waile the legisiotive hisicry dees
not eddress the specific problem Loforo me——
the timing of cancellation orders—the haave
ings thaet¢ preceded the cnectment of FITRA
{ndlcats that congressional concern foe salety
of the farmer-uses of pesticides was no less
than Congresy colicitude for tho onviron-~
ment. While Copgress ultlmotoly siruck 8
balance that generaily places the sk of
negligencs o tho applicator, sco Stearns v.
EPA, supra, 18 did s0 tn light of sazirances
that facmers are for thelr own safety as weld
s thet of the environment beins tralned
in proper methods of application. S2s Eoeare
ings before the Subcommities on Dopizt-
mental oversigbt snd Consurasy Relsulonr
o the Eouso Committes on Agsivulturs,
supis, 83 64, 63.2 o

The risk-bonedls ecquetion i o dynemis
ons. Timing is 8 variablo i3 that equstion.
What may, in the long run, bs negcessry to

. protect the environmont could be & short-

term threat 0 humen bealth, This is oxectly
tho caso before mo now. The bensfts of using

. orgonophosphetes sre & long-range bonedt

DA% least two courts have glven express
recognition t0 the similerity between the
regulatory schemes in FIFRA ang the Food,
Drug, end Cosmetic Act. Seo Weltord .
Ruckelshaus, 439 F. 24 508 (D.C. Cir. 1871);
Nor-Am v, Herdin, 438 F. 2d 1133 (7th Ofs.
1970) (ex bemc), I belleve that tho toeil
Congress - intended me to follow 13 marked
by its direetivo In seciton 248 of thw Food,
Drug, and Cosmetle Act, 21 U.S.C. section
313(2)(3) (1971}, which permits the Secze-
tory to cet an effective date for his orders.
While simllar lsngusge kas not bera -exe
pressly included in FIFRA, its omission con
hardly bo constdered adverteat in view of
the legislative history, See 8. Rept. No. 573
(38th Cong., first session 1963); . Rept.
No. 1125 (88th Covg., second session 1964).
Thko puspose of tho 1964 amendments was to
eliminato registeation under protest.

asd s sk of DOT osult from contanzd
Wwegeterm v In the very Shert run, Lare
aves, she CqUtwoes biiapced ous ver? oilet-
ently @ Lixamdod the “roencob of Co
whica mizht ensdy w10 WY s ¢
medlatoly halled whete Ro aldtiransisel vaosd
16 & [3Cley %O must PCiial Wit 0 Ll
aavironmoniel rezuluicsy7 sntasds, efta -2
ad  pendingy, provids “leadeime fes al
wljuslmont %0 now roquiramentss

While fropationcs s vacerstandanie tn Tle s
oy the past history of «alap, we must nics
b2 lulled into the belief that longstacd:-3
pcoblems can be corrected by overigiit soiu-
t1on3. Today's decision provides e dedmitise
aswer {0 the status of DDT reglstraiio=s
and all concerned: (o this Agency, facteers,
manufacturers, the Department of AgTisiie
ture, and extenston services; all must pro-
ceed with elacrity toward the implementatica
of this order.

FACTULR PISDINCS
%. BCOPR OF CASE

£. PR Notlcsa 71-t, T1-3, 71~5 canceled ail
rugisiered uses of DOYT end TDE.
B, Appeals have been reccived by 31 fore

" roulsfors wiio heid regisiralions for forrmuiate

irg DT o TDID. Thess formulators ag-
p»arcd at this priczeding by o sicgle coursel.

€. Wyco, In& and the Waellersiein Co. a=d
Snerk Bro's. Kurseries hewo also sppeared by
sparate counsel.

D. Tho Plant Rezulation Division of the
Dapartment of Agriculture wis o partr o
this hearing 88 & roglstrant end ths Deopart-
roent wos 2n interveuor as to all usss,

E. Il LUy & Co. 8ad &, P, Cannon & 8cas

£8 martiss to thas heoring,

P, Modtornal soticuiversy Charcinpls Asto.
eistlen; Eavitoonensal Deizrcs Fuxxd; tze
Hierre Chuly West Bilchitan Ravircasicata!
&rion Counesly ond Netional Auduzoz
Boceleey sre intesvenor partles.,

Q. The following canceled uses wore ap-
paaled end af iseus to this beorings

1. Cotton, -~ > .
2. BBeans {€ry, limsg, gnap).
8. Sweet pobatoes.

4, Péanuta,

6. Cabbsge, caullfiower,

sprouts.

8. Tomatoes. .

7. Fresk mecgket corn.

8. Bwest peppers and plmentoes.
8. Onjouns,

10, Garlie, :
- 14, Commareial greenhouses.

o=,

9T do not Dollovo that the Sevanth Cio.
euit'e decision I Searng Phosphorous e
Co. v. 24, supsa, procluden me from 25
lato eccoung tho short-lerm dansers 4

and bruss:le

porethion by untrained usecra, Stenrng ho!ds
ikat a product is mot "mishranded” simpir
becauss {6 can bs highly dengeroua 12 tha
user lg careless, This rensoning dces not.
kowever, comp<l mo {0 1zrore tho tondensr
of humon belngs to be nszligent whese we
ary dealing with t2e implementation of an
order that will increase uco of & highly dan-
gerous gubsiance. Even negligence ¢sn bt
anatmized by tralnin

© While the Examirer excluded from ev!.
degoca a study of the DDT problem for t=is
Ageney undertaken by o Committae of 22
Nationsl Academy of 8clences, i& i3 apnT
prisie to note that Commitiee recormneided
& phace-out peried for the same reasons cus-
Iired in this opinton. Wnile I rench my con-
ciusions without relying om that ragort's
fastuel findings and recommendsations, anid
base them on the record &S complled bolcw,
I telleve the report was egronecusly exsiudea
from the record, particulasly in view of trhe
oJer by counsel for the Agency to produce a
commniltteco member for crou-examinntiviv,




T e e

. Noncrop Uscs

1. Cintlze) 02 Howso mico ond balo (Zailde
ary oniy).

2, Fabeiy teeotmond {(milltary usly).

A. INoreso veoties,

4. Quagantiue.

B. Control of hady leo in premipetoa
o,

1. CHEMICAL PROPERTIZS OF DO®

A. Basic findings:

1. DDT con persist in eolls for years and
even decades.

2. DDT can persist In aquatic ecosystems.

3. Becausa of persistencs, DDT s subject
to transport from sites of application,

s. DDT can be transported by drift dux-
ing acrial application.

b. DDT can vaporize from crops and sotls.

¢. DDT can bae attached to exoding soll
particles.

4. DDT {s & contaminapt of freshwaters,
estuarics and the open oceam, and 1% is difi-
cult of impossible to prevent DDT from

reaching aquatic areas and topography non-
adjacent ond Temots from the site of
epplication.

B. Dltimsate finding:

The above factors constitute a zisk to the
environment.

. ACTIVITY IN FOOD CHAIN AND IMPACE ON
ORGANISILS

A. Basic indings:

1. DDT s concentrated in orgtmlsms and
transferred through food webs.

8. DDT can boe concentrated in and trans-
forred through terrestrial invertebrales,
memmals, amphibians, reptiles, and birds.

b. DDT can be concentrated mnd trense
ferred in freshwater and merine plankton,
Incects, molluses, other invertebrates, and
fish.

3. The accumulation in the food -chain
and crop residues results in human esposuzs.

3. Humasan beinga store DDT,

B. Ultimsale Ainding:

The sbovo factors constituts an unknown,
unquantifiable risk to men ond lower
organisms.

!V- TOXICOLOGICAL T¥YECTS

A. Baslc findings:

1. DDT affects phytoplankton specles’
composition and the natural balance o
aquatic ecoasystems.

2. DDT is lethal to raeny beneficlal agxi-
culture!l insects.

3. DDT can have lethal and sublethal ef-
fects on useful aquatic freshweter inverte-
brates, including arthopods and molluscs.

4. DDT {s toxtic to fish.

§. DDT can affect the reproductive suce
czss of fish,

6. DDT can have & varlety of sublethal
physfological and behavioral effects on fish.

7. Birds can mobilize lethal amounts of
DDT residues.

8. DDT can causo thinning of bied ezg-
shells ond thus impalr reproductive success.

9. DDT is & potential human carcinogsn.

. Experimnents demonstrate that DDY
causes tumors in laboratory animesls,

b. Thero is some {ndication of metastasic
of tumors attributed to exposure of animasls
to DDT in the laboratory.

c. Responsible scientists belleve umor
induction in mice {s & valld warning of pos-
alble carctnogenic propertles.

d. There are no adequate negative experi-
mental studles in other mammallan species,

6. There is no adequate human epidemios=

. logical dats on the carcinogenleity of DDT,
nor ig it likely thot 1t can be obtained.

f. Not all chemicals show the sams tumor-
igenic properties im lsboratory tests om
animals,
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. B, Tltiziato Anding:
sm Prosants o cascinngenic sisk,

Vo ETWEFTFO

A Naaste fuding

3. DR 18 el i\.. tae contzel of eurtnin
estton Lnsacy pasis,

3, Cotton pssts ofc becoming gosisters to
ooT

3. Mothyl parathion end othor organophog-
piato chemicals are effective for the control
of cotton pests.

8. Mothyl parathion andg organophosphates
are legs togie to aquatic 1ifo than DDT.

b. Methyl paratkion and organoplosphates
sppear to bo less “persistent” and do mnot
bullid up ia the fcod chain.

c. Methyl paratbion Is acutely toxis by
dermal, respiratory coxposure and ofal ine-
gestion,

4. By using methy! parathion or other
means of pest control cotton producers can
generally produce. satisfactory yields ab ac-
ceptable cost.

8. DDT 13 considered uzeful to havs Lu re-
serve for public health purposes {n dicease
vector control.

v. DDT .1 coasidered useful a8 o xr.ot.h-
preofng agent.

8. DDT i- “ot pressntly used by the mili-
taxy for treatdent of fabric,

b. Alternatives exist.

7. DDT 18 useful for publlc quamntme
programs.

8. Quarsntine programsg ars ndmln.s,ezed
by pubile offictals and are 2 nonpropristory
uso of DDT.

o. This Iz of little use in controlling tho
overall gypsy moth probier,

8. DDT is useiul for controliing certaln in-
sects that attacks the crops u.sted in Soding
aumber (I) G,

10. Adequate substitute chemicals, natoely,
methyl paratnion ang other o 2anophose
- phates—for the most part—exist to‘e con-
trolling tne disexzss that attack ¢he crops
Usted i S8ndirg numher (I)C except:

. 8. Sweet potatoes; C

b. Heavy Infastatlons of corn borer atwack-
ing swest peppers growna on the Delmarve
Poninsula;

¢. Onlons attacked by cutworms. ’
" .11, DO ls effective for con.tamng body
ces

2. Ewell, & Lindnne product, is » m‘b«
stitute. -

b, Linda,ne registrations ece bdﬂg 8=

* vlewed. °

13, DDT is useq for exterminating bats and
mice by the milttasy.

e. Fumigation and nonchemical methods
can guard agaimst bat infestation.

b. Werforin is effective for extermzmemg
house mlce.

B. Ultimate fincings:

1. The use of DDT 15 not necessary for tho
production of crops listed in finding (I)7
except that {6 may ho necessary to produce
thoss cropo listed in fiading V10 (2), (),
and (¢).

3. Nonceop uses of DDT for mothprondng
and to control bats and mice are propriutary
uses for which DDT is not necessary.

Vi, MATTERS BELATING TO MEPHTL PARATHRION

A. Basic Bndings:

1. 3iany pofsonings have been attributed
<o tho usg of metiiyl parathion. -

3. Untrained users of methyl parathion are
frequently rot suticlently careful ix ite use
despite label directicns.

3. Methyl parathion can be used safely.

4. Trolnirg programs are useful in avert-
ing the negligent use of methyl parsthion.

5. Methyl parcthion isa substitute for mosy
crop uses of DDT.

B. Ultimate 2nding:

1. Methyl parcihion is dangerous to users
ond presents u risk to them.

2, A vproriiydty to tain uiemy Wil xinl.
mize e rigyind kesp Sown 1o numbe:r
oS aotidents, )

VRL GLNURAL FINUINGD

A. No dizections o2 wey of DDT. evesn 12
foilowed, can ovsP tho long run compietely
olinynats DOTs injury to m..n or other
voriebrate anlmals,

3. Mo werning or csutlon for uce of DDT,
eves If followed, can over the long Tun pre-
vent Injury o living man end cther verte-
brate enimals and ueedul  lavertebrale
anlsals,

C. The present total volume of usa of DDT
in s country for oll purposes is en un-
acceptable risk to man and his environment.

D. The use of DDT In controlled situasiions
in limited amounts may present less sk
than usage {n greator amounts, but siill con-
tamipates the eavironmenst.

E. The publlc heslth program and queor-
antine vses of DDT by offclals, when deemed
necessazry, can be judged on an epplicaticn-
by-application hasls by frofesslonals.

P, A particular ofiicial use, In on Iscduted
instance, may be importaut.

CONCLUSIONS OF Law
ikt

1. DDT formulations when labeleg with
directions for use in the production of those
cropn named in Andtng (I) G and for uss on
bats, mice, and fabric are “mistranded.”
witaln tho meanicg of sectlon 2(z)(2) (c¢),
(d), end (e). of FIIFRA, T US.C. section 135.

2. DDT when labeled with directions “for

. use Wy and distribution to only U.S. Public

Heslth Service officlals or for distribution bv
or on approval by tkho U.8. Public Heaith
Servico to other health service ofiicinls for
control of veotor dissases, for uss by and
distribution to the Public Health Scr':‘.ce.
USDA, and military for quaranuing e

for use in prescripiton dmgs o be d._s-
psnsed enly on sutherization b7 a corsiled
medical doctor” salong with the caution
printed in bold type "use foF any purpese 2od

" specified or not Ln accardance with directions

and use by unauthorized persons i3 d!sap-
proved by the Pederal Government: This sto-
stance is harmul to the environment 1s not
“misbranded.” -

ADMINISTRATOR'S ORDIR REGARDING DDT

‘C7der. Begore the Environmentsal Protec-
o Agencey. In regard: Stavena Industries,
inc, et &l. (Consolidated DDT Hearings),
IP. &R. ket No. 63 ot al. |

In sccordence with the faregoirz opinion,
fincings and conclusions of law, use of DLT
on cutton, bearns (snep, lima, ard dry), pec-
nuts, cabbazez, cauliflower, brussel sprouts,
tomstoes, fresh market corn, garlle, pimen-
toes, in coromercizl greenhous2s, for rmoth-
proodng and control of bats and rodents
er9 Lorehy canceled as of December 81, 1372,

Usec of DT for control of weevils on storad
eweobl potatoes, green peppers {n the Del
Mervras Perdnsula end cuiworms on onjous
are cancelod unless within 30 daya uscra or
roglsizants move to supplement the record
in necordance wtit Part V of my opinion of
20da7. In such oevent tho order shall be
stayed, pending the completion of the record,
on wrmy and conditions set by the Hearing
Expminer: Provided, Tuai thls stay may te
dissolved If interested users or registrants co
not prescent the required evidence In an
ogpeditious fashlon At the conclusion of
guch proceedings, tho issus of coancellation
shall be resclved in accordance with my
opinton. today.

Cancellation for uses of DDT by pudblis
health ofiiclals in diseeco comtmdl provrams
and by USDA end the military %or heni:h
quarantine and wse in prescription drugs
ifted. :

In oxder to impicment thisz desision o
DDT shell bg shipped in intersiate com-
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merce or within the District of Columbia oo
any American territory sfter Dzoccmber 31,
1972, ubless' 1t laoel bears in & prominang
fashion in bold type and capital letiers, In
& manner satisfactory to the Pesticides Rega-
lation Division, the following language:

(1) Por usa by ana distribution to
only US. Public Health Service Of-
ficials or for distribution by or on
approval by the U.8. Public Health
Service to other Health Service Of-
ficials for control of vector diseascs;
(2) For use by and distribution to
the USDA or Military for Health
Quarantine Use; (3) For use in ths
formulation for prescription drugs
for controlling body lice; (4) or in
drug; for uss in controlling body
lice—40 be dispensed only by
physicians.

Use by or distribution to unsau-
thorized users or use for a purpoés
not specified hereon or not in ac-
cordance with directions is disap-

:proved by the Federal Government:

. This substance is harmful to the.

‘ environment.

The Pesticides Regulation Division may
require such other langusge as it considers
appropriate. ’

This label may be sdjusted to refiect the
terms and conditions for shipment for use
green peppers in Del Marva, cutworms on

on

onjons, and weevils on stored sweet

1f » stay is in effect. :
Dated: June 2, 1972.

Woriax D. RUCKILSHAUS, |

PR Doc.72-10340 Filed 7-6-72;8:50 am E
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that - imposition of the death sentence
cannot stand after Furman v. Georgia,
supra, which was decided after his sen-
tencing. In the light of Furman the
Government has recognized that a sen-
tence of death under 22 D.C.Code §
2404 is illegal and has suggested that
No. 72-1711 be remanded to the District
Court for resentencing only as to Tony
Lee's three convictions for first-degree
murder. The Court agrees.

Accordingly, these cases are affirmed .
72-1711 .is re-

_ in all respects and No.
" manded for resentencing.

It is so ordered.

-
0 § ntymusnie se1in
T

ENVIRONMENTAL DEFENSE FUND,
INC,, et al., Petitioners,
V.

ENVIRONMENTAL PROTECTION

AGENCY and Willlam D. Ruckelshaus,
_ Administrator, Respondents, '

Conhoma Chemlml Company, inc.,
lntervenors.

ENVIRONMENTAL DEFENSE FUND,
INC.,, Petitioners,

. ’ v.
ENVIRONMENTAL PROTECTION
AGENCY and Willlam D, Ruckelshinus,

- Administrator, Respondents.

"COAHOMA CHEMICAL COMPANY
et al., Petitioners,
, V.
William D. RUCKELSHAUS, Administyaz.
tor, Environmental Protectiorn Agency,
Respondent,

EDF et al., Inten'enom

OLIN CORPORATION, Petitioner,
V.
William D. RUCKELSHAUS, Administra
tor, Envirnamental Protection
Agencv. Respondenst.

‘ered on record as & whole.

CAROLINA CHERMICALS, INC., et al.,
Petitloners,,

V.
Willlam D. RUCKELSHAUS, Administra.

. tor; Environmental Protection
Agency, Respondent.

W. R, GRAC_E & CO. et 2., Petitioners,
; Yo
William: D. RUCKELSHAUS, Eaviron.
mental Protection Agency,
: Respondent.

- OCTAGON PROCESS, INC, Petitioner,

Ve

William D. RUCKELSHAUS, Administra-

tor of the Environmental Protection
Agency, Respondent.
Nos. 712-1548, 72-1690, 72-2142, 72-2183,
73~1015, 73-1088, 73-2070.

United States Court of Appeals,
District of Columbla Circuit.

. Argued Nov. 5, 1973.
Decided Dec. 13, 1973.

Petitions for review of order of the
Environmental Protection Agency which
cancelled almost all registrations for use
of DDT except for limited public health
and agricultural pest quarantine pur-
poses. The Court of Appeals, Wilkey,

~ Circuit Judge, held that such order was
~ supported by substantial evidence when
.vecord as a whole was considered, and

that even though action of Environmen-
tal Protection Agency weould have a sub-
stantial effect on human environment,
filing of a specific report was not re-
quired under the National Envxronmeno
tal Policy Act of 1969.

Affirmed.

1. Agriculture &5

Provisions for judicial review under
both 1970 and 1972 Federal Insecticide,
Fungicide and Rodenticide Acts require
court to determine whether findings.of
fact of the Administrator of Environ-
mental Protection Agency are based
upert substantial cvidence when consid-
Federal In-
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secticide, Fungicide and Rodenticide
Act, § 4(c, d), 7 US.C.A, § 135b(c, d);
'Federal Environmental Pesticide Con-
trol Act of 1970, §§ 2(bb), 3(c)(5)(D),
7 U.S.C.A. §§ 136(bb), 136a(e)(5)(D).
2. Health and Environment €223.5
*Substantial evidence,” for purposes
of reviewing findings of fact of Adinin-
istrator of Environmental Protection
Agency, means such relevant evidence as
. reasonable mind might accept ag ade-
wate to support a conclusion. Federal
agecticide, Fungicide and Rodenticide
Ack, § 4(e, d), 7 U.S.C.A. § 136b(e, d);
Federal Environmentsl Pesticide Con-
vol Act of 1970, §§ 2(bb). 2(e)(8)(D),
7 U.S.C.A. 8§ 136(bb), 136a(c)(5)(D).
Seo publicotion Words and Phrasee

for other judicial comotructions ond
defivitions. ' ’

3. Adminiotrative Law and Proseduse
)
Health and )Emvﬂzmmme@e 3235

Hearing examiner’s findings and
opinion are to be considered as part of
evidenice of record, both by Administra-
tor of Environmental Protection Agency
and by reviewing court.
4. Health ond Environment €255

Even though Administrator of En-
vironmental Protection Agency decided
contrary to conclusions of hearing exam-
iner, the administrator gave sufficient
weight to hearing ecxaminer’s report,
where the administrator reviewed report
of exeminer and ecxceplions to report
filed by Environmental Protection Agen-
cy staff, the administrator decided case
on basis of record developed in the hear-
ings, additional briefs, oral argument,
and specially prepared summaries, and
case was one where demeanor of wit-
nesses was not - particularly important
and where examiner himself had no par-
ticular expertise,
8. Agriculture &9

Order of Admmxstmto? of Environ-,
mental Protection Agency which can-
celled, effective December 31, 1972, al-
most all registrations for use of DDT,
except for limited public health- and ag-
ricultural pest quarantine purposes, was
supported by substantial evidence, when
record as & whole was considered. Fed-

81
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eral Insecticide, Fungicide and Rodenti-
cide Act, §§ 2-13, 4(c, d), 7 U.S.C.A. §§
135-135k, 135b, (¢, d): Federal Environ-
mental Pesticide Control Act of 1970, §§
2(bb), 3(c)(5)(D), 7 US.C.A. §§ 136
(bb), 136a(c)(6)(D); Reorganization
Plan No. 3 of 1970, 5 U.S.C.A. App.

¢. Kenlth and Environment ¢25.10

Even though action of Environmen-
tal Protection Agency in withdrawiag
DDT registrations would have a sub-
stantial effect on human environment,
filing of a gpecific report was not re-
quired under the National Environmen-
tal Policy Act of 1969, where lengthy
hearings were held during which public
comment wasg solicited, and a2 wide scape
of cavironmental aspects were consid-
ered, and the eavironmental impact of

* the action, possible adverse eavironmen-

tal effects, possuble alternatives, rela-
tionship between long and short term
uses and goals, and any irreversible com-
mitments of resources all received atien-
tiorn during the hearings and decision-
making process. National Environmen-
tal Policy Act of 1968, § 102(8)(C), 42
U.S.C.A. § 4332(2)(C).

7. Health and Eanvircaument €28.5

Where sn ageney is engaged pri-
marily in an examination of environ-
mental questions, and substantive and
procedural standards insure full and ad-
equate consideration of environmental
fgsues, formal compliance with National
Environmental Policy Act of 1969 is not
necessary, and functxonal compliance is
sufficient.

o

John F. Dienelt, Washington, D. C.,
with whom William A. Butler, East Se-
tauket, N, Y., was on the brief for peti-
tioners in Nos. 72-1548 and 72-1690 and
Environmental Defense Fund, Inc., and
others, petitioners in No. 72-2142.

Robert L. Ackerly with whom Charles
A. O'Connor, Iil,” Washington, D. C.,
wag on the brief for petitioners in Nos.
72-2142, 72-2183, 73-1015 and 73-2070.

Stephen F. Eilperin, Atty., Dept. of
Justice with whom Walter . Fleischer,
Atty., Dept. of Justice and Blaine Field-
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ng, Atty., Environmental Protection
Agency, were on the brief for respond-
;nts, Alan S. Rosenthal, Atty,, Dept. of
ustice and Michael C. Farrar, Atty.,
Environmental Protection Agency also
:ntered appearances for respondents.
Charles M., Crump, Memphis, Tenn,
and Walking C. Johnston, Montgomery,
Ala., were un the brief for intervenors.

Before TAMM, - ROBINSON and
WILKEY, Circuit J udzes.

WILKEY, Circuit Judge: .

Coahoma Chemical Company, the. En- .
vironmental Defense Fund, and other'

parties seek review of the 14 June 1972
Order of the Administrator of the Eavi-
ronmental Protection Agency (EPA)
which cancelled, effective 31 December
1972, almost all registrations for the use
of DDT, except for limited public heaith

and agricultural pest quarantine pur- .

poses.! Coahoma, along with other
producers and users, challenges the Or-
der as going too far in banning most
uses of DDT; the Environmental De-
fense Fund (EDF) challenges the Order
as not going far enough by allowing a
few uses to remain,

I. AGENCY ACTION

- After a lengthy administrative review
of DDT, a potent pesticide,® the Order

f. Enviroumental Deleﬁse Fund (EDF) A
pendix at 50O,

2. The chemical name for DOT is 1,1,1-tri-
chloro-2,2-bis (pchlorophenyl) cthnm' EDF
"Appendix ut 105,

3. 7T US.C. §§ 115-138k (1970). Originally
FIFRA way enfurved and widministered by
the Necretury of Agriculture. Iluwever, a
reorgnnization in 1970 placed responsibility in
the, Administrutor of EP’A,  See Reorgnniza-
tioih Plun No. 3 of 1970, in Appendix to Ti-
tle 5, U.NL.

4. Euvironuentul Defense Fund v, lardin,
1IN US.App.NC 91, 428 F.2d 1093 (1970)
{The coure granted EDF staudiug to cuntest
the failure to coneel oll 1T registrations
and remanded to the Secretury of Agricul.
ture tuo recousider and give reasons.); Favi-
roumiental Defense Fuud v. Ruckelshuuy, 142
U App. DO, 74, 430 B0 384 (1971) [The
vourt directed the Administrator of LEPJ,

of 14 June 1972 was promulgated. The

EDF first sought cancellation of DDT
registrations under the Federal Insecti-
cide, Fungicide, and Rodenticide Act

{FIFRA] in October 19693 More than’

a year later, and after two cases chal-
lenging the lack of Government action
had been brought in and decided by this
court,? on 15 January 19713 the Admin-
istrator of EPA issued cancellation no-
tices for all registrations of insecticides
containing DDT. However, no suspen-
sion of use was required. at this time.

EPA began .evidentiary ‘hearings on
DDT in August 1971. A month later an
Advisory Committee, appointed at the

request of the registrants (i, e, users

and producers) of DDT,® issued a report
confirming the hazards caused by DDT
and recommending suspension or rapid
decrease in use, In one of several pre-
liminary judicial skirmishes between the
parties, this court ordered EPA.to re-
congider its decision not to suspend use
of DDT pending the outcome of the can-
cellation proceedings;? reconsideration

resulted in no change by EPA. We lat--

er in effect gave EPA a 15 April 1972
deadline before which to conduct mean-
ingful administrative proceedings.$

The EPA hearings terminated in
March 1972, after seven months of testi-
mony from a broad spectrum of the pub-

now in charge of FIFRA, to initiate cancel-
lation proceedings ‘because of subutautial
questious of safety of DDT, and to reconsid-
ar suspension of use.}.’

5. EPA PR Notice T1-1. Also TDE, a relat-
el chemical, suffered cancelled regiatrations
by PR Notice 71-3.

6. FIFRA establishex an elaborate procedure
for regintrunts who wish to challenge pro-
posed  cancellutions.  Registrants may re-
quest an advisory committee of scientific ex-
perts be asuvlected by the National Acndemy
of Ncuiences to review the proposed uction.
Adilitionally, registrants oy file objections
and ‘royquest u public hearing. 7 U.S.C. §
135b{c). Joth oprions were utilized here,

7. Enviroumental Defense Fund‘ v. Ruckel-
shaus, Onler (No. T1-1258, 22 Sept. 1071).

8. Euviromnental Dofense Fund v. Ruckel-

shuus, Order (No. 71-1258; 0 Dee. 1971).
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lic, and in April the Hearing Examiner P
filed his Recommended Findings, Conr-
lusions, amd Orders.!® The Hearing
fxaminer concluded that all cancellation
noticts should be withdrawm, and regis-
trations of DDT should continue, except
for non-military mothproofing and DDD
fruit spray.!it

The Administrator chose to review the
case personally (instead of delegating
this as he normally would to the Judicial
Qfficer),!? and after oral argument and
written briefs concluded omn 14 Jume
1972 that DDT was sufficiently danger-
ous o reguire its use to be bamned for
most purposes. The Administrator de-
layed the effective date of his Order for
six months, so that users of DDT ¢~uid
be educated in the proper use @E alterna-
tive pesticideg.?3

The statutory basis for the EPA ac-
tion lies in the Federal Insecticide, Fun-
gicide, and Redenticide Act, FIFRA.
This Act requires registration of every
ecconomic poison distributed or sold in
the United States.’ Registration is to
be denied if the substance does not com-
aly with the provisions of the Act,'® and
.nisbranding of the gsubstance is a pro-
hibited action.’® Misbranding ig defined
in the statute te have occurred, “if in
the case of an insecticide .

when used as directed or in accordance .

with commonly recognized practice it
shall be injurious to living man or other
vertebrate animals, or vegetation, except
weeds, to which it is applied, or to the
person applying such economic poison.l?®
A later formulation of this reguire-

9. The offirial title for the [eariar Exnmince
iv wow Adminintrative Law Judge. Kee 37
Fed.Reg. 1RTAT (1957
paee B (1973).

10. EDF Appendix ag 100.

§9. Examiner's Proporad Ordem. o BEDF Agp-
pendiz a¢ 207-218. .

12. Nee Briel of Respomdent,
Ruckelshaug, et al., at 21.

13. Nee Brief of Petitioner,
Delenss Fund, et al., ae 30.

14. 7 U.S.C. § 135b(a) (1070).-

Environmeatal

72): 5 C.F.R. § 030. Sub-

Witliam ).

83
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ment way incorporated in the Federal
Favironmental Pesticide Control Act of
1972, which requires denial of registea-
tion unless the subsiance “will perform
its - intended funmction without unrea-
sonable adverse effects on the en-
vironment,” 2 and unless *“when used
in accordance with widespread and com-
monly recommized practice it will not
rencrally cause unressonable adverse ef-
fects om the ecnvironment.”!® The
FIFRA provisions further require that
the order of the Administrator cancelling
registrations must be based om substan-
tial evidence of record developed at a
hearing, if a public hearing is held; and
the order must set forth detaxled find-
ings of fact.2@

The Administrator’s Order is chal-
lenged on two grounds: (1) is it based
on gubstantial evidemce in the record;
(2) does it comply with the require-
ments of the National Environmental
Policy Act (NEPA)? For the reasons
explicated in Parts Il and IiI below, te
hoth guestions our amswer is alfirma-
tive.

1. JUDICIAL ‘REVIEW OF TUE AD-
MINISTRATOR'S ORDER

A, The Test

Explicitly established in the substan-
tive legislation are the standards for ju-
dicial review. Once the Administrator
has made a final order concerming the
registration of a pesticide, that order is
appealable to the United States Court of
Appeals. The FIFRA statute directs
the Court of Appeals to sustain the find-

08. 7 U.8.C. § 1%h(c).
18. 7 U.N.C. § 1¥a(a) (5).
17. "7 U.8.0 § 133 (2) ().

18. 7 UXC § Ua(e)(5)(C)
1072).

19, T CXC § 136a(e)(3) (D). The motute
definen  “unseasnuablo oldverse effertn™ as
“any unceoxonable risk to man or the eavi-
rontaent, taking inte aceount the eronomic,
secial, and cavironmental costs and henefits
of the use of eay peshcule * T USC §
138(kb).

20. 7 US8.C

(Supp. 11,

2. § 138b(e) (1970).
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ings of the Administrator with respect
to questiony of fack if “supported by
substantial evidence when considered on
the record 2y a whole.”2! The 1972
amendments fucther eluborate the scope
of judicial review:

Thz court shall consider all @vnd@m@

of record. The order of the Adminis-

trator shall be sustained if it is sup-

ported by substantial evidence when

congidered on the record as & whole.t?

The two versions provide standards of
review- which are somewhat different, in
that the court under the 1970 langunge
need only support findirngs of feet by

the Administrator if based on substan- .

tinl evidence, but the 1972 langvage re-
quires the court {o support orders of the

Administrator which are based om sub-

stantial evidence. The 1972 amendment
wag enacted and effective om 2% Octobe:
1972, four months after the Administra-
tor iysued his Order in question here,
but well -before our judicial review.
While the parties seem to assume that
the 1970 version ig controlling for pur-
- poses of our review2? the 1972 statute
hus no provision denying application
to judicial review of prior orders of
the Administrator. We read the 1972
smendment ag establishing a standard
effective for judicial review commencing
after 21 October 1972, and th@mfom ap-
phczssble in the case at bar,

{8,2] Imn any .cvent, the provisions
for judicial review under both the 1970
gnd 1972 language clearly require the
court to determing whethep the findings
of fact of the Administrater are based
upon substantial evidence when consid-
ered on the record as a whole. Thus
we must apply & traditional type of
substantial evidemee test, albeit one

21, 7 U.S.C. § 135b(d) (1970).

22. T UN.LC. § 138n{b) (Supp. 1, 10723,

23, Bried of Ietitivner, Coshoma Clhemicnt
(v, 8¢ 15; Briel of [etitionee, BDEF, ot 32,

24, Dhuring seven movths of beoelgs, 123 wit-
posmeen pppenRal o festily ol RED eshibitn
werw place) in evideree. The tennseript of
the hewrings wos over 8,000 pages long.

based on an extracrdinarily veluminous
record.®d  “Substantin] evidence was
long ago defined by Chief Justice
Hughes as “more than o mere seintilla.
It meansg such relevant evidemce a3 @
geagoneble mind might accept oo ades
quate Lo support o copclusion.” Consolls
dated Edison Co v. NLRB.SS And sinec
the statute reguires the whole record
be considered a9 im Universal Comera
Corp. v. NLRB: '

The gubstaptiality of evxden@e must
take inte sccount whatever. in the

- record fairly doteacts from its waight.

. .+ [This dezs not meam] that
even as to matlers not reguiring ex-
pertise a . court may displace the
Board’s cholee between twe fairly con-
flicting views, even though the court
would justifiably bave made a differ-
ent choice had the matter been befgm
it de movo.30

The Supreme Court hags mere rec@n@i]y
recognized in Comselo v. Federal Mari-
time- Commission that there may be in-
congistent. conclusions which can be
drawn from the same record, each of
which may be supported by substantial
evidence. Thug, “substantial evidence”

is something legs than the weight of
the evidence, and the pogsibility of
drawing two inconsistent conclusions
" from the evidence does not pravent am
administrative agency’s finding from
being suppw@@d by substantial evi-
dence8?

The Supreme Court went on Lo point out
ghat the substantidl evidenee test “frees
the reviewing courts of the time«con-
suming and difficult task of weighing
the evidence, it mives proper respect to
the expertise of the administrative tri-
bunal and it helps promote the vaiform

Irie? of Peticionce, Cochoma Chemiral Co.,
ag o
23, 303 U8, 107, &,
BBl 120 (1044).
20, 30 U.8. 474, 489, 71 $.Ce 488, 484, 98
Lo Bul. 468 ¢1038).

27. 953 U.N. 007, 020, 88 N.Ce. 1018, 3027, 18
L.Ed.24 131 (19¢8;,

, 68 8.Ce. 208, 217, 83

T —— e
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- application of - the statute.” *® - Other
courts have stressed that where qures-
tions involve a special expertise of an
agency, such as in detailed scientific
proceedings, the agency deserves special
deference frorn: the courts, although
careful review i3 of course always
required.®®

In the case at bar our task is made
somewhat simpler than the agency's by
adhering conscientiously to the proper
scope of judicial review of administra-
tive action, i. e., we as a court are con-
fronted with a problem in administra-
tive law, not in chemistry, biology, medi-
cine, or ecologv It i tho administra-
tive agency which has heen called upon
to hear and evaluate tes " :ony.in all sci-
entific fields relevant to its ultimate
question of permission or prohibition of
the sale and use of DDT. The EPA Ad-
ministrator had an opportunity to make
a careful study of the record of seven
months of public hearings and the sum-
maries of evidence prepared for himp3?
heard oral argument, and now has ar-
rived at a decision to ban most uses of
DDT. 1t is kis decision which we must
review; we are not to make the same
decision ourselves. We are concerned
with how he did it and on how murh evi-
dence. Since there is no challenge to
procedure here, our problem narrows
down to whether his decision is support-
ed by substantial evidence based on the
record as a whole.

B. The Evidence

A review of the evidence in this case,
as summarized by all the briefs, indi-
cates that the situation is as described
in Consolo: there is a great mass of of-
ten inconsistent evidence which was de-
veloped at the hearing; this evidence is

28. Ibid.

29. See, . g., Deutsch v. United Stntes Atom-
fc Egergy Commn., 130 U.S.App.D.C. 339, 401
24 404 (1968).

30. The public disclosure of these summaries
in mought under the Freedom of Information
Act, 5 U.S.C. § 552 (1970), in =& companion

489 FEDERAL REPORTER, 2d SWRIES

85

‘substantial enough to support the con-

clusions of the Administrator, although
it possibly might support contrary con-
clusions as well. Considering the evi-
dence in the record as a whole, we can-
not say that the Administrator’s deci-
sion was not hased on substantial cvi-
dence, even if the hazardous nature of
DDT has not been proved beyond a rea-
sonable doubt. Sufficient evidence has
been adduced to show potentially great
dangers from DDT, and the Administra-
tor's decision to cancel the DDT regis-
trations is well within his statutory au-
thority,

Specifically, the Administrator states
that DDT is hazardous because of sever-
al of its inherent properties: its persist-
ence, mobility, and lipid solubility.3' He
contends that the alternatives to DDT
do not have such properties, although he
concedes that the alternatives may be
more acutely toxic in the short run. He
presents detailed evidence concerning
the human hazards which may arise
from DDT (carcinogenicity and muta-
genicity of DDT), and also details the
environmental hazards (effects on phy-
toplankton, beneficial' agricuitural in-
sects, aquatic invertcbrates, fish, and
birds).3® He concludes that an unac-
ceptable risk to man and his environ-
ment is posed by continued use of
DDT.X® aside from the few carefully
controlled uses concerning public health
and agricultural quarantine purposes,
which he permits.3¢

These findings and the evidenée on
which they are based are vigorously
challenged by Coahoma and other DDT
users. While their evidence might be
sufficient to have allowed the Adminis-
trator to have decided the other way,
and permit DDT to continue, their evi-

case, Mont@e Chemical Corp. v. Ruekel-
shaus, Nos. 73-1443 and 73-1444.

31. Sece Nrief of Rexpondent, Ruckelshaus. nt
28—43.

32, See id. at 43-85.
33. Seeid. at 86,
34, See ld at 104,
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dence. is not surficient Lo vitinte the ac-
el decision of the Administeator ns not
having been based on substantial evie
denee in the record as a whole.

{3} Sinece the Administrator here de-

‘cided eontrary to the conclusions of the

Hearing Examiner, the guestion arises
concerning the proper deference to be
given to the Hearing Examiner’s. report.
Asg the Supreme Court indicated in Uni-
versal Cemerg, the hearing examiner’s
findings and opinien sre to be comsid-

.cred as part of the evidence of record,
both by the Admnms&m@@r @mﬂ by~ the

reviewing c@@re

We do not reguire that the examiner’s
findings be given more weight than in
reason and in the light of judicial ex-
perience they deserve, The “substan-
tinl evidence” standard is not medi-
fied in any way when the Board and
its examiner disagree. e intend
only to recogmize that.evidence sup-
" porting a conclusion may be less sub-
stantial when an impartial, experi-
enced examiner who hag observed the
witnesses and lived with the case has
drawn conclusions different from the
Board’s than when he has reached the
game conclusion. . . . The sig-
" mificance of his report, of course, de-
pends largely on the importance of
credibility in the particular case®
Later, in FCC v. Allentown Broad-
casting Corp.¥° the Court indicated that
where responsibility for decision was
placed on the Beard, it would be inecon-

"sistent to require the Board to adopt em

examiner’s findings unless rejection
would be “clearly erroneous.” However,
the Court did mot elaborate om the prop-
er standard te be applied.  Subsequent-

35. 310 U.N. 474, 486, 71 8.Cr. 458, 460, 85
Lk, 438 (1951).

36. 340 U.N
{3053%).

87, 138 U.N.App DG, 182, 15T, U3 B2 G,

838 (10703,

38.. See note 2V, supra.,

-39, Héﬂmf of fRusgronnlent, fRuekelshnue, o8 1

40, IR appears thog st of the LYY mew in
nen in tho 1'nitcl Nentes fu e omoend of

L30H, 79 S.Ce. 865, 0B L.Eal. 3347

ly in an opinlon by Judge Tomm in
Cinderella Career and Finishing Schools,
Ine. v. FTC, thig Circuit held that the

. ageney or sdministrator deciding a ense

“raust consider {the decision of the ex-
aminer] and the evﬁdem@ in the record
upon which it is boced, rather than dig-
mivsing the pmeedumgs at the hearing
out of hand.” 3° ~

[41)] Applying the law to the fects at
hand, we conreclude that the Administra-
tor hag given su{(ﬁ@xem weight to the

- hearing examiner’s: F@p@m The Admine

ns&m&@zr reviewcd. the . report of: the exe,
aminer and the cxecptions to the report
filed by the BPA staff. Hé decided the
case on the bagis of the reeord developed
at the hearings, additionnl briefs, oral
argument, and gpecially prepared
summaries.® The esse appears to be
one where the demeanor of witnesses i3
not particularly impeortant, and where
the examiner himself had mo particu-
far expertise, for he was & coal
mine accident specialist.® The Ad-
ministrator could derive a proper appre-
ciation of the effect of cross-examina-
tion in the case by a reading of the
record. Thus we conclude that suffi-
cient weight was given to the examiner’s
report. :

In anothe? &sm@% of the guestion of
the substantiality of ‘the evidence, Coa-
howa, et al,, urge that the Administra-
tor's {indings are, ingufficient in that
they are based to a large extent on data
which does not directly and specifically
relate to the use of DDT to combat the
boll’ weevil and the bollworm in the cot-
ton growing areas of the Southeast.t®
It is true that mueh of the evidence in
the record concerning dapgers of DDT

cuttol  powtw, pelmarily the hollweem. o
faer, ne lenst 709% of nll DD iy used i the
cotton-growing oreny, esprecially the Nowth-
eust,  Ieicl of Ilcayomedent, Ruchkelshaws, we
M. The Inteevenom, National (Coiten {‘oun-
eil of Ameelen, ek al., nuggest tn theie Ieiel
v 4 that eotlon acrotuto for an evem Breag-
e prerentupe of use. Their figure of VY%
refleety the caneellation of registentions foe
a vueiety of uses o 8CU-3977.
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“does not specifically relate to thiy one

area or to. the use on cotton crops.
Howevcr, it is fiot necessary to have evi-
ddnce on such a specific use or area in
order to be adle to conclude on the hasis
of substantial evidence that the use of
DDT in general is hazardous. The Ad-
ministrator has pointed to evidence in
the record showing that use of DDT ex-
cept in minuscule amounts in highly con-
trolled circumstances should be curtailed
because of unreasonable risks to health
and the environment.#* Reliance on gen-
eral data, consideration of laboratory ex-
periments on animals, etc., provide a
sufficient basis to 3.pport the Adminis-
trator's findings, even with regard t:
each special use of DD.,.

On the other hand, EDF challenges
the Administrator's decision to allow use
of DDT in controlling certain public
health problems or in agricultural quar-
antines as not being based on substan-
tial evidence. Specifically EDF con-
tends that there is no need to retain
these uses of DDT, and that the usual
dangers of DDT are present in these
particular uses.*? The Administrator
finds that these uses may be necessary
to combat potential, severe public health
problems, and so DDT registrations for
these purposes should he allowed. The
necessity arises from the fact that alter-
native pesticides are also under EPA re-
view, that situations may arise where
the alternatives are not effective,4? and
that DDT must be available, Because
the allowance of continued registration
does not mean continued use, except
where certified to be necessary, the Ad-
ministrator concludes that the benefits
of continued registration outweigh the

4l. Nee notes 32-3. swpra. . For the EPA's
argument directed townrils otton pests, sre
Brief of Respondent, Ruckelshaus, at SG-00,

42. Drief of Petitioner, EDF, at 91-92.

43. Drief of Respondent, Rnckelshaus, at
108-107.

44. 42 US.C. § 4332(2)(C) (1970). The

atatement i3 required to include conxidrrn-

tion of )
(i) the environmental impart of the pro-
poted action,

risks inherent in such a minnscule use.
Thix view has support in the record as a
whale, and thus satisfies the suhstantial
evidence test. :

{5] The entire Order of the Admin-
istrator is supported by substantial eovi-
dence when the record as a whole is con-
sidered. Under a proper application of
the substantial evidence test, as formu-
lated by the Supreme Court and by this
Circuit, we affirm the Administrator’s
Order. We stress again that from an
administrative law perspective we sim-
ply conclude that the Administrator’s
Ovder is adequately supported by cvi-
dence in the record. We do not decide
whether we, ourselves, would ban DDT.
nor should we so decide. We have, how-
ever, carefully reviewed the decision of
the Administrator, and conclude that it
should be affirmed.

III. COMPLIANCE WITH THE NA-
TIONAL  ENVIRONMENTAL
POLICY ACT OF 1969

The second challenge to the EPA’S ac-
tion raised by petitioners Coahoma
Chemical Co., et al., concerns the failure
of EPA to file a specific report under
the National Environmental Policy Act
of 1969 (NEPA). That statute requires
that

to the fullest extent possible

all agencies of ‘the Federal Govern-

ment shall include in every

recommendation or report on propos-
als for legislation and other major

Federal actions significantly affecting

the quality of the human environment,

a detailed statement by the responsible

official on —(i) the environmental im-

.pact of the proposed action. . , .4

(ii) any  adverse  environmental  effeets
whirh canuot he avoidel xhonld the pro-
poaal be implemented, ’

(1ii) alternatives to the propoxed action,

(iv) the relationchip  between  loral
short-term uxes of man’s environment and
the maintenance aml  enhancement  of -
long-term produrtivity, and

(v) auy irreverxible and  ireetrievable

~ commitments of rexourees which would be
involverd {n the prape.sl action should it
he implemented. '
1d.
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This has been mterpreted to reguire an
agency to prepare an environmental im-
pact statement whenever the agency's
proposed action will have a significant
effect on the environment.

There is little doubt but that the ac-
tion of EPA in withdrawing DDT regis-
trations will have a substantial effect on
the human environment—indeed, that
wus the very purpose of the EPA action.
The court is asked to consider two other,

- somewhat interrelated questions con-
cerning NEPA. First, is the EPA an

- agency. subject to the requirements of

_ the statute when it undertakes environ-
mental actions such as the cancellation
of DDT registrations here? Second,
has EPA in effect complied with the re-
quirements, despite the lack of a formal
NEPA impact statement?

- Petitioners Coahoma Chemical Co., et

al., urge that EPA is not exempted from
the NEPA requirements. They stress
the statutory language requiring ALL
agencies to comply, and note that there
is no specific language in either NEPA
or FIFRA which exempts EPA in this
or any other set of circumstances. They
note two District Court cases which in-
dicate that all agencies, even the envi-
ronmental ones, are covered by the
NEPA requirements.¥s Furthermore,
they contrast the action of Congress in
providing a specific exemption for EPA
in the Federal Water Pollution Control
Act Amendments of 1972,%¢ with the ab-

45. The two cases noted by Coahoma are Kal-
ur v. Resor, 335 F.Supp. 1 (D.D.C.1971) ([re
Coriw of Engineers], and Anacondu v. Ruck-
elshauy, 332 F.Supp. 897 (D.Colo.1972) [re
EPA). The first of these cases was dis-
mixged as moot hy this Circuit, See Port-
land Cement Ass'o v. Ruckelshauw, 138 U.S.
App.D.C. 308, 318 n. 41, 486 F.2d 375, 385
n. 41 (1973). The second case was obwerved
by uy in Portland (‘ement to have a “myopic”
view. Jbid.

46. 3% U.S.C. § 13T1(c) (Supp. 11, 1972).

42. ‘The FIFRA amendments nre contained ia
the Fulerul Enviroomental Pesticide Coutrol
et of 1972, T US.C. § 18 (Supp. 1,
1972).. A similae argument was put forth io
the Portland Cement case, but way Jismisued

sence of a provision in the 1972 FIFRA
amendments enacted three days later.$?

" On the other hand, EPA contends that
NEPA does not apply to the “environ-

mentally protective regulatory activities

of the Administrator conducted under
the registration cancellation provision of
the FIFRA.”4# [Instead, EPA beliaves
that the case is controlled by this Cir-

“cuit’s decision in Portland Cement Ass’'n

v. Ruckelshaus.®* EPA limits its brief
to the contention that NEPA does not
apply to this type of action, although it

- states in footnote that perhaps NEPA is
.not applicable ta any of:EPA’s environ-

mentally protective rezulatory activi-
ties 30

Portland Cement involved EPA’s pro-
mulgation of stationary source stand-
ards for cement plants pursuant to the
Clean Air Act5® The EPA action was
challenged "in part because the agency
did not file a NEPA statement in con-
junction with the promulgation of atand-
ards. Judge .Leventhal noted that
“there is a serious question whether
NEPA is applicable to environmentally
protective regulatory agencies. There is
no express exemption in the language of

the Act or Committee Reports.” 8t We

analyzed the pertinent legislative histo-
ry, concluded that it was inconclusive,
and then looked to the purpose and poli-
cies underlying NEPA.- The goal of
NEPA was of course to protect the envi-
ronment, which it did through “a broad-

by the court there as providing a “hazardous
basis for inferring the intent of the earlier
Congress.” 158 U.S.App.D.C. at 315, 488
F.2d ac 382, citing to United States v. South-
western Cnble Co., 392 U.S. 157, 170, 88
S.Ce. 1004, 20 L.EJ2d 1001 (1968).

48. Supplemneurnl Brief of Rapomlon: Ruckel-
shaus, at 2.

49. 158 U.S.App.D.C. 308, 488 F.2d 375 (1973).

$0. Supplemental Brief of Respondent, Ruck-
elshaus, at 2-3, n. 1. The EDF supports
the limited wtand of EPA. Supplemaital
Brict of Petitioner, EDF, at 13.

51, 42 U.S.C. § 1857c-8 (1970).
52. 158 U.S.App.D.C. at 314, 486 F.2d at 381.
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Qig applicable measure that only provides -

a first step.” 3 1In Portland Cement we
though¢ that this gpal might best be
served by exempting certain activities
from the {ormal requivements of filing
NEPA reports. While we werc not
there willing to decide whether there
was & broad exemption for all EPA en-
vivonmental actions, we concluded that

the actions taken'in that case under the -

Clean Air Act wete exempt from NEPA,
hecause the Clean Air Act “requires the
functional equivalent of a NEPA impact
statement,” 8 The Clean Air Act re-
quired the Administrator to supply 2
atatement of reasons for his proposed
standard, which statement should set
forth the enviiu..neni-  congsiderations,
hoth pro amd con, and thus the Act
seemed to “strike a workable balance
between some of the advantages and
disadvantages of full application of
NEPA.” 8  Furthermore, opportunity
for public comment was provided, ag was
opportunity for court review.

{6] The rationale we first developed
in Povtlend Cement is applicable here ag
well, and an exemption from the strict
Jetter of the NEPA requirements is thug
appropriate. The explicit language in
FIFRA requires that pesticides be dere-
gistered if they will be injurious to man
and his environment. The substantive
otandard established by the statute
places great emphasis on the quality of

§3. J4. at 316, 49 #°.2¢ at 33,
84. Fd. ae 317, 458 F.2d at 384,
8S. J4. at 319, 448 F.24 at 386.
56. Nee note 42, supra.

37. Ao EPA points out., the NFEPA objection
wan ounly fimt rpaised in the beiefs to this
court; in none of the earlice procexlings
wan any mention made of NEIP'A reguire-
meots. The raising of the objertion so lats

in the procecdings makes the Coahoma posi-

tion leok more like a delaying tactic than a
real concern with the eavivonment. Flow-
ever, our pocent decislom Im Arizoan Publie
Seeviee ‘Co. v. FPC, 187 U.S.App.D.C. 272,
230, 483 F.2d4 1273, 1283 (1173), noted that
“tho tamlincss of tha partico cannol excuse an
agency {rom coamplying with Ity respongibili-

ties vadee NEPA.” . .-

man’'s cnvironment.  Additionally, the
precedural standards provide full oppor-
tunity for thorough consideration of the
environmental issues, and for ample ju-
dicial review. In this particular case,
lengthy hearings were held, during
which public comment was solicited, and
a wide scope of environmental aspects
were considered. Thus the functional
equivalent of a NEPA investigation was
provided, for all of the five core NEPA
issues weve carefully considered: 'the -
environmentna) impact of the action, pos-
sible adverse environmental effects, pos-
gible alternatives, the rclationship be-
tween long- and shomt-term uses and
goals, and any irreversible commitments
of resources—all received attention dur-
ing the  hearings and decision-making
process.t® The law requires no more.

YWhen it is clear that the NEPA objec-
tions are being raised by parties who
have had amp?e opportunity to express
their views,?? when there has been func-
tional compliance, the Portland Cement
rationale should certainly apply, and the
agency action should be exempted from
the strict letter of NEPA requirements.
As we wrote recently, “To require a
‘statement,’ in addition to a decision set-
ting forth the same considerations would
be a legalism carried to the extreme.’s?

Our recent decision in Arizona Public
Service Co. v. FPC,% which requires an.

98. * Inteenational Ifapvester Co. v. Ruckel-
shaus, 135 U.L.App.D.C. 411, 448, 458 F.24
@15, 630 n. 130 (1973). Thé court in Fnter-
nalinnal I ervester notat that

the requirements of NEDPA should be sub-
jert tn 28 “vonstruction of pessonableness.”
Although we do not rench the question
swhether EPA in sutomatically and com- |
plecely exempt from NEPA, we see little
neat in requiring @ NEPA statement {eom
an agescy whose roivon d'¢tee is the pro-
tectinn of the envieonment and whose de-
cision ow gsugpension i9 necessarily infused
with the cnvironmental considerations so
pestineot to Congreso in  desigping the
otrtotory {romework.
1bid.

§9. 157 U.S.App.DMC. 272, 483 F.2d 1275

7 (3973).
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agency to at least file a statement of
reasons as to why an impact stalement
is not necessary,$® iy inapposite to the
case at bar. In Arizona Public Serviee
the Federal Power Commission did not
look carefully at the environmental ques-
tions, but merely concluded in one sen-
tence that there was no environmental
impact®* That is a far cry from the

instant case, where the whole focus of -

the agency action has been on the envi-
ronmental aspects of the use of DDT.
The reason.for-the failure to file a for-

mal NEPA impact statement need notbe: ...
“-explicitly ‘stated here; for it is apparent o

on the face of the agency’s action.

[{7] We conclude that where an agen-
¢y is engaged primarily in an examina-
tion of environmental questions, where
substantive and procedural standards en-
sure full and adequate consideration of
environmental issues, then formal com-
pliance with NEPA is not necessary, but
functional compliance. is sufficient. We
nre not formulating a broud exemption
from NEPA for all environmental agen-
cies or even for all environmentally pro-
tective regulatory actions of such agen-
cies, Instead, we delineate a narrow ex-
emption from the literal requirements
. for those actions which are undertaken

pursuant to sufficient safeguards so -

that the purpose and policies behind
NEPA will necessarily be fulfilled. The
EPA action here meets this standard,
. and hence this challenge to the EPA ac-
‘txon ns rejected.

1V. CONCLUSION

On review of the decision and Order
of the EPA Administrator, we find it to
be supported by substantial evidence
based on the record as a whole. Fur-
thermore, we find that EPA has provided
the functional equivalent of a formal
NEPA report. Therefore, the two chal-
lenges raised concerning the Adminis-
trator's decision to cancel DDT registra-
tions are rejected and the Administra-
tor’s action is affirmed.

- ames we A e . e

- preponderance of the evidence.

 NATIONAL REALTY AND CONSTRUC-

" TION COMPANY, INC,,
Petitioner,

v'
OCCUPATIONAL SAFETY AND
HEALTH REVIEW COM. .
MISSION, Respondent,
Sccretary of Labor, Party Respondent,
. ~ No. 12-1978.
" United States Court of Appeals,
District of Columbia Clrcuit.
Argued Och24 19‘73.

Deeided Dec. 13 1973.

Proceeding on petition for review of
order of the Occupational Safety and
Heulth Review Commission which found
thut employer committed a serious viola-

-tion of the general duty clause of the

Occupational Safety and Health Act.
The Court of Appeals, J. Skelly Wright,
Circuit Judge, held: that in absence of
showing of the particular steps employer

" should have taken to avoid citation for

permitting employee to stand as a pas-
senger on running board of front-end
loader-at construction site, and the fea-
sibility and likely utility of those mea-
sures, finding of violation was not sup-
ported by substantml evxdence

- Reversed

1. Labor Relations €27

Labor Secretary’s burden of proving

.violations of the general -duty clause of

the Occupational Safety and Health Act
includes burden of persuading the com-
migsion, or its hearing examiner, by a
QOccupa-
tional Safety and Health Act of 1970, §
5(a)(1), 29 U.S.C.A. § 654(a)(1).

2. Labor Relations €21
Reviewing court must uphold Occu-
pational Safety and Health Review Com-

."mission finding of violation of general

duty clause of Occupational Safety and
Health Act supported by substantial evi-

LY 2R .. e0OA A0
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. ement tax ang wishes to eeter fnle
g Stzendasd Ageeemant 35 $3% out i
Sukpart C zhall, by a later addsessed o
g Fizcal Assisiang Secretasy. Deplrts
mert of the Treasury, Washington, D.C.
29229, s'zmed by an 4ppropricie €ty ot
Actal, e2ate 158 agreemsent to be bowad by
all of the provisisns cf the Standasd
Azscezacnt set forth below. Coples of
all apslicable efty ordinences. regula-
tiops, instrucelons. and forms siail be
caclesed. The Jetter shall alro state ths
tlde 2ad addeess of the cfdsisl whom
the assrmsics may coatact te obtiin
forms as:d other aformstionR BEEeSAY
. to lmplomiznt withholdins. .
(by tWithim 120 days of the rceelpt of
e tobeer from the city official, the Plscal
Assistsmt Srcretasy or his deslymen wil
by letizp motify the city eithev (1r thad
the Standard Acveement has deed eie
. tesed lata a3 of Lhe date of the Fisesl As-
slstant Seeretary's ivttep, or (2) that an
agYeement cacnot te entered lato with
the city end ths reasons for that deters

mination.

82053 Procedore (o ageerimend other
wo:arn Stomndard 3 seeenienls -

(2} X A elty whuch has an ordinance
which provides fur a city lncome oe em-
ployment tax proposes an sgreement
which varies from tiie Standard Agree-
meant, the city shall follow the procedurs
s §215.3., except that fits letter shsld

“t2 which provisions of the Standard

:cesient are N9t acceptatie, propose
_o3sbitus provislons, ond give the reae
sons tharefor. .

(@) Within 60 days, the Fiscal Asslste
2mk Secretasy o his desicnee will notily
the city which susstitute provisions may
Be I=cluded in the agreement. The city
ghatl, by letter, notify the Flseal Assiste
ang Secraary if 1t accepts such 2a agrec
ment, \WWhen aceepted by the elty, the ef-
fective date of that agreement shall be
the daze such acceptance 1s recelved by
the Flscal Assistant Secsetary,

Subpar C—8tandard Agreement Texk
$ 3153 Parties. ’

The prrides o this agreement are the
Becretary of the Treasury, aeting
through his designee, ang the city which

g entered ino this RyTeement pussunnb
%o §5§ 213.3 or 215.4.

§218.6 Compliance by sgencless

Exeept g3 otherwise arsvided fn this
agreement, the horg of cach agency of
the Unlted Staes shail comply with ail
erdinacces of the city srhich provide for
& eity Incomie or employmeint tag. and all
regulatlons aad prozedural instruckions
Lzsued theceinder, with pespeet to eme
ployess 07 the 2goncy who are subjeet W
10 tax and whoase regular plaee of Fede
esal emplorment Is within the politieal
bousndaries of the city.

*13.7 Fmployee withhelding ecertifio
calese ) .
£ach agency @may reguire its employe
-8 te comnleie 3 witaholding ecervificate
23 the bass for calculating the amount
to be withheld reculasly frotn each eme
ployeo’s compepsation. The ageney Gy

RULES AND REGULATIONS

rely on the informalton ia the eectifenta,
unless M is comtricy 82 Information In
the noasession of 1 agency. The ageney

uy use the eertlicate which the city
Rax preseeibed, U any, oF aay othep e
tideate, approved by the Dopartmens of
the Treasusy, which the azercy Lads
suitable, Coples af such cestificates will
be provided o citics by ageRsies upaa re=
quest.

§213.8 Agency withholding procedores

(e Whese it is the pragice of an
agene? o Ale returns and make paymants
of the Federal income taxes withreld on
83 cstimated basis subject to luter ade
Justments based on audited fAsures, such
pracilee may ke follawed fa Rie withe

holding of ety income 3ad exmployment ~

taxss If the agency has made appsopriste |
arrangements with the eity,

() In calculating the amount o be
withhcld from an emnlayee’s comaensse

tion, each rreney shall use the meitheod |

prescribed by the city. of any pEFCentage
or formuln mgihied witich preducss sp-
provimately thie tar required 20 be wike
Reld by the clty ardinance. :

(c» Procedures for the withholllng,
the llng of rotueng, and the payment of
fax o the clty shall eonform o the usund
RAscel praetieas of agencles.

(d) Federal Forrn W-32, “Wage and
Tax Statement,” may be used by ageneles
X?E the zeporting 0f withheld taxes bo the
eiky. .

{e) Agcneles shall pot withheld the
elty income op craployment tax {rom the
uiamsd compensasion of & decensed e~
ployee. . :

§ 215.9 HMissellancous provisionns

(2) This agreement doss not (1) ale
low agencics to colleet delinquent city

v taxes o pemaltles from Federal cwae

plovees, (2) apply to pay for serviee a9
& member of the Armed Forees, or (3)
pumlt the withholding of elty iaecome oF
employment taxes f{rom the pay of &
Fedesal craployee who Is not o gesident
of the State in which the city 13 located

- urless the cmployee conseats {3 the wilae

holding.

(b) Ageneles mIy Hok accept pay rom
the cley for services porformed in widhe
holding the eity necme or emplosmment
gase.

% 233.00 Amcndment eancellstion,

Chis ngrecment s subject o the pro<
sis10a3 of 5 U.S.C. 6320 and other azplie
eabdle Iaws, and any rules op regulaiions
{ssued thereunder, Including amend-
ments tg sueh provisions oseusTing after
the afeetive date of this agrecsient. The

cesetary of his desiznce meay, aiter glve
ing 39 days noslce to the eily, asitag o2
waive any part of this agTeemensd. Lithey
W2 Sceretary oF his designee o7 the ety
may cancel this 2 :recment plter giving
30 days written notice to the other PArTy.

§213.10 ERcetive dates commeneement
of withholding.

(a) The cTeetive date of thls agsoee
et shall bes

(1) I the case of o eily accepting all
0f the provislons of this agaverment, g
date of the Jotter to the clty from the

S 12061
Fiveal Assistant Scevelary of the Treas-
ury cor his deslgnes swaing thial the
aueree:sens has been entencd into, or

12 In Lise case of nn atreement which
vorlez {ros this Staondard Azreament
ghie dale giae the Fiseal Ass!stant Secve-
tary reczlves the letter from the ity ne-
cepiing the Departsment’s dnermination
&% to the inclusion of such variations.

() Thr witkholding of the ¢ity in-
eome cr employment tai shall commence
sithin 20 dars alfter the cleetive dats
of this agvecemest.

Dreted: 3ias¢R 13, 1975.
{ozaz} Josms K. CARLOCR.
Flgeal Assistens Secresary.
_{PR D02.35-5030 Fited 3- 19-75:0:48 om}

Title £0~—"Prokactien of Envircoamens

CHABTER —ENVIRONMENTAL
PROTECTION AGENCY

{FRL 3%2=3}

PARY 155—=RULES OF PRACTICE GOVERM-
NG HEARINGS, UNDER THE FFOERAL
INSELTICIDE, FUNGICIBE AND RODERN.
TICITZ ACTY, ARISING FROM RFEFUSALS
TO NIZGISTER, CAMCELLATIONS OF
RECISTRATIONS. CHANGTS OF CLASS!.
FICATIONS, SUSPENSICNS OF NEICIS-
TRATIONS AND OTHER HEARINGS
GALLED PURSUANY TO SECTION S OF
THE ACT

Subpark B—Rules af Practiea for Applica-

iong Under Seetions 3 and 18 Yo Modify

ggvieuss Cancaollation o¢ Susponsion
ers :

On February 10, 1975, the Environe
mental Protection Agency ("EPA™) pube
lished notice In the Feperat NEcisTER (40
PR 6223) of the dilng of an appllication
under section 18 of the Federal Insecti-
elde, Funglcide and Rodenticide Act, a3
amended (“FIFRA™), and rogulations
thercunder. for the use of pesticides con-
talning DDT (1.1,1-trichloropheny! ethe
ane) on cotton te comtrol the tobacco
bud worm. E2. olso published un Feb-
suagy 10, 1975, notlee 1 the Feornat Rece
#STER (40 FR 6228 of informal publie
hearings with respect to Louisiana'’s ap-
plicasion to be held in Baton Rouge, Lou-
islang, on February 27-28. 1979 aad in
Washinsioa, O.C., on Miareh 35, 1975.

The obicctize of E24A In holding these

-Informal hearings was to provide all in-

gerested partics with an epportunity Ine
formafly o presert thele vlews and to
allow EXA e reach @ determination as
goon ps procticable. As these informal
hearingg progressed §& became apparens
that the cgus<tions raiged by the Louisi-
ansy appilcatisn direcily cselate to the
prior ecancelation determination of the
Adminlstrazse with pespeet 2o DOT, fol-
fowing cxtoasive adfudicatory haarincs
and jodizial review. After the infuemal
hearmngs were announced, conecern de-
veloped oithin EPA that bpocause of
tese poior administrative and judictal
procecdingR, infogmal hearings alons
may nad fully sasi:fy the reguiraments
of the FITRA, the Adnualiztrative Pros
gedures Act and due process. CPA has
coacluded chat the-law regquires thot ree
viged proccdures Bo- Instituted. for the

—my,
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Lou'siana application and for similagd
cases In the future, {n order o provide
reguired rotice aad opportntutly £or
formal puulic hearings to al! afeceied
parties. I the procedures were not ree
vised and the ulttmate determinasiza
were to grant the petitlon, cnurt chals
lenges to the procedurvs would catt e
additional dolavs and mav ewven pe-tik
in reversal on procedural grounds. In
stich & sttnation., Louswsinna would ke
denlced thie Lenefits of a favorh! rulsee
fup spring cottun plantine beeatite of
procedural free ;ularitles. The puaryo e of
this notice ts to set forth e cvgred
procadures and to exalain. e ons fop
reguiringg suchy pracedures. With re e
to the Lout.lana appiication this atice
also. serves to confinn & tentative tim
schedule announced /¢ the Washinzton,
D.C. informal hearings on Marcn 3, 1975,
within which these procedures wiil
onerate,

Since the registration of DIDT feor
pests oz cotlon, insluding the tobaccs
bud worm, consiituted ag least 93¢, of
DD7T usage subject to the canccllation
osder of the Administrator of June 14,
1972 (37 FR 13369) and amounted o 16
milliorn pounds of DDT annually, the
Xouvisians spgslication for use of 2.23
million pounds in Louisiema v 1973
cquarely presents the question of whathep
the final cancellation order should be
reeonsidered. EPA& has determin:d that
any application under seetion 3 or see-
tion 13 of FIFRA for the use of a posti-
cide at A site and on 2 pest for which
registration has bheen finally cancelle]
of suspended by the Adminlstrator is In
substance & petition for recnnsideration
of such order. Beenuse of the eatenslve
natice and hearing epportunitics mane-
c¢ated hy PIFRRA ond the Administrative
Procedures Act bafore 2 flnal earcella-
tion or suspension order may be issied.
EPA hay determired that such ordess

27 not be reversaed or modified witheoue
afording interested parties—who may
in fact have participated in lengthy
cancellation proceedings——similar notice
aud hearinz opportunitles,

Saction 6 of FIFRA permits the Ad-
ralzistrator to issue notice of intent to
canzel a pesticlde recistration upoa a
B1fing by him that the pesticide “sen-
er:l7 causes unrcasonable adverse ¢f-
fects oa the environment. “Such nreice
is poguired to be sont to the rezistrant
and made public. The rezistrant, ov
ciher zerson adversely affected. moy
2 senuest 3 hearing. The final de-
¢ .on of tie Admindstrator Is required
to ke made after the conciusion of the
henrdzz. The Undted States Coust of Ap-
15 for the District of Columibli itas
~cterized tlie cancellatjon proce-
du . : ok troviding “extensive safeguaeds™
gnd “eidkorate procedural protection”
o pesticids resistrants snd othess and,
@s a result, "a substantial titme, Ukcly to
excacd one year, may lapse between lse
su.nce of nadlee of cancellation and fal
osdir 0f caneallagian, © ° °” Eryriron-

entel D2fened Fuund, fre. . Environe

mtal Protection Agency, 338 P, 2d 578,
1.33 (1972,

| mgg? %\N@ BEGULATIONS

The application filed by Louisiana in-
volvrs the requested use of DDT onm
entzan. The extensive administrative and
Judicial proceedings leading up to final
ecanerllation of DDT egistrations noé
orly pelate directly to fhe Louislang
o-tition but al:0 -demonstrate the ex-
Ly tive proceedings which precede final
DA setions i coiitested cancellation og
st it lon procecdings.

PuocEraines £.2ABING T0 THE Fival Cavw-
CULLATIVY OF DT

1)y The EDF Petitior of OQctoder 1989,
O Ovtatiee 31, 1949, (ne Environmental
i free Fund, The Notlonal Audubon
S+ ety, the Sterra Club and the West
soiehian Envicommental Action Couns
el (CEDF) filed & petitlon with the
Secretary of Agricultuge (“USDA™), re-
gquesting him (1) to issue notices of can-

‘eellation foe all pesticide products con-

tainin~ DOT, and (2) o suspend the
registrations during the canceliation
procecdings. EDFs petition precip. :ated,
as the Admir..trator’s Order noted,
“3anrosimately 3 years of Ineeasive ad-
minstretive lnquisy imto the uses of
DDT.” Order of Jumas 14, 3972 ab 1
("Order™. .

{2y The Secvetary of Aorculiure’y
Resporse. In- response to EDF'gs petle
ton. three things occusred. First, USDA
eaticelled fous uses of DDT (om shade
trees, tebaeco, around the home and In
aguatic areas) ;: second, USDA requested
comaients on othey DDT productg; and
third, USDA took no actiion on the ze-
quest for suspensios.

On Novemiber 25, 1989, USDA pub-
lizhed a notice which stated 33 FRR
138375 :

The Qepartment 9 coosidering eameeilae
oty of aay other uses of DDT uniess 1t enm
L2 ghown thag certaln uses nge eascntial ia
the protection of humamg health ond welfaro
ang o:ly thoso uses for whick there are RO
eferitve ond gafe substituees for the ine
waged wic wild Bo eomtinuved.

On December 11, 1969, & reply {0 the
petition was sent to EDF by the Director
of Scienice and Education for USDA, stat-
ing it the Department had been “con-
eestied lor some time over the potential
hazards that moy resulé from the pres-
ence of DDT and other persistent pesti-
cides In the environument,” and listing
saveral aetlons, including the above can-
ecllations, that had been taken. No spe-
cific mentlon was made of LDF's request
for suspension,

(3) Entironmental Defense Fuad,
Ire. v, Hardin (DDT J). On December
29, 1969, EDZ flied 3 petition in the Court
of Appeals for the District of Columbia
soeking review of USDA's failuge to comie-
iy fully with thelp requests.

Orn }May 28, 12750, {n Envirormentel De-
J-nse Fund, fne. v. Hardin, 138 U.S. App.
D.C. 391, 428 P.2d 1093 ¢1370), the
Ccurt held that EDF bad slanding to
chi:lz2nge the Secretary’s determinations
uwdep FLFRA, that a refusal to suspend
a3 guviewatle, and thag the inacton
ou the suspension reguest was rige fogf
reslew, This Court moked thak:

Numcrouso cefenttde mudied and sove
PcpOr3 to governMent sgencics dava ¢
cluceg that DOT Ras o wide sp2ctrum
tarmful ¢fests ¢ noatarget plant and a
mal spoctes: it tncrenges the Incidenco
asimals of cancep ang eeprocuctive defec
and it reslducs peesige tn tho environmic
and ia tho humsn bedy long enough tn
fouad fap in time ond gpaca (Pom the Ceigly
opphication, 433 .28 o8 1096-97.

apd remanded to the Secgelary:

Entter foe o freoh detormiluation on ¢
queatiun of suspenshig, oF fop a sfatement
fesiond fur bis stlentg bHut eflertive refi
o suspend the esegtstention of DDT. If
per: 13 IR deuviug suspension In tho fo
of tho tmpfessiie ¢ lleneg presonted by pe.
gieners, them the bastg for that deeisic
should oppear clearly on tho record, nos
COZC.uLOry ey But in surclent detall
permit prompe ang efeetivo rosiow. 428 P
a% 1100.

In addition, the Court ordered USDA -
decide ~on the record’ whether £9 issu
the remaining requested cancellatio
notices or to explain the reasons fc
delerring the decision still further. Foic
(3) The “Stetemeng of Ressons” ¢
the Seeretery ernd Additionael Cancelle
tiong. On June 22, 1970, the Secretar
died o “Statement of Reasons Underly
ingz the Decisions on Behalf of the Sec
retary with Respect to the Reyistration.
of Preducts Contiizing DDT.” At th
outset he adhused t3 “the prior deter
mination that no DDT secistradiern.
gshould te suspended 3¢ this time, anc
thae further oction with respect to ean-
eellations should await campistion ol
(USDA's Intru-agency) use-by-use eval- -

-vations preseotly in progrvaess.” Statie-

ment of Reascns ag 1. He went on (¢
make the following Andlegs:

(1) “al theee agg weports of earcluage:
nletty gesulting from the pdministration of
lazge deses of DOT tn eege enimals” (p. 1)

(2) DOT s perssiztont andg accumulates 'a
onimal tissues (p. 31

(3) ~“DDT s prescut ia moss forms of anie
mad 1™ (1bld.);

(4) =there 19 1aformatioa whleh ougsests
that DOT g interlering with thae venroduce
tion of eerialo rootorial birds and iy be 2
conlrtbugae, nmang other factors, 20 the deo
cline of somoe of these specles™ (1048.);

(3) “DDT 9 medeorately texie %0 hconey
bees” 1idid.): . .

(8) "DDT Ir Inkes and gtreama hag been
o factor ln Gsh mortallty ard geproductize
falusss” (IDid.); ord

(7) Whep DDT aceumulateg i "detritus
fo0d some harm may bo dong o detrlens
rexdess” (pp. 3=4). ¢

" 3ic concluded (p. 8) that:

(1) DOT 19 a0t an “imminent hazard 06
human Bealih™

12) ~“there 0r¢ some ndverse efccts upen
certata gpeeles of fish and wildlife™;

(3) “DODT has tndisputably tmportant and
beneflcial vies ia coampection with human
hoalth azgd agreiculture, and there are r:ot yeob
availahie gudstizutes for ell [empbasis added]
essenilal tses™: :

{4) DDT use should be reduced to *uses
Shich are eizenttal 0 the publle heslth aad
welfare': and

{31 thwece should be “continuatten of the
review of the possible effects (Both beneticial
ang Celeterlous) of DDT.®

In addition Re Issulng the Seerctary’e
statement of reasens, USDA tous othep
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~tlan subeequent to the filing of EDYS
-1t petition, Speclfically, on Fehrudry

., noay 6 und August 18, 1970, in order
protec: man and the environmend
cus the hazardous use of DDT, notices
o’ caacclation were Issucd covering reg-
1oontioms for .- numbes of vegetable,
graln, frelt, forestry, livestock. nurzery
and lawp uses of precducts conmialning
DDT. ’ cae

(3) Eavironmental Dz2fense Furéd v.
Rucheishazs (DDT ID. On January 7,
1971, afier reviewtng USDA's Siatemens
o! Peasons, the Court remanded the case
a second time. this time to tiie Adminis-
ceator of the newly-crenied Environ-
meptal Protection Agency. who had just
been given authority for administration
of the FIFRA. Ervironmaontal Delenrse
Fund v. Ruckelshaus, 112 U.S. App. O.C.
G4, 439 P. 28 58% (1971),

The Cuizt determined thut the Secre-
Rary's refuzal to suspend or cancel ald
rerisieations of DDT had teen preci-
cated on an “incorrect {nZerpretation of
the eonteolling statute.” 439 F. 2d at 588.
woting in particuler that the Secretary
had found that DDT ot larse dosages
caused cancer n experimental snimals
“and that DDT was *oxic to certain birds,
bees, and fish, the Court stated that 16
wasg “plain that he found a substantial
guestion coacerning the safcly of DDT.”
429 F. 2d at 594-93. When such g ques-
tion exists, this Court hold. the adminis-
grative procedure must be “‘triggered.”
Accordingly, the case sas remanded to
_the Admintstrator with jnstructions to

e ©aiicds of cancellation with respect

:he zemaining uses of DDT.

(6) Tre Administrator’s Issuence of
.&otices of Cancelletion. On January 13,
1971, the Administrator issus@ notices of
eaacsliation with respect to ail remain-
ing registrations of DDT nroducts.

Mora than 50 registrrnts filed objec-
tlons and a request for a publie hearing.
Two replstrants, BMontrose Chemical
Company and Crop King sought advisory
ecommitiee ennsideration. In addition to
ED, severnl other partias intervened in
¥ie rearing, namely: USDA, The Np-
%ioeal Alsicultural Chemicals Associn-
glon (MNACA)Y, H. P, Cuanon & Son (2
D:laware food processor, only as to use
of DDT on sweet peppers) and Elf Lilly
& Comnany, a former rezistrant of one
DDT product. Montrose and Crop King
were not rarties to the public hearing.

(7) The Adminlstretor’s >farch 18,
1571 Refssal to Susperd. In response to
Coaugt order that Lie reconsider tha ques-
2jon of suspansion, the Administrator is-

sued s statamneng of “Reasons Underlying'

the Registration Decisions Concerning
Pooducts  Containing DDT,  2,4,5-T,
Aldsta and Di2ldrin®™ on March 18, 1871,
Ig set forth the reasons wliy the Admin-
istrator deemed suspension ¢f DDT prod-
oLy ungecessary In view of the admin-
i ive proceeding then underway, and
amlodated general standards relating to
pestizide cancellation and suspenston
matters. T2 Administrator noted that:
s detennination Is supporicd by tho
jre 02 tire pres 1l ellests of DOT. DDT
_J'hazasd by viptue of s . itential toxicity
cpeeioied lowr I2vels of exposuze. This
<Zard Ly made acute b the persisteace, mos

-
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bittty, and blomagntacation of DOT In the
enviroament. Reenentging thew chameter-
Littey, the foug goverament comeitices which
have studled the DDT proticm in depth be=
. twean 1963 ond 19¢) have ull rerommended
thas its uso bo phr.wed out uver 3 peried of
tlate. (Footnote omitted| Noue h1ave recome
meaded o (mizedtuls baz. However, the
tims has come.for gesotutlon of the DOT

tstu2 o Nght of the standands set out n the .

FIFR2A. Thls 13 now belng doae through tho
orderly aaministrative forum provided by the
statute i tho cencsifation procecdings.

(8) Advisory Ccmrzittee Repors. The
advisory committee requested by Crop
King ezd Moatross, and composed of
experts nominated by the National
Academy of Sciences, began delibare~
tions on DDT In May, 1971. On Septem-

ber 9, 1971, the committes fssued its re=

port and grecommendations. After &
lengithy discussion of the scieatlfc evl-
dence af the harards of DDT use, tihe
commities found that DDT posed an lm-
minent hazard to the eavironment and
recommended that all DDT uses be rap=
idly phosed out. Previously. four Presi-
dential ang other scicntific com:mizsions
recoznized the inheraut hazards of DDT.
“Use of Pesticides,” A Report of the Preg-
{dent’'s Sclence Advisary Committee
(May, 1963); “Restosing the Quallty of
Our Environment.” Report of the En-
vironmental Pollution Panel, President’s
Sclence Advisory Committee ( November,
1983) : Report of tlie Committes on Per-
sistent Pesticides, Divizion of Blology
and Agriculiure, National Resesrch
Couricil, to U.S. Department of Agrie
culture (Aday 1963): the Renort of the
(H.EW.) Secretary’s Ccmmisslon on
Peasticides and Their Relationship to Ea-
vironmental Health (drals Commission)
(Dz2cember, 1963),

(9Y EDP 9. Ruckcishaus (DDT [IIy.
EDF returned (o Court & third time to
challenze the Administrator’s refusal to
suspend. Since th.e advisors commitltes
report was issued just prior to oral argy-
ment, the case was remanded to EPA
for further consideration of the suspen-
sion lssue in light of the advisory com-
mittes findings.

(10) The Adminisirator’s November £,
1971 Statr~ment. In a statement filed with
th2 Court on November 1, 1971, the Ad-
ministrator again determined not to sus-
pead DDT products. In reaching that
declsion he noted that the advisory com-
mittee had found: .

DDT spreads from 123 slte of appllcation
and 13 carrfed throt nout the global bige
gprere® (Conclusiea 2. ps3e I9); and DODF
end 1ts metabolites porsiae {or years in the
enviroament ond Become concentrated In
certain specles of 8sh and wildlife, wiich
suffer either present oF potentinl danges
thesefrom (Conclusivn 3, puge 39),

However, the Administrator coneluded,
as the advisory committee had similarly
concludad,

o ° o there Wil be 10 enpreciable ¢if-
ference {n hazard to tie publle whethep thy
ol .tratton of DDT L tmmuadiately suse
prnded o v-hether (e s camrella4 in the neap
furire, it warrantod. Therelore, the harm to
the pudile frotn DDT canttod Le L~sened Ly
nmediate suspesHIoN et OTNased 0 appro-
priate cancetlations unon the orderiy conie
pletion of the caacclistivt precedures,
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(11) EDY 9. Ruckelsheous (DDT IV).
With the administrative proceedings in
process, the Court on December 9, 1071,
donded EDEF's stinension petitlon, while
at the same time granting EDF the right
to renesww iks petition i the administras
tive proceedings were not completed by
April 15. 1972, :

(17 Formel Publie Heacrings. Formal
public hearings commenced on August 17,
1971. before 2 heariag examiner and
concluded on Mesch 16, 1892. During
those elzht months, 123 witnesses* testl-
ded, and 363 exhibits were introduced
into evidence. The DDT iadustty pres
sented 17 svitnesses and Iintroduced 58
exhibits; TSDA, 1 2 dual sole a3 resise
trant (of two agriculeural post quarans
tine products) and intgrvenor, presested
40 witnesses and 94 exhibits: EDF pee-
seated 13 witnesseg and latroduced 88
exhibiis: and the EPA staf presented 27
witnesses and introduced 132 exhibits
The remalning witbesses and exhibils
were intseduced by H. P. Cannior snd
El Lilly. The transcript of the evidentl-
ory heaging contalns more thoen 9,300
pages.

(13) The Ezeminer’s Recommended
Decislor. The Heering Exemines’s gec-
ommended decislon was issued on April
25, 1972, Stating that In order to cancel
DDT, ite would cither have to find that
DDT directly causes cancer ia man or
makes the *“earth uninhabitable” the
Examiner coreluded that the “DDT
products in issue were not misbranded
under the FIFRA (7 US.C. 135%b(2),
2} (2) (e), (d) aad (8)1”; thot, es @
matter of law, DDT use is not & careince
genic, mutagenle or teratogende hozard
to man: and that DDT did not have 2
deleterious efect on Ash or wildlife, Rec.
Dec. pp. 23-94.

(1) Orgl Argument Before the 4d-
ministrator. On May 316, 1972, the Ad-
ministrator personally heard over three
hours of oral argumexnt on the exceptions
raised by the various parties.

(18) The Administrator's Cancellation
Order of June 14, 1972, On June 14, 1952,
the Administrator issued sn ordzg can-
celling ali DDT reglstrations except those
for puble hesaith and agricwltural pest
quarantine use. The order established
December 31, 1972, a3 the efective date
of the cancellations.

At the outset, he stated that he was
“persuaded ° ° ° that the long-range
risks of ccatlnued use of DDT for usc on
cotton end miost other erops is unace
oeptable and outweizhs any benefits.”
Order at L. )

The Administrator fournd that DDT is
persistent, highly moblie In the environ-
ment, biomagnifled ia food chalns, acd
has deleterious effects on beneficial ore
ganisms. The bulk of his Opinion and
Fiadinzs were concerned with the harmeo
ful effects resulting from these proper-
tles and assessment of the asserted behe-

133 of the witneses were wilditfo binlogiats,
32 were catomolosists, 9 Kere toxicolactidg
o pharmacnlegists, § were eancer exprrig,
G rare cluemiaii, § wese medical doctues, 2
Were eCcu.lonLabs, and & weee buslne~smen.
The reaiaining witnslieg pepresented otliop
=iscelinneous diaciplines and Qelda
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fits of the DDT uses In lssue. He foun
that DDT is a natcntial human carcino-
gen and prasents a real earcinsgenic risk
to rmun. See Findinzsal 3.

He 2150 found widespread hazords to
birds, fish apd othrr andmal life causad
by uze of DDT, spceiflcally (ibid) :

1. DDT affec:s phstnplaniiton species’ come
po.ition and ‘ihe natural balauce ta aqualtic
ecosystoms.

3. DDT 1z 1»+hal to many beneficial agri-
ctltural in:scts,

3. DOT can have Iethal and sudlethal ef-
fects on uieful aquat!: freshwater Invterze-
brales, Includiag srthronods and motjuacs.

4. DT 13 toxie o Osit,

3. DUT caa aZfect the reproductive suceess
af £rh.

8. DDT can have a variety of sublethal
phystological aad hehavioral effec®s on Lsh.

7. Birds can mobilize letha) amounts of
DDT redduyes.

8. DDT can cause thinalng of bird egge
shells and thus impalr reproductive success.

Fle then found minimal benefits he-
causz adequcte alternative pest control
measures were available. Finding V-10.
He ultimately concluded that almost all
uses of DDT were not safe, that the risks
of use far outweighed any benefits and
that it was therefore misbranded under
FIrTA,

(16) ED™ v. EPA (DDT V). Coohoma
Chamizal Camipany, EDF and otner par-
ties suivzht review of the Administratnr's
final cancellztion order tn the Cowrt of
Appeals. Ohserving that the order wwas
fsseed “after & Iengthy admiaistrative re-

view. . . ) the Court afllrmed the deter- -

minztinon and crder of the Administrator.
Envlrorimental Defense Fund, Inrc. v. Fn-
glronmental Proteetion Anency, 462 . 24
1247, 1243 (D.C. Cir. 1973). In s7 dong
the Court rcjected lndusicy argument
that: '

o © o the Admiristrator's fzdings are
ugiuficlent (n that they cre based to a large
eaven? on da‘z which dees nof direcily and
ry=ificelly relate to the use of DDT to com-
B .. the boll weevt! and the bollwvorm in the
€ollon growing areas of the Southeast.

The Court went on to find that:

12 13 rue that much of the evidence In tho
2cord conceming dangers of DDT dzes nog
goecifenlly relate to this cne ares or to the
vro on colton cenps. Howerer, It 1s not recess
eary to have evidence on such g specidc uze
or area tn order to ha able to conclude o0 the
bw i~ of substaatial evidecte that the uze of
10T 2 g2aeral 13 hazardous. The Adminls-
L. Ras pointed te evidence In e recerd
annning that ure of DDT exeept in minuscula
prncuinis in Fizhly eontrolled cirourastances
phioutd e cut s Ba2ause of urreaconabls
$izis to healid and the environmend. Relle
ancs on yoneral data, comsideration of labo-
FRWOFY caroclunenis on animals, ete,, provide
& suficlont brsls to support the Adminlse
¢rator's Biudings, even with rezard to each
gsacial use of DOT, 423 F.24 3k 1253-6% (008~
Kotes omizied).

Olher Cornecliatisn end Suspension
Prcevsdings. In each ol the other major
z=zcllation and suspension praceedings
inéviated pursuant to S:ction 6, 1A has
gimuslarly provided exionsive notice and
fzrmmallizzring oppariunitios.
T he aldrin and disldrin siuspension cr-
2er izsued by the Admiziatrator on Octo-
‘Bar 3, 1974 followed elraost thrse years
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of administrative procgedings. The Inftial
canccllztion notice for the maior uses of
aldrin and dieldrin was ssued by the
Administrator on March 18, 1271, Formal
adaginistrative hearingzs conurmenced on
Auzust 7, 1933. Diring the {ollowing
twelve months of hearing, 249 witnesses
actified, pad over 35.000 pazos of tran-
e~ribt 2ne exhibits were considered and
the sunpenion is now cubiect to judicial
review by the Court of Arpeals for the
District of Columbia,

Stallarly, the two administeative pro-
cecdings currensdy ia pro7vess with re-
spect to pesticide preduets containing
mercury and mires havz {nvolved
lentthy heorings. The netice of intend
to hold nzarings on mirex was issued oa
Blarch 23, 1973. Tne formal hearings
were besun on December 3, 1973 and
have not vet concluded. To date, over 60
witnesses have festified in those hearings
Teauwsting ! . a record of gver £2.409 pages.
As in the aldrin and dield=in procead-
ings, a scim 3¢ advisory committee re-
port on mirex was prepared prior to the
commencemant of the formal hearings.

The cancellaticn natice of pesticide
products containing meseursy was issued
on March 22, 1992, The formnl admin-
istratlve hearings bezan on Ustober i,
1974 and are still {n progress. Forty wit-
nezses have testified thus {ar in those
hearings gencrating a recosd of oves
2,400 pages.

THE REAUIRED ProcEdTR:s

In eancellation and suspeasion cassa
such as those outlined ahove, where EPA

hoas finally determined to cancel oF sus- -

pend o posticlde registration aftes ex-
haustive notice and opportuniiies fcp
hearing as mandated by FIFRA and the
Adminisirative Procedure Act (“APA"),
fairrsess requires that such final ovders
not be mo<ified or reversed ligi:tly. Such
prior orders should not be modifled or
reversed without notice and onportunity
for formal public hearings. The formal
on-the-record decision making proce<s
imposed by FIFRA and the APA as 3
necessary prerequlsite to final cancella-
tion or suspension would be rendered
meaningzless {{ the Administralor were
to modify or reverse such ordars without
notice to the publie, without an oppore-
tunity for formal hearings and without!
limitint his consideration to 2 formal
hearin® recerd. Such an Informal precess
could greatly prejudice the inierests of
parties to the original proceedings. In
the original proceedings they had the
opportunity to be repreosented by coun-
sel, to present vitnesses and documine
tary evidence and to ¢rass-examineg wit-
nasses of other parties. They had the
opportunitly to argue thelr cascs belore
on Independent hearing exariiner and
before the Administrator. An informal
precess to modify or reverse final ordars
wouidd not prove sush onpostunilies,
would nat protect the procedural rithls
of afTected persons and veould undereut
ghe stetutory schieme required by FITRAL

Fonnal reconsideration of pricr crders
should only be granted where there is
sthstantial new evidence ~hich nay ma-
terially affect the order, The provislons

of FIFRA relating to notice and
opporturity of advessely efceled

to join in formal hearinws are b
drafted to permit maximum par
tion in the canccllation preceed!:
other Federal agencles, the Staves,
Lry, environmental goouns, and
eitizens. With such bruxd epportt
ta participate in the ovivinal procee
tha pubile Intorest—ang the tncere
the partics who partictipated in suel
cecdinzs—requires thae the Issusst
the Administratce not bhe relit!
without a threshold determinatior
there is substantial new evidence
may materizliy affect the prioe «
This procedure does not prejudic.
interasts of parties seoidngz modific:
I there Is substantial new eviden
formal hearing chowld be convent
demonstrate the maseriality of suet
derce. Rioreover, the public interes
mands that public zcencles not bu
quired to expend: limited resource
reconsideration of faets previcusly a
dicated. Publi¢c resources shouid nc
committed fo reccnsider & prior fira
dar unless there i3 substantial new
dence which may materially affect :
order.

For the foregolnz reasons, EP/
adopting o naw Subpart D 9 the R
of Practice (40 CFR Part 164) set
forth the procedures to be followec
the ease of an application unéer FIF
sections 3 or 18 which requests use ¢
pastizide at a site and on & pest for wi
reyisteation has beco flnally canes
er suspended. These revised ‘proced
reqguire that in any such ease the Adar
istrator will Initially detepmine, on
basts of the application and sunpert.
data, whether there {s substantial n
evidence which meay materialiy aSect !
prior order and whether such evider
con!d not have been discovered by d
diligeace on the part of the parties
the original proceeding. Xf it s dete
mined that there is no sueh evider:
thea the application will be denied. I
is determined that there Is such eviden:
then a formal hearing will be conven.
to determine whether such evidence ot
terially affects the prior order and r
guires Its medification. This determin:
tion will be made on the basis of the re:
ord fa the hearing and the racommend:
tions of the administrative law jude
presiding over the haarins, taking int
accousit the human and enviroomen::
risks found by the Administrater in b
prior order 2nd the eumulative impac
of past, present. and anticipated uses L
the future. The procedures ndopted to
day 2130 provide that In emergency cir
cumstances the Administrator may rul
on the application without convening :
formal h2aring when he determine:
that: (1) the application presents a st
ustion lavuiving niced to use Lhe vesticid:
by prevenl an wiucceptable rizs to ()
husiza haaith, o t) fish sad oldlife
when stiehy ua2 would not pose o huntan
Iiealth hezand; and (2) there is no other
feasible aliernative solution to such risk:
anrl (3) the time available Lo avert the
rlsz to humaa health or fish and wildlife
§s insulicient to poermis coovening o



Reartnzg: and (4) the pablic Interest re-
vu. 3 L“e g=anting of the rcquesbed use
., )on ax possible.

catice of the Adrmintstraior's detar-

nations rezarding substaucal new evi-
deace will b2 published in the Feperal
RrcsTIR, as will notice of findings of
eir; - -sercies which require uctlon swith-
0‘10 br armg_

I:1 the case of the patitlon by the State
of Loulsiana It &s ancicipa:ed that the
Administrator will mate his determina-
tioa as ‘o wkether substantial new evi-
¢ence exisi3 oa or about March: 14, 1973.
I it is determined that no substantial
new evidence is presented then the peti-
tion will be denled. If it i3 detarmined
that substantial new evidence Is pre-
sented thzn notice of a f{ormal publie
hearl:z will be Lssued as 500n as possiole
and {t {s anticipated that, depending on
the date of ta2 Administrator’s deter-
mination, the hearing would commence
on March 21, 1373, and be scheduled for
approxuimately flve days. with the pre-
siding ollcer’s reccrmumeondacions due ap-
prosimately four to tive days atter the
heartrnr and a flnal determination by the
Adminl.trators anticlpated to be made
apnprozicmately four to five days there-
after. Nuiice of the revissd procedurcs
set fo=1 in this pubication and of this
tenstative tme schiedule was given to all
parttes {nvolved ¢n the informal public
hearings held in Washington, D.C.. on
Marca 5. 1975. Because of the March 5.
1975 notice to interested partles, includ-
'ng the State of Loulsiana, the publlca~

‘n of this revulation on tiie eve of the

scinistrator's anticipated decision as

»substantizl new evidence will not prej-
-udicr the interests of interested parties
including tha State of Leulsiana. All in-
terested parties received notize of these
procedures on March 5 and were encour-
aged to ub:nit 2 additional brief state-
ment sumrsarizing wiial they mawntain
to be rsubstantial new evidence on
Morch 10, 1975. The Stiate of Louislana,
and ctli>r interested parties have sub-
miticsl «ton statements.

In ad:dition. the Louisiana applicatisn
was filed urder FIFRA sectinn 18 pursu-
ant to - hi-t. Louisiana is required to
ghow (ot there Is 2 pest cutbreak for
which no :lternatives are available and
which will ra-u.lt in significant economic
or Lcalta pratioms (43 CFR Part 166),
Louistznia jins guestisned wiiether EPA
{3 ns+ ehanging the substantive stand-
ard - wiich its application will be eval-
uriid. The procadures set forth in this
reswiation do not. however. change the
substantive rules by which the Louisiana
application will be measured. The {ssues
raised by the Louisiana application
under secti{osn 18 were adjudicated 'and
finally deoclded In the 1972 DDT canncle
lation case. In that case the Adminis-
teatsr wos roquired to miake, and made,
specific findines and conclusions with re-
spact 5 Lthe riss and benefits associated
wich DDT use oa cotion. The Adminis-
" ator's findinzgs and ccaclusions were

a affrmed by the Court of Appeals
the District of Colurubia. Thus, no

—_—
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showing und: r seettan 13 of 8 post out.
break, of w:ivalabiity ot rllermatives
and of st it oeve somlc prodlems
could now be eyl withut substantisl
new evidence. i%» peogadurss set forth
in this reaulatn ~ w2tfv the epplication
of the geaeral rulas W wder sections 3
aad 18 to spesitl: e "3, ettt as dhie Lou-
isiana applicas:an., wiih in suhitance
rejuest modifent: m or revessal of o
prioz anal ozivp.

Folivsing the 1972 DOT cancdllation
order. EPA per:u:itiad itmited quantities
of DDT for tan-~riry vae to control the
pea leal weawil arx ¢ e tussock moih In
specific arexs. In °¢73 and 1974 DDT
was authortead far wae for the pea leal
weevil in Idalin \-" washington, These
authorizations coridered the available
evidence “in ii;}:: of tha terms of the
June 1972 tcanceilationy order ¢ * °.”
(39 FR 10322, 171v avar, the use of DDT
for the pea leaf w.eous:l was not cancelled
by the Adminiseracar {n his 1972 order
and thus the pea leaf veevil applications
did not in sub:tan.e request the use of
a pesticide on a =22 and acainst a pest
which was canceiled by final order.

In 1974 DOT w:uc aythorized for use
on the Douglas-fir t:<sock moth in Ore-
gon, Idaho and V/a-hinzton, That de-
cision specifically s<:°ed that: “The use
of DDT for cont>~! cf the tussock moth
was not specifically addressed in (the
1972 DDT cancellation) order. but there
is no present re:isivation of DDT f{or this
purpose.” 39 FR 2377, The uze of DDT
on the Douglas-fir tussock moth was not
cancelled by the Administrator in his
1972 order. This use uiad been registered
in 1947 by the Forest Service, but the
registration was later withdrawn without
objection.

To the extent that the procedures an-
nounced in this notice may diler frem
prior agency practize o5 observed in the
pea leaf weevil, titinock miath and other
cases, EPA has concluded that such dif-
farences are necessirated for the rcasous
set forth in this preamble.

In accordance with § U.S.C. sectlon
553, the procedures set forth in these
regulations shall take effect upon pub-
lication, without notice and public pro-
cedure thercon, besause they ccatain
rules of agency provedure and practico
oitich are not sequired to be issued as
propaosed rulematin~ I"or the reasons set
forth in this prcaintle, EPA finds for
good cause that the eflcctive date of
these regulatinrns wili et be postponed
for 30 days after putilcation because the
currently pending mmhmtlﬂn by the
State of Louisiana reaucsts a determi-
nation as soon s pessibie and EPA has
determined that thiese procedures should
be impiemented immadiately so that the
Louisiana applic2t:ida mar be processed
in accordance with them,

For the reasors set forth herein, Title
40, Part 1G4 of tlic Cxde of Funeral Reg-
ulations is hereby amiended by adding a
nnw Subpart D to n:.zd a5 Jollows:

Dated: March 12, 1975

RuUsseLt E, Trary,
Administrator,

Bbas 1)

Subpart D——Rulea of Practice {ne Aoplication.
Uidar Sections 3 and 11 To Modily Previous
Cancoltaticn or Suspension Ordurs

Sec.
164.139
144131

General,

Review By Admlnmtntor.
1614.132 Procedures gnaverning hearing.
164.133 Emergency wal7er of hearias.

ATTHORITY: Sec. 25:a) aud 8 of the Fed-
eral Insecticide, Funticide, and Rodenticide
Act, as amcnded by the Fed:@ral Environmen-
tal Pesticide Control Act of 1973 (86 Stab.
207).

Subpart D—=Rules of Practice for Applica-
tions Under Sections 2 and 18 To Modify
Previous Cancellation or Susperision
Orders

§ 164.130 Generl.

EPA has determined that ony applica-
tion urder section 3 or section 18 of the
Act to allow use ol & pesticide at a site
and on a pest for which registration has
been finally cancelled or suspended by
the Administrator constitutes a petition
for rcconsideration of such order. Be-
cause of the extensive notice and hear-
ing opportunities mandated by FIFRA
and the Administrative Procedures Act
before a final cance:lation or suspension
order may be issued., EPA has deter-
mined that such orders may not be re-
versed or modifled without aforiing
nterested parties—who may in fact have
participated in lengthy cancellation pro-
ceedings—similar notice and hearing op-
portunities. The procedures set forth in
this Subpart D shall govem au such
applications.

§ 164.131 Review by Administrator.

(a) The Administrator will review ap-
plications subject to this Subpart D and
supporting data submitted by the appii-
cant to determine whether reconsidera-
tion of the Administrator’s prior cancel-

ation or suspeasion order is warranted.

The Administrator shall determine that
such reconsideration is warranted when
he finds that: (1) the applicant has pre-
sented substantial new evideace waich
may materiaily affect the prisr eancella-
tion or suspension order and wshich was
not available to the Administrator at
the time he made his tinal cancallation
or suspension delermination and (2)
such evidence could not, through the ex-
ercise of due diligence, have been dis-
covered by the parties to the cancellation
or suspension proceeding prior to the is-
suance of the final ordar.

(b) I after review of the application
and other supporting data submitted by
the applicant, the Administrator deter-
mines, in accordance with paragraph (a)j,
of this section, that reconsideration of
his prior order is not warranted. then
the application will be denied without
requirement for an administrative hear-
ing. The Administrator shail publish no-
tize In tiie Fepeaatr Recrsten of the de-
nial brieily descriking tie bosts for his
dotermination as soon as wpractceabla,
Such denial shall coastitute finnal agency
actlon.

(¢) If after review of the applicailon
and other sunpporting data subniitted by
the applicant, the Administrator detere



. quirems

s e mecurULICR ©IER DArdgrant.
(o) of tids section, that reco. stderation
of his prior order is warnanted, he will
then pubilsh natice in the Ponerat Rects-
TER setting ferwtn his determincdon and
briedy describing the basis {or the deter-
mination. Such nntice snall cnnsunce
tha? a2 formal publle hearing will be held
in accordacce with 5 U.3.C, section 5354,
Tae notlce stiall specify: (1) the date on
which th? hearing will Lherin and eed,
(2 the fniues of fact and law to be ad-
Judicated 2t the he‘mnv (I the date
on which the presiding otficer shall sub-.
mit his recommendations, including dad-1
tnzs of fact and conclusiats, to the Ad-/

‘miz!strator, and (4) the date on which—"

2 decision by tlic Administrator ts antic-
ipated.
g 164,133
ing.
() The burden of proof In the hearing

eonvened pursuant to § 164.131 shall be-
on the eapllcant and he shall pececed

Procedures governing beaee

“first. The issues in the hearing shall be

whether: (1) substantial new evidence
exisss and (2) such sudstantizl new evi-
cexce requires reverssal or modideatiorn
of the existing camcellation or suspen-
sign order. Tne determination of these
1-sues shall be made iaking into account
tte human and eavironmental risks
found by the Adminlstrator 1n his can-
c:ilation or suspension determination
and the cumulative efect of 2ll past and
present uses, izcluding the requested use,
and uses which may reasonably be an-
ticipated to occur in the future os 8
result of grenting the requested reversal
or modification. The granting of a par-
tcular petition for vse may nat In itself
pose a significant risk to man or the en-
virermens, hug the cumulative impact of
each edditional use of the cancelled or
suenendnd pesticide may re-estnblisn, or
farve o maiatadn, the significant rizks
previously fecund by the Adminisirator.

{b) The presicding officer shall make
meomrnendatiens, including findings of
ozt and conclusions and to the exteas
fzasible, as deterinined by the presiding
olicer, the procedures at the hearing
¢32il follow the Rules of Practice, set
forth {n Subparts A and B of this Part

1%s.

£ 166133 FEmergrney waiver of hearing.

(2) In the czse of an application sub-
Je<t 1o this Subpart D which is filed under
Saatinn 18 of FIFRA, end regulations
theretzdaes, and for which a hesring
L reoioad pursmant to §164.131, the
AT s may dispense with the re-

:4 of cexnvening such a hearing
1= any cose In which hie determines:

(1) That the opplication presents &
situation involving need ¢o use the pes-

_ticide to prevent an unaceepiable risk:

(1) 20 human health, of i) to {Ish or
wildlife populatizns when such use would
not pose 3 human health hazasd: and
(2, That there i5 no other feasibils
alution to such risk; end
(3) Taat the time available to sveit
ghe riz: to human health op fish and
oA Is insuScient to permit con-

FPEDERAL REGISTER, YOL <0,
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vening o hearing as requiied by § 164.
13l:png

(43 That the puablle Interest requires
the grapting of the requested use &s
5001 as possible.

i{h) Notice of gany determination
made by the Admilalstrator pursuant e
paraszraph (2) of thus section sijall be
published in the Fzperw Pgcistex 88
zdon as practicable alter ~ranting the
vhquested use gnd sholl seg forzh the
basis for the Administratos’'s detee-
mination.

{FTR Doe.73-708G Fi'ed 3-17-79;9:43 sm]

Title 4% —Public Welfare

CHAPTER XV—=FUND FOR THE IMPROVE-
MENT OF POSTSECONDARY EDUCA-
TION, DEPARTIENT OF HEALTH, EDU-
CATION, AND Y/ELFARE

PART 1501—=-SUPPCRT FOR IMPROVE-

i
l

e

MENT OF POSTSECONDARY EDUCATION -

Pursuant 4 the authority contatned in

cection -3%. of the General Education
Provisions Act (20 US.C. 12.14d), “Sup-
port for . provement of pastsecondary
education”, & botice of propcsed rule
making was published in the Fespsrab
Recistzr on December 3, 1974 (Yol 39,
No. 232). The amendmernfs {0 the regula-~
tions, reflected in §3 1501.2-3, 1501.5-7,
1501.9-11, would: (8) recdefine the special
focus prozram objectives and establsh
national projects compatitions; (b) re-
vise the existing definitions and criteria
for the review and selection of applica-
tions and preapplications; and (¢) in-
cotporate appropriate sections of th
OBce of Education's General Provisions
Reguintions (43 CFR Part 1202) and re-
voke sorn2 corresporiding provisions in
the existing regulations. Interested per-
sons were given thirey (39) days {n which
to submit written comments, suggestions,
or objections zegarding the pcoposed
amendinents.

One response was recci,ed which in-
cluded two recommendaitions: (1) that
tiie Fund include examples of projects
that hove not been funded In order to
clarify the criterla for selecting pro-
posals; ard (2) that the Fund not in-
clude reference to “attitudes and values”
in sectlon 1591.9 under the description of
the Speeinl Focus Program, "Educstion
and Certification for Competence.”

Neither suggestion would appear to call
for a change in the amendments. In re-
spoase to the first recommendation, it
w3s not consldered appreopriate to lo-
clude in the FEDERAL RECISTES eXxampies
of proicets which have not been funded.
The Fund's program Is dzsizned to gen-
erate ideas from the ficld: no specific
types of project proposals are foreclosed.

In respnnse to tlie sccond seconunens
dation, the mention of “attitudes and
‘.a.lL.es" a3 a possible gozl snecification is
only suzzestive; applicants aTe UNCCE fo
obl:gation or \’cquiremnnt to {uslude et-
tisudes or values among the reoals {n-
cluded in the peoject proyosal It should
be ncted that the Fund las no siheciflc
attitude or value in mind as desiradle
goal specifications.

NO, 33—=TUESDAY,

Efectire date. The notice of
rulemaldng was transmitied to
on December 2, 1974 pussuant to
43%(d) of the Generml Yducatlc
visions Aect (20 U.S.C. 12)2a)
tlme period set fosth therein fo
gressional octlos has expired
sueh netion having boen Wken -
fore, these eriterin shall beceme ¢
on Bareh 18, 1975.

(Federid Domeatle Aaststanee’ Catalor
33.338: Fund for tho lmprovemens ¢
oeeendasy £ducation)

Dated: Mageh 12, 1858.

Caspan V. WETSBERCER,
Secs’?m'ﬁ; of Health, Educatio

. and H’e!{ «

Sze.

15013 Purpae.

150123 ApplleabMlity of eivil rights
slong and gessrol provlstar*.s
lationsg.

15913 Deanitlons.

- 13014 Elgtblitey for assistonco.

1201.% ‘Typeo of nnwtistanco.

‘15918 ProgTam eategorias.

13017  Criterio for ovaiuaing opplica

1301.8 Comprehensive peogram objec

13018 Speeiad focus progros nnd Bat
project objectives,

130110 Appllcotion procegures.

1501.31 Roporiiag,

Aviensry: 3ee. 408, Gemersl Edue:
Povisiaas Ace, as added by see 301(a) (%
Fudlte Law 92-318, 89 Star. 327 (30 T
13314) . arnless orRerwigo soted,

§ 13031 Purpoce.

The purpese of the regilations in
pare I3 %0 implement the provisions
section €04 af the General Educat
Provisions Act ag amended.which 2
vides for grants ¢, and contracts i
institutions of postsceconcdary educat
anrd other public and private educatio
institutlions and agencies to Impes
pesisecondary educational epporiunit:
The program IS admialstered by the Pu
for the Improvement of Pestsecond:s
Eduecation, 2 unit within the Office of t
Assistant Secretary for Edueation of ¢
Department of Health, Educaticn, a:
Welfare, with the advice of 2 Board
Advisors,

(20 US.C.12314)

§ 1501.2 Applicability of <lvil pizh
proviviens omd gemeral peovisier
regulationg.

(a) Civilrights

(1) Federal finanelal assisanze L.:‘dE
this part s subject to the regulations ¢
pact 80 of this title, Lssued by the Secre
tary of Health, Education, and Wellar
and approved by the Presidens, to efles.
tuzte the provisloas of title VI of th:
glvﬂ Rishis Act of 1584 (Pub. L. 85

32),

(2) Federal Ninanclal assistance unde:
this past {s also subjeet to the proviilons
of tille IX of tire Education Amend-
ments of 1972 (prohlbitlon of sex dis-
cy 2o, and any rezulations issued
thorcumder.

) Generel provisions

Astlscance under this part s subject
to th provisions set forth In Parts 100

nand 1002 of this title (relating to fAseal,

MAREK 18, 1973
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[FRL 356-2]

STATE OF LOUISIANA REQUEST FOR
EMERGENCY USE OF DDT ON COTTON

Sratemem of Reazons for Donial

Statement of Reasons for the Order
and Determination of the Administrator
that Reconsideration of the Agency’s Pri-
or Order of Cancellation of DDY for Use
on Cotton is Not Warranted.

On January 24, 1975, the State of
Louisiang applied to the Environmental
Protection Agency (EPA) for 2 specific
exemption under section 18 of the Fed-
- eral Insecticide, Fungicide, and Rodenti-
cide Act, as amended (FIFRA) for the
epplication of 2.25 million pounds of DDT
(1,1,1-trichlorophenyl ethane) to com-
trol the tobacco budworm (Heliothis vi-
vescens F.) on spproximately 450,000
acres of cotton. On February 10, 1975,
EPA published notice in the PeperaL Ree-
iSTER (40 FR 6229) of the filing of this
application and notice (40 FR 6228) of
informal public hearings with respect to
the spplication to be held in Baion
Rouge, Loulsians, on February 27-28,
1976 end in Washington, D.C., on Ma,rch
3-5, 1975. On March 14, 1975, X issued &
brief Order and Determination denylng
the Louislana request and stated that &
more detailed statement would follow
on March 17, 1975. This Statement of
Reasons provides & more detalled expla-
nation of the basis for my Order.

X. The Application. The application

filed by Louisians states that the xe-

NOTICES

auested 2.25 million pounds of DDT Is
necessary because:

1. Average cotton ylelds h&ve declined
glgnificently in 1973-4 compared with
the average cotton yleld for the previous
%%xiv (10} yeers when DDT was savail-
ablus

2. In 1974, Louisiane experienced its
wozst tobacco budworm infestation in
Ristory and ‘he budworm is anticipated
to be & major problem in 1975;

3. Tobacco budworm populations ex-
hibit resistance to must of the alternative
registered pesticides which are efther in-
ef¥ective, phytotoxic or umavailable in
sufficlent quantities and no other alter-
native means of control are available;

4, Serlous cconomic injuries will re-
sul§ Lo cotton faxrmers and supportive in-
dustries from the tobacco budworm if
D™ is not ma~: avallable; and

5. Restrivwuons on tile method and

‘timing of anplication will pres.ot e,de-

verse environ .ental efects.

IX. Background. The background of
the Loulsiana application snd the use
of DOT on cotton has been set forth in
detal In the preamble to the regula-
tions promulgated by EPA on March 13,
1975, establishing & new Subpart D of
the Rules of FPrectice for Applications
TUnder sections 3 and 18 to Modify Previ-
cus Cancellation or Suspension Orders.
However, because of the importance to
this case of the background information
set forth in that document, I feel com-
pelled to refer to that information in this
Statement.

The pwrpose of the February 27-28
2nd March 3-5 informal public hearings
on the Louisians application was to pro-
vide all interested pertles with an op-
portunity informally to present their
views and to provide EPA with informa-
tion necessary in order to reach a deter-
minetion as soon as practicable. As these
informal hearings progressed it became
apparent that the questions raised by
the Ioulsiana application directly re-
lated to the prior final order of the Ad-
ministrator cancelling virtually all reg-
istered uses of DDT, including use on
cotton, following extensive adjudicatory
hearings and judicial review.! Because
of these prior administrative and judi-
cial proceedings, concern developed with-
in EPA shortly after the announcement
of the informal hearings that revised
procedures may be required in order to
satisfy the requirements of the FIFRA,
the Administrative Procedure Act (APA)
and due process. Following an analysis
of the question, EPA concluded that the
law and the public interest required that
such revised procedures be instituted for
the Ioulsiana application and for simi-
laxr cases in the future, in order to pro-
vide required notice and opportunity for
formal publlc hearings to all affected
perties where substantial new evidence
Is presented which may materially afect
& prior final oxrder.

2 Use of DDT by public health ofielals in
@iscaco control programs and by othey ¢ivile
inn and militory oficials for health gquarans
¢ine wore nov comceolled.

The registration,of DDT for pests on
cotton, including the tobacco budworm,
constituted approximately 86 percent 2 of
the almost 12 million pounds of DDT
used in the U.S. prior to the cancellation
order of the Administrator of June 14,
1972 (37 FR 13369) (hereinafter the
#1972 Order”). At that time DDT use on
cotton amounted to approximately 10.3
milllon pounds annually. The Louisiana
application seeks the use of 2.25 million
pounds in Louisiana this year, which
amounts to approximately 19 percent of
the total annual quantity of DDT used
in the U.S. prior to cancellation and ap-
proximately 22 percent of the total an-
nual quantity of DDT used on cotton in
the U.S. prior to cancellation. Accord-
ingly, the Louisiana application squarely
presents the question of whether the
Anal cancellation order shou.ld be ‘re-

considered.

EPA has determined that any applica-
tion under section 3 or section 18 of
FIFRA for the use of a pesticide at 2 site
and on & pest for which registration has
been flnally cancelled or suspended by
the Administrator is in substance a peti-
tlon for reconsideration of such order.
Certainly, the Louisiana application,
which reguests relatively large quantities
of DDT for 2 use which was the primary
use prior to cancellation, is in substance
8 request for Such reconsideration. Be-
cause of the extensive notice and hearing
opportunities mandated by FIFRA ahd
the APA before 2 flnal cancellation or
suspension order may be Issued, EPA
has determined that such orders may
not be reversed or modified withéut af-

fording interested parties—who may in

fact have participated in lengthy can-
cellation proceedings—similar notice and
hearing opportunities where substantial
new evidence exists which warrants
such reconsideration.

Section 6 of FIFRA permits’ the Ad-
ministrator to issue notice of intent to
cancel a pesticide registration upon a
finding by him that the pesticide “gen-
erally causes unreasonable adverse
effects on the environment.” Such no-
tice is required to be sent to the registrant
and made public. The registrant, or other
person adversely affected, may:then re-
quest a hearing. The final decision of the
Administrator is required to be made
after the conclusion of the hearing. The
United States Court of Appeals for the
District of Columbia has characterized
the cancellation procedures as providing
“extensive safeguards” and “elaborate

‘procedural protection” to pesticide regis<

trants and others and, as & result,

substantial time, likely to exceed one
year, may lapse between issuance of no-
tice of cancellation and final order of
cancellation. © ° °” Environmental De-
jense Fund, Inc. v. Environmental Pro-
tection Agency, 328 F. 2d 528, 533 (1972).

5The National Cotton Council of America
contended that DDT usz on cotton accounted
for 8P percent of tho total use immediately
prior to the 1272 Order becsuse of the prior
canceilation of certain minor uses.
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The application filed by Louisiana in-
volves the requested use of DDT on cot-
ton. The extensive administrative and
judicial proceedings leading up to final

. cancellation of DDT registrations not
only relate directly to the Louisiana peti-
tion but also demonstrate the exhaustive
proceedings which precede final EPA ac-
tions in contested cancellation or suspen-

sion proceedings.

A. Proceedings Leading to the Final
Cancellation of DDT.

(1) The EDF Petition of October 1969.
On. October 31, 1969, the Environmental
Defense Fund, The National Audubon
Society, the Sierra Club and the West
Michigan Environmental Action Counsel
(EDI) flled a petition with the Secretary
of Agriculture (USDA), requesting him
(1) to issue notices of cancellation for
all pesticide products containing DDT,
and (2) to suspend . the registrations dur-
ing the cancellation proceedings. EDF's
petition precipitated, as the Administra-
tor’s 1972 Order noted, “approximately 3
years of intensive administrative inquiry
into the uses of DDT." 1972 Order, 37
PR at 133869.

(2) The Secretary of Agriculture's
Response. In response to EDF’s petition,
three things occurred. First, USDA can-
celled four uses of DDT (on shade trees,
tobacgo, around the home and in aquatic
areas); second, USDA requested com-
ments on other DDT products; and
third, USDA took no action on the re-
quest for suspension. :

On November 25, 1969, USDA pub-
lished a notice which stated (34 FR
18827 :

The department is considering cancella-
tion of any other uses of DDT unless it can
be shown that certain uses are essential in
the protection of human health and welfare
and only those uses for which there are no
offective and safe substitutes for the in-
tended use will be continued.

On December 11, 1969, a reply to the
petition was sent to EDF by the Director
of Sclence and Education for USDA, stat-
ing that the department had been *“con-
cerned for some time over the potential
hazards that may result from the pres-
ence of DDT and other persistent
pesticides in the environment,” and list-
Ing several actions, iricluding the above
cancellations, that had been taken. No
specific mention was made of EDF's re-
quest for suspension.

(3) Environmental Defense Fund, Inc..

v. Hardin (DDT I), On December 29,
1969, EDF filed a petition in the Court of
Appeals for the District of Columbia
seeking review of USDA'’s fallure to com-
ply fully with their requests.

On May 28, 1970, in Environmentaz
Defense Fund. Ine. v. Hardin. 428 P. 24
1093 (1970), the Court held that EDF
had standing to challenge the Secretary’s
determinations under FIFRA, that a re-
fusal to suspend was reviewable, and
that the inaction on the suspension re-
quest was ripe for review. This Court
noted that:

-

Numerous scientific studies and saveral
reports to government agencies have cone
cluded that DDT has a wide spectrum of
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harmful effects on nontarget plant and ani-
mal species; it {ncreases ths incidence in
animals of cancer and reproductive defects;
and its residues persist in the environment
and in the human body long enough to be
found far in time and space from the original
spplication, 428 F, 2d at 1096-97.

The Court reme.n&ledtothe Secretary:

either for s fresh ‘determination on the
qusstion of suspension, or for a statement

of reasons for his silent but effective re- -

fusal to suspend the registration of DDT. If
he persists in denying suspension in the face
of the impressive evidence presented by peti-
tioners, then the basis for that decision
should appear clearly on the record, not in
conclusory terms but in sufficient detail to
permit prompt and effective review. 438 F.
2d at 1100.

In addition, the Court ordered USDA to
decide “on the record” whether to issue

the remaining requested' cancellation.

notices or to explain the reasons for de-
ferring the decision still further. Ibid.

(4) The “Statement of Reasons” of the
Secretary and Additional Cancellations.
On June 29, 1970, the Secretary filed a
“Statement of Reasons Underlying the
Decisions on Behalf of the with
Respect to the Registrations of Products
Containing DDT.” At the outset he ad-
hered to “the prior determination that
no DDT registrations should be sus-
pended at this time, and that further

action with respect to cancellations.

should await completion of [(USDA's
intra-agencyl use-by-use evaluations
presently in progress.” Statement of
Reasons at 1. He went on to make the
following findings:

(1) that there are reports of carcinogen-
icity resulting from the administration of
large doses of DDT in test animals (p. 1);

(2) DDT is persistent and accwmulates In
animal tissues (p.3):

(3) DDT i3 present in most forms of ani-
mal life (ibid.);

(4) there is information which suggests
that DDT is interfering with the reproduc-
tion of ‘certain raptorial birds and may be a
contributor, among other factors, to the de-
cline of some of these species (ibid.):

(5) DDT is moderately toxic to honey bees
(ibid.);

(8) DDT {n lakes and streams has been a
factor in fish mortality and reproductlvo fall-
ures (ibid.); and

(7) When DDfr‘acou.muhtes in detritus
food some harm may be done to detritus teed-
ors (pp. 3-4).

He concluded (p. 8) that:

(1) DDTIsnotmlmmlnenthazu’dtohu-
man health;

(2) thero are some adverse effects upon
certain species of fish and wildlife;

(8) DDT has indisputably important and
beneficial uses in connection with human
health and agriculture, and thero are not
yet available substitutes for all essential uses;

(4) DDT use should be reduced to “uses
which are essential to the pubiic bhealth and
Welfare”; and,

(8) there would be continuation of the
review of the possible effects (both beneficial
and deleterious) of DDT.

In addition to issuing the Secretary’s
statement of reasons, USDA took other

-action subsequent to the filing of EDF's

initial peﬂtion. Speclﬂc&lly on Febru-
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ary 26, May § and August 18, 1970, {n or-
der to protect man and the environment
from the hazardous use of DDT, notices
of cancellation were issued covering reg-
istrations for a number of vegetable,
grain, fruit, forestry, livestock, nursery
and lawn uses of products containing
DDT.

(§) Environmental Defense Fund v.
Ruckelshaus (DDT II). On January 7,
1971, after reviewing USDA's Statement
of Reasons, the Court remanded the case
a second time, this time to the Admin-
istrator of the newly-create? Environ-
mental Protection Agency, who had just
been given authority for administration
of FIFRA. Environmental Defense Fund
v. Ruckelshaus, 439 F. 2d 584 (1971).

The Court determined that the Secre-
tary’s refusal to suspend or cancel all
registrations of DDT had been predi-
cated on an “incorrect interpretation of
the controlling statute.” 439 F'. 2d at 588.
Noting in particular that the Secretary
had found that DDT at large dosages
caused cancer in experimental animals
and that DDT was toxic to certain birds,
bees, and fish, the Court stated that it
wes “plain that he found a substantial
question concerning the safety of DDT.”
439 F. 2d at 594-95. When such a ques-
tion exists, the Court held, the adminis-
trative procedure must be “triggered.”
Although benefits may be balanced
against risks, the Court held that such
balancing must occur “in the full light
of a public hearing * * * [and] greater
weight should be accorded the value of
a pesticide for the control of disease,
and less weight should be accorded its
value for the protection of a commereial
crop.” 439 F. 2d at 594 (emphasis added).
Accordingly, the DDT case was remand-
ed to the Administrator with instructions
to issue notices of cancellation with re-
spect to the remaining uses of DDT.

(6) The Administrator’s Issuance of
Notices of Cancellation. In compliance
with the Court’s order in DDT II, on
January 15, 1971, the Administrator is-
sued notices of cancellation with respect
to all remaining registrations of DDT
products.

More than 50 registrants filed objec-
tions and a request for a public hearing.
- Two registrants, Montrose Chemical

Company and Crop King sought advisory
committee consideration. In addition to
EDPF, several other parties intervened in
the hearing, namely: USDA, The Na-
tional Agricultural Chemicals Associa-
tlon (NACA), H. P. Cannon & Son (a
Delaware food processor, only as to use
of DDT on sweet peppers) and El Lilly
& Company, a former registrant of one
DDT product. Montrose and Crop King
were not parties to the public hearing.

(7) The Administrator's March 18,
1971 Refusal to Suspend..In response to
Court Order in DDT II that he reconsider
the question of suspension, the Adminis-
trator issued a statement of “Reasons
Underlying the Registration Decisions
Concerning Products Containing .DDT, -
2,45-T, Aldrin and Dieldrin” on March
18, 1971. It seb forth the reasons why the
Administrator deemed suspenston of DDT
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products unnecessery in view of the ad-
ministrative proceeding then underway,
and srticulated general standerds relate
ing to pesticide cancellation and suspas -

sion matters. The Administrator noted:

that: -

This determinntion in suppoerted by the nn-
turo of tho presant offects ¢f DDT. DDT Is o
hnzard by virtue of its potentisl toxicity af
prolonged low levels of oxposure. This hozerd
in mado acute by the persistence, mobility,
and btomagnification of DDT in the environ-
mont. Recognizing these characteristics, the
four government committees whick hove
studicd the DDT problem in depth botween
1883 and 1969 have all recommended that {ts
uso bo phaseqd out over & perloed of time.
{Focotnots omitted] None heve recommended
on immedinte ban. However, the time hng
coms for resolution of the DDT issue in light
of the standards set out in the FIFRA. This
15 now being done through the ordorly ad-

" ministrative forum provided by the statute
in tho cancellation proceedings.

(8) Advisory Committee Report. The
advisory committee requested by Crop
Ring and Montrose, and composed of ex-
perts nominated by the National Acad-
emy of Sclences, began deliberations
on DDT in May, 1971. On September 9,
1971, the committee issued its report and
recommendations. After o lengthy, dis-
cussion of thé€ sclentific evidence of the
hazards of DDT use, the commiitee
found that DDT posed an Imminent hez-
ard to the environmentsl end recom-
mended that all DDT uses be rapidly
phased out. Previously, four Presidential
and other scientific commissions recog-
nized the inherent hazards of DIDT. “Use
of Pesticides,” A Report of the Presi-
dent’s Science Advisory Comunitiee
(May, 1963); “Restoring the Quality of
QOur Envircoment,” Repoxt of the En-
vironmental Pollution Panel, President’s
Science Advisory Committee (November,
1965) ; Report of the Committee on Per-
sistent Pesticides, Division of Biology
sand Agriculture, Neational Research
Council, to U.S. Department of Agricul-
ture (May, 1969); the Report of the
(EE.W.) Secretary’s Commission on
Pesticides and Their Relationship to
Environmental Health (Mrak Commis-
slon) (December, 1969).

(9) EDF v. Ruckelshaus (DDT XI).
EDF returned to Court & third t{ime to
challenge the Administrator’s refusal to
suspend DDT registrations. Since the ad-
visory committee report was Issued jusé
prior to oral argument, the case was re-
manded to EPA for further considera-
ton of the suspension issue in light of
the advisory committee findings.

(10) The Administrator’s November 1,
1971 Statement. In  statement filed with
the Court on November 1, 1971, the Ad-
ministrator again determined not to sus-
pend DDT registrations. In reaching
that decision he noted that the advisory
committee had found:

DDT spreads from its gitc of spplication
aad s carried “throughout the global bic-
sphero” (Conclusion 2, page 39); ond DDT
ond its metabolites parsist for years in the
environment snd becomo concentrated in
certaln spectes of fish and wildlife, which
suffer oither present or potential danger
therefrom (Conclusion 3, page 39).
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. However, the Administrator concluded,
es the advisory commitiec had similarly
concluded,

© o o ghero will be no opprecinble differ-
cnce in hazard to the public whether the
recziotrotion of DDT 4o ilmamecdintely sus-
panled oF whother it 13 cancelled In the
near futurs, If woarranted. Therefore, the
hagmn to the public from DDT cannot be les-
gened by immedists suspension as opposed
to appropriats concellations upon the or-
dorly completion of the cancellation proce=
dures.

(11) EDF v. Rucxelshaus (DDT IV).
With the administrative proceedings in
process, the Court on December 9, 1971,
denied EDF's suspension petition, while
a the same time granting EDF the right
to renew its petition if the administra-
tive proceedings were not completed by
April 15, 1972.

(12) Formal Public Hearings. Formal
public hee._..gs commerced on August 17,
1971, before g hearing examiner 22d con-
cluded onn . :h 16, 19272. During those
eight months, 123 wiinesses® testified,
and 363 exhibits were introduced into
evidence. The DDT industry presented 17
witnesses end introduced 58 exhibits
USDA, in & dual role as registrant (of two
sgricultural pest quarsntine products)
and intervenor, -presented 40 witnesses
and 04 exhibits; EDF presented 13 wit-
nesses and introduced 66 exhibits; and
the EPA staff presented 47 witnesses and
introduced 132 exhibits. The remaining
witnesses and exhibits were introduced
by H. P. Cannon and EU Lilly. The tran-
script of the evidentiary hearing contains
more than 9,300 pages.

(13) The Examiner’s Recommended
Decision. The Hearing Examiner’s rec-
ommended decision was issued on April
25, 1972. Stating that in order {0 cancel
DDT, he would either have to find that
DDT directly causes cancer in man or
makes the “earth uninhabitable,” the
Exeminer concluded that the “DDT
products in issue were not misbranded
under the FIFRA (7 US.C. 135b(2), (8)
(2) (e), () and (g))”; that, as a matter
of law, DDT use is not a carcinogenic,
mutagenic or teratogenic hazard {0 man,
gnd that DDT did not have & deleterious
effect on fAsh or wildlife. Recommended
Decision at 92-94.

(14) Orzal Argument Before the Ad-
ministrator. After receiving extensive
written brieis, on May 16, 1972, the Ad-
ministrator personally heard over three
hours of oral argument on the exceptions
raised by the various parties.

(15) The Administrator's Cancellation
Order of June 14, 1972. On June 14, 1972,
the Administrator issued san order cen-
celling all DDT registrations except those
for public health and sgricultural pest
querantine use. The order established
December 31, 1972, as the effective date

of the cancellations.

5 38 of the witnesses were wildiife blologists,
83 were entomologlsts, ¢ were toxicologisis or
pharmsacologists, 8 were cancer experts, @
wera chemists, § were medieal doctors, 2 ware
cconomists, and 6 were businesamen. Tho re-
maining witneasss represented other mincel-
iancous disciplines cnd delds,

FEDERAL RECISTER, YOL. 40, NO. 68—TUESDAY, APRIR

At the outset, he stated that he was
“persuaded . .. that the long-range risks
of continued use of DDT for use on cot-
ton and most other crops is unacceptable
and outweighs any benefits.” 1972 Order,
37 FR 13369.

The Administrator found that “once
dispersed, DDT is an uncontrollable, dur-
able chemical that persists in the aquatic
and terrestrial envircnments.” 1972 Or-
der, 37 FR 13370. He concluded that DDT
was “highly volatile” (37 FR 13370 n. 16)
and “can vapcrize from crops and soils™
(37 FR at 13373); that it “can be trans-
ported bv drift during aerial application”
(Id. at 17, A, 3(a)); and that it “can be
attached- to eroding soil particles” (Id.
at II, A, 3(c)). The Administrator
also found thet DDT “can persist in the
soils for rears and even decades” (Id.
atIL A, 1) ; that It “can persist in aquatic
ecosystems” (Id. at II, A, 2); and that
“it is occasionally found in remote areas
or in ocean species, such as whales, far
from any known area of application® (37
FR at 13370-71). As & result of its per-
sistence and mobility, the Administrator
found that DDT is “roncentrated in or-
ganisms and transferred through food
webs” 37 FR at 13375) ; that DDT *“‘ac-
cumulation in the food chain and crop
residues results in human exposure” (Id.
at ITI, A. 2): and that “human beings
2&01;9) DDT” in their tissues (Id. at ITI,

With re-n:-t to hmman health, the Ad-
ministrater found th~t “DDT causes tu-
mors in laboratory animals” (Id. at IV,
A, 9(a)); th~t “there is same Indication
of metastasis” of such tumors (Id. at
IV, A, 9(b)); that “tumor induction in
mice is a valld warning of possible car-
cinogenic propertfes” (Id. at IV, A, 9
(c)); that there are “no adequate nega-
tive experimental studies in other mam-
malian species” and “no adequate human
epidemiolo~ical data”™ (Id. at IV, A, @ (d-
e)); and that “not all chemlicals show
the same {labor-~tory} tumorigenic prop-
erties” (Id. at IV, A, 9(£)). Accordingly,
the Administrator found that DDT poses
& cancer risk to man. (Id. at IV, A, 9;
IV, B).

The Administrator also found that
DDT poses hazirds to birds, fish and
other animal life:

1. DDT aflects phytoplankton specles’ com-
position and the natural balance in aquatic
ecosystems. -

2. DDT {s lethal to many beneficial agri-
cultural incects.

3. DDT can have lethal and sublethal ef-
fectas on useful aquetic freshwater inverte-
brates, including arthropods and mollusks.

4. DDT is tovis to fich,

6. DDT can affect the reproductive success
of fish.

8. DDT can have & varlety of sublethal
phystolozical and behavioral affects on fish.

7. Birds can moblllzo lethsl amounts of
DDT residues,

8. DDT c¢an cause thinnings of bird egg-
cholls end thus impalr reproductive success.
(Id. at IV, A, 1-8).

Concerming DDT's benefits, the Ad-
ministrator found that “DDT s useful
for the control of certain cotton insect
pests” (Id. at V.4, 1); that “cotton pests
are becomming resistent to DT (1d at
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V.A, 2) ; and that “by using methyl para~
t.mnnorot.hermzmot pest control cot-
ton producers can generaily produce
satisfactory ylelds at acceptable cost”
(Id at V.A,4), With respect to alterna-
tive chemical pesticides, the Administra-
tor found that “methyl parathion and
other organophosphate chemicals are
effective for the control of cotton pests”’;
that they are “less toxic to aquatic life
than DDT”; that they “appear to be
less ‘persistent’' and do not build up in
the food chain”; and that “methyl para~-
thion is acutely toxic by dermal, respira-
tory exposure and oral inhalation” (Id
at V.A, 3). The Administrator concluded
that “the use of DDT was not necessary
for the production” of cotton and other
specified crops. (Id. at V,B).

(16) EDF v. EPA (DDT V). Coahoma
Chemical Company, EDF and other
parties sought review of the Administra-
tor’s final cancellation order in the Court
of Appeals. Observing that the order was

{ssued “after a lengthy administrative -

review” and on the basis of “an extra-
ordinarily voluminous record” the Court
found that the 1972 Order was sup-
ported by substantial evidence and af-
firmed. Environmental Defense Fund,
Ine. v. Environmental Protection Agency,
489 F. 2d 1247, 1249, 1251, 1254 (D.C. Cir.
1973). In so doing the Court rejected in-
dustry argument that:

¢ » ¢ the Administrator's findings are in-
sufiicient in that they are based to a large
extent on data which does not directly and
specifically reiate to the uss of DDT to com-
bat the boll weevil and the bollworm in the
cotton growing areas of the Southeast.

The court went on to find that:

It i{s true that much of the evidence i{n
the record concerning dangers of DDT does
not specifically relate to this one area or to
the use on cotton crops. However, it is not
necessary to have evidence on such a specific
use or ares in order to be able to conclude
on the basis of substantial evidence that
‘the use of DDT in general is hazardous. The
Administrator has pointed to evidence in the
record showing that use of DDT except in
minuscule amounts in highly controlled cir-
cumstances should be curtatled because of
unreasonsable risks to health and the en-
vironment. Reliance on general data, con-
sideration of laboratory experiments on ani-
mals, etc., provide a sufficlent basis to sup-
port the Administrator’s findings, even with
regard to each special use of DDT, 489 P, 2d
at 125354 (footnotes omitted).

B. The Required Procedures. In can-
cellation and suspension cases where
EPA has finally determined to cancel or
suspend a pesticide registration after ex-
haustive notice and opportunities for
hearing as mandated by FIFRA and the
APA, fairness requires that such final
orders not be modified or reversed
lightly.* Such prior orders should not be
modified or reversed without notice and
opportunity for formal public hearings.

¢ In addition to DDT, in each of the other
major csncellation and suspension proceed-
ings initiated pursuant to FIFRA Sectton 8,
EPA has similarly provided extensive notice
and formal hearing opportunities.

The aldrin and dieldrin suspension order
{ssued by the Administrator on October 1,
1974, followed almost three years of admin-
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ThE formal on-the-record decision mak-
process imposed by FIFRA and the

'A as & necessary prerequisite to final
cancellation or suspension would be ren-
dered meaningless if the Administrator
were to modify or reverse such orders
without notice to the public, without an
opportunity for formal hearings and
without limiting his consideration to &
formal hearing record. Such an informal
process could greatly prejudice the in-
terests of parties to the original proceed-
ings. In the original proceedings they

had the opportunity to be represented.

by counsel, to present witnesses and to
cross-examine witnesses of other parties.
They had the opportunity to argue their
cases before an independent hearing ex-
aminer and before the Administrator. An
informal process which modified or re-
versed a flnal order would not provide
such opportunities, would not protect the
procedural rights of affected persons and
would undercut the statutory scheme re-
quired by FIFRA. As the Court concluded
in DDT 11, “when Congress creates a pro-
cedure that gives the public a role in
deciding important questions of public
policy, that procedure may not lightly be
sidestepped by administrators.” 439 F.
24 at 594.

Formal reconsideration of prior orders
should only be granted, however, where
there is substantial new evidence which
may materially affect the order. The pro-
visions -of FIFRA relating to notice and
to the opportunity of adversely affected
parties to join in formal hearings are
broadly drafted to permit maximum par-
ticipation in the cancellation proceedings
by other Federal agencies, the States, in-

 dustry, environmental groups, and pri-

vate citizens. As the Court noted in DDT
II, “the statutory scheme contemplates
that [pesticide cancellation] questions
will be explored in the full light of a
public hearing. * * *” 439 F. 2d at 594.
With such broad opportunities to par-

istrative proceedings. The initial cancella-
tion notice for the major uses of aldrin and
dieldrin was issued by the Administrator
on March 18, 1871. Formal administrative
hearings commenced on August 7, 1973. Dur-
ing the following twelve months of hearing,
248 witnesses testifled, and over 35,000 pages
of transcript and exhibits were considered
and the suspension is now before the Court
of Appeals for the District of Columbia..
Similarly, the two administrative proceed-

.ings currently in progress with respect to

pesticide products containing mercury and
mirex have involved lengthy hearings. The
notice of intent to hold hearings on mirex
was issued on March 28, 1973. The formal
hearings were begun on December 3, 1973,
and have not yet concluded. To date, over
60 witnesses have testified in those hearings
resulting in a record of over 12,400 pages. As
in the aldrin and dieldrin proceedings, a
scientific advisory committes report on
mirex was prepared prior to the commences-
ment of the formal hearings.

The cancellation of pesticide products con-
taining mercury was fssued on March 232
1972. The formal administrative hea.rings
began on Qoctober 1, 1974, and are still in
progress. Forty witnesses have testified thus
1ar in thoss hearings generating . record of
over 2,400 pages.

PR

ticipate in ths original proceedings, the
public interest—and the interests of the
parties who participated in such pro-
ceedings—requires that the issues before
the Administrator not be relitigated with-
out a threshold determination that there
is substantial new evidence which may
meerially affect the prior order. This
procedure does not prejudice the inter-
ests of parties seeking modification. If
there is substantial new evidence, which
may materially affect the prior order,
a formal hearing should be coavened to
adjudicate whether such evidence re-
quires modification or reversal of the
prior order. On the other hand, however,
the public interest demands that public
agencies not be required to expend
limited resources on reconsideration of
facts previously adjudicated. Public re-
sources should not be committed to re-
consider a prior final order unless there
is substantial new evidence which may
materially affect such order.

For the foregoing reasons, EPA has
adopted Subpart D to the Rules of Prac-
tice (40 CFR Part 164) setting forth the
procedures to be followed {n the case of
an application under FIFRA sections 3 or
18 which requests use of a pesticide at a
site and on a pest for which registration
has been flnailly cancelled or suspended.
These revised procedures require that in
any such case the Administrator will ini-
tially determine, on the basis of the ap-
plication and supporting data, whether
there is substantial new evidence which
may materially affect the prior order and
whether such evidence could not have
been discovered by due diligence on the
part of the parties to the original pro-
ceeding. In any case where it is deter-
mined, as in this case, that there is no
substantial new evidence which may ma-
terially affect the prior order, then the
application will be denied.

In any case where it is determined that
there is such evidence, then a formal
hearing will be convened to determine
whether such evidence materially affects
the prior order and requires its modifica-
tion. In such a case, the ultimate deter-
mination will be made on the basis of the
record in the adjudicatory hearing and
the recommendations of the administra-
tive law judge presiding over the hear-
ing, taking into account the human and
environmental risks found by the Ad-
ministrator in his prior order and the
cumulative impact of past, present, and
anticipated uses in the future,

The procedures also provide that in
emergency circumstances the Adminis-
trator may rile on the application with-
out convening a formal hearing when he
determines that: (1) The application
presents a situation involving need to
use the pesticide to prevent an unaccept-
able risk to (1) human health, or (i) fish
and wildlife when such use would not
pose a human health hazard; and (2)
there is no other feasible alternative
solution to such risk; and (3) the time
available to avert the risk to human
health or fish and wildlife is insufficient

. to permit convening a hearing; and (4)

the public interest requires the granting
of the requested use as soon as possible.

FEDERAL REGISTER, VOL. 40, NO. 68-——TUESDAY, APRIL 8, 1975



This provision for dispensing with a for-
mal hearlng does not apply to the Loulst-

. ang application since the use of DDT on
cotton does not involve a need to use the
pesticide to prevent an unacceptable xisk
relating to human health or fish and
wildlife. ’

In the case of the petition by the State
of Youlsiang, notice of these revised pro~
cedures and of 2 tentative time schedule
within which they would operate was
given to all parties involved in the in-
formal public hearings held in Washing-
ton, D.C, on March 5, 1275. Because of
the March 5, 1975 notice to interested
parties, including the State of Louisiana,

- formal sdoption of such procedures on
the eve of my decision as to substantial
new evidence did not prejudice the In-
terests of interested parties including the
State of Louisiana. All such parties re-
celved notice of these procedures on
March 5 and were encouraged to submit
an additional brief statement summariz-
ing what they maintained to be substan-
tial new evidence on March 10, 1975. The
State of Louisiana, and other interested
parties have submitted such statements.

In addition, the Louisiana application
was filled under FIFRA section 18 pur-
suant to which Louisiana is required to
show that there is 2 pest outbreak for
which no alternatives are available and
which will result in significant economic
or health problems. 40 CFR Part 168.
Loulslans has questioned whether EPA
is now changing the substantive standard
by which its application will be evaluated.
The procedures adopted do not, however,
change the substantive rules by which
the Louisiana application will be meas-
ured. The issues ralsed by the Louisiana
application under section 18 were ad-
judicated and finally decided in the 1972
DDT cancellation case. In that case the
Aministrator was required to make, and
mede, specific Aindings and conclusions
with respect to the risks and benefits as-
sociated with DDT use on cotton. The
Administrator's findings and conclusions
were then affirmed by the Court of Ap-
peals for the District of Columbia in DDT
V. Thus, no showing under section 18 of
% pest outbreak, of unavailability of al-
ternatives and of significant economic
problems could now be made without
substantial new evidemce. The proce-
dures adopted clarify the application of
the general rules under sections 3 and 18
to specific cases, such as the Louisfanaz
application, which in substance request
modification or reversal of & prior final
order.

These procedures are not inconsistent
with previous EPA practice. Since the
1972 Order, EPA has recelved approw-
mately 44 applications under FIFRA sec-
tions 3 and 18 for the use of DDT on cot-
ton. All of these applications have been
denled summarily on the basis that they
failed to set torth suficient new informa-
tion which would warrant approval in
view of the general human and environ-
mental risks associated with such DDT
use and enumerated In the 1972 Ordex.

In addition to the 44 DDT-cotton re-
quests, EPA has received applications fox
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uses of DDT on other crops which were
not at Issue in the prior DDT adjudica-~
tory hearings. In 1973 and 1874 DDT was
authorized for use under FIFRA section
3 for the pea leaf weevil in Idaho and
Washington. These authorizations con-
s.dered the avalilable evidence “in light of
the terms of the June 1972 {cancellation}
order ° ° °” 39 FR at 10322. However,
the use of DDT for the pea leaf weevil
was not cancelled by the Administrator
in his 1972 Order and thus the pea leaf
weevil application: did not in substance
request the use of a pesticide on a site
and against a pest which was cancelled
by final order. In fact, the pea leaf weevil
was first detected at damaging levels in
1970 and relatively little was known
about the impact of climatic and biotic
factors on its development or about re-
sistant crop strains or planting tech-
nises whi~h could mitigate infestation.
The arew of application was very dry
(15-20 inches of rzin per yeai), had few
treesand i < vegetation sther than the
dry pea crop. The areg involved thus pre-
sented little potential for contamination
of squatic ecosystems. Because the weevil
was & new pest, there were no pesticldes
registered for the requested use to pro-
tect dry peas in Idaho and Washington
which actounted for 95 percent of total
U.S. dry pea production.

In 1974 DDT was authorized for use by
the U.S. Forest Service on the Douglas-
fir tussock moth In parts of Oregon,
Idaho and Washington. That decision
specifically stated that: “The use of DDT.
for control of the tussock moth was not
specifically addressed in (the 1972 DDT
cancellation]) order, but there is no pres-
ent registration of DDT for this pur-
pose.” 3¢ FR 8377, The use of DDT on
the Douglas-fir tussock moth had been
registered in 1947 by the Forest Service,
but the use was later abdndoned by
USDA in. 1969, Accordingly, the use of
DDT to control the Douglas-fir tussock
mothk had not been subjected to formal
review through an adjudicatory proceed-
ing. In addition, the tussock moth case
presented 2 significant environmental
need for DDT. At stake were 650,000
acres of mature forests containing the
Douglas-fir. In 1972 and 1973, the moth
had defoliated trees on 800,000 acres—
of which 17,000 acres of forest were com-
pletely killed and on an additional 71,000
acres at least half of the Douglas-fir
were killed. Mature forests—including
Douglas-Ar—require many years to de-
velop even assuming prompt and thor-
ough replanting. A new “crop’” cannof
be grown “next year.” Moreover, the de-
foliatlon of such vast forest lands pre-
sented serious fire hazards. It was esti-
mated that with any fire outbreak a for-
est defoliated by the tussock moth would
burn and spread 6 times faster than nor-
mal (25 acres per hour rather than 4
acres per hour). Thus, anticlpated de-
foliation presented serious health haz-
ards as well as economic losses (estl-
mated $67 millon loss). In addition,
even without forest fires, extensive de-
foliation of watershed areas may have
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caused significant water pollution by
virtue of sedimentation attributable to
runoff. Finally, the Douglas-fir tussock
moth application sought the use of ap-
proximately 490,000 pounds of DDT over
650,000 acres, whereas the Louisiana ap-
plication is for 2,250,000 pounds over
450,000 acres—roughly 5 times more
DDT per acre.

Although the status of DDT requests,
such as thosé for cotton, as petitions
for reconsiderafion of the 1972 Order
and the standard for determining wheth-
er to reconsider the 1972 Order (sub-
stantial new evidence which may ma-
terially affect the prior order) may not
have been fully articulated in determi-
nations issued by EPA since the 1972 Or-
der, in substance EPA was applying the
same standards which have been for-
mally adopted for this case and for sim-
ilar cases in the future. To the extent
that prior practices and procedures may
have differed from the recently promul-
gated procedures, such changes are ne-
cessitated for the reasons set forth in
this opinion and in the preamble to Sub-
part D of the Rules of Practice.

C. Hearings on the Louisiana Applica-
tion. The five days of informal public
hearings already held in connection with
the Louisiana application produced 1180
pages of transcript and numerous ex-
hibits. A seven-man panel of EPA tech-
nical and administrative experts heard
the testimony presented, reviewed ex-
hibits submitted by the participants, and
analyzed the statements submitted by all
interested parties which summarized the
evidence bearing on the Louisiana peti-
tion. This panel was also charged to
review the whole of the data and make
a preliminary assessment as to whether
“(1) the applicant has presented sub-
stantial new evidence which may mate-
rially affect the prior cancellation or
suspension order and which was not
available to the Administrator at the
time he made his final cancellation or
suspension determination and (2) such
evidence could not, through the exercise
of due diligence, have been discovered
by the parties to the cancellation or
suspension proceeding prior to the issu-
ance of the final order.” (40 CFR 164.132
(a)). -

The report and conclusions of the
panel were presented to me on Thurs-
day, March 13, 1975. The panel! con-
cluded that Louisiana had not presented
any substantial new evidence which may
materially affect the 1972 Order. The re-
port and conclusions of the panel are be-
ing published as an appendix to this
Statement.

Having reviewed anag discussed the re-
port and conclusfons of the panel I have
made a separate evaluation of the factors

involved in the Loulsiana situation in-

. cluding consultation with the EPA staff

and review of the summary statements
filed by the parties to the informal hear-
ings. In addition, I have informally con-
sulted with a panel of the EPA Hazard-
ous Materials Advisory Committee
(HMACQC). The HMAC panel was charged
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to explore preliminarily scientiflc ques-
tions which may have been presented.
The HMAC panel spent Friday, March
14, reviewing the Louisiana application
and discussing the questions presented
with the EPA hearing panel and others.
‘The HMAC panel did not reach any con-
clusions or make any recommendations
with respect to whether thers was any
substantial new evidence which may ma-
terially affect the 1972 Order. I appreci-

ate the HMAC panel’'s conscientious ef-

forts and in reaching my decision I have
taken into account my brief discussions
with them.

IOI. Hazards From The Requested Use
of DDT. Very little evidence concerning
human health and the environment was
actually presented by Louisiana during
the informal proceedings. Certainly there
i5 no evidence before me that would mit-
igate the clear findings of Administrator
Ruckelshaus in 1972 with respect to en-
vironmental harm and risk to man posed
by DDT. In fact, data produced since the
19872 hearings that have been called to
my attention reafirm and augment the
serious nature of the environmental and
human health hazards posed by DDT.

There is no dispute that the use of
2.25 million pounds of DINT in Louisiana

. this year would have serious adverse en-
vironmental effects irrespective. of any
‘good faith educational or regulatory re-

_strictions that might be imposed by
either the Federal Government or the
State of Louisiana. In its application
(La. App. at 10), Louisiana stated that:

It is recognized that the use of DDT, even
when the precautions outlined above are
taken, will result In widespread contamina-
tion of the environment with undesirable
residues of this chemical.

However, Louisiana adds, without sub-
stantiation, its belief that: -
Even the most severe of the localized ef-"

fects are unlikely to be of more than ex-
tramely short duration. (La. App. at 12).

T cannot agree either that the severs
effects of widespread contamination and
undesirable residues which result would
be only local or that they would be of
extremely short duration.

There are certain basic characteristics
of DDT that are indisputable. These in-
clude its persistence, mobility and broad
range of toxicological effects. Perhaps
the most insidious of its characteristics
is the fact that the most serious of DDT's
toxicological effects are chronic or sub~
chronic and most often of an irreversible
nature. Such effects are not normally ap-
parent by routine scientific observation
until it is too late. This is cause for the
exercise of particular vigilance and scru-
tiny in the evaluation of any request for
the use of this compound.

The particular use In question here
would in my opinion present conditions
conduclve to the widespread contaminae-
tion and dispersal of DDT throughout
the environment. There is little question
but that the aerial and ground spraying
of 2.23 million pounds of DDT in the
August climatic conditions of Loulsians
would result in considerable off-target
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drift and ever more significant volatil-
ization and environmental dispersion of
the compounds. There is ample evidence
in the 1972 record of the volatility and
persistence of DDT.

One of the principal restrictions pro-
posed by Loulsians would limit DDT ap-
plication to one-half mile from dairies
or forage, silage, and grain crops used to
feed dairy animals. Similar type restric-
tions were proposed and explored in the
1972 hearings and it was concluded then
that such limitations simply could not
curb the environmental contamination

- that follows from this type of DDT use.

Indeed, Administrator Ruckelshaus con-
cluded in 1972: “I am convinced by a pre-

- ponderance of the evidence that, once

dispersed, DDT is an uncontrollable, du-
rable chemical that persists in the aqua-
tic and terrestrial environments.” (1972

" Order, 37 FR at 13370). Included in the

1972 General Findings were the follow-
ing:

A. No dfrections for us® of DDT, even 1if
followed, can over the long run completely
eliminate DDT's injury to man or other
vertebrate animals. )

B. No warning or caution for use of DDT,
even if followed, can over the long run pre-
vent injury to living man and other verte-
brate hnimals (37 FR at 13378, VII).

Many examples of DDT's ability to
persist and move in the environment
wereo presented in the 1972 hearings.
Perhaps the most dramatic example was
the discovery of DDT in the wildlife of
Antarctica, where of course it had never
been used. This continent, with its ice
shelf, lies over 600 miles from the tip
of South America, over 1,000 miles from
New Zealand, and over 2,000 miles from
the tip of South Africa, which are the
closest possible sources for its DDT con-
tamination. From these examples, one
can see the extreme unlikelihood that
any of the proposed restrictions, eg.,
one-half mile aerial application restric-
tion around dairy farms, etc., will miti-
gate the resulting DDT contamination of
food, feed, air and human water sup-
plies as well as fish and wildlife in prox-
imate as well as distant areas.

The significance of my initial discus-
‘sion of the likely massive environmental
contamination that will result from the
proposed use of 2.25 million pounds of

centers on the resulting exposure
and increased risks to humans and to
wildlife, The principal risk to humans is

" cancer. As Judge Leventhal of the U.S.

Court of Appeals for the District of Co-
lumbia. pointed out, cancer is a “sensitive
and fright-laden” matter compounded by
the fact that carcinogenic effects are
“generally cumulative and irreversible
when discovered.” Environmental De-

. lense Fund v. Environmental Protection

Agency, 465 F. 2d 528 (1972) . This “sensi-
tive” issue hds been highlighted recently
by the publicity given to the study show=
ing a particularly high rate of cancer in
the Louisiansa area.

In 1972, then Administrator Ruckels-
haus made the factual inding that “DDT
is a potential human " (37
FR at 13375, IV, A, 9). As the basis for

" this finding the Administrator cited the

fact that: “Laboratory tests have * © *
produced tumorigenic effects on mice
when DDT was fed to them at high
levels.” (Id. at 13371). The laboratory
tests referred to were cited as the
Blonetics study in which mice were fed
140 ppm of DDT and the Lyons study
(at that time incomplete and still in
progress) in which “()ncreased hepa-
tomas [liver tumors] were noted in msale
and female mice fed DDT at 250 ppm.”
(Id. at 13371 n. 20).

The Administrator further fsund in
his evaluation of the cancer hazard of
DDT that: “there is no adequate human
epidemiological data on the carcino-
genicity of DDT, nor i3 it likely that it can
be obtained.” (Id. at 13375, IV, A, 9(e)).
This finding has not been challenged and
remains true today. Thus, the laboratory
findings of carcinogenicity retain their
preeminence in the overall evaluation of
the cancer risk of DDT to man. On the
basis of these prior findings, I conclude

" that the requested use of 2.25 milllon

pounds of DDT in Louisiana this year
poses an unacceptable cancer risk to man,
There i3 no substantial pew evidence
which would materially reduce the risk
perceived in 1972.

Since the issuance of the 1972 Order,
even more disturhing evidence of the
carcinogenicity of DDT than that relied
upon by Administrator Ruckelshaus has
been published in the scientific litera-
ture. Nearly five months after the 1972
Order and some nine months after the
close of the DDT hearing the first final
report of the Lyon study, referred to as
“still in progress” in the 1972 Order, was
published. That report showed DDT not
only to cause a significant increase In
liver tumors in the first generation of
mice fed 250 ppm DDT, as noted in the
1972 Order, but also revealed that a stmi-
lar significant increase in liver tumors
was shown in two generations of male
mice fed 50 ppm, 10 ppm and 2 ppm, the
lowest known dosage of DDT ever tested.
Int. J. Cancer: 10, 489-5068 (1972). The
majority of the “Working Group” of an
internationel conference of distinguished
pathologists who later examined ths
DDT induced lver tumors from this
study found the tumors to be malignant.
The entire “Working Group” concluded
that “exposure to DDT represents & car-
cinogenic risk for man.” “Report of
Working Group”, Int. Agency for Re-
search on Cancer, October 27, 1972.

In September of 1973, the final resulis
of the Lyon study, extended to six full
generations of mice (nearly 4.000 ani-
mals) fed DDT at 2, 10, 50.and 250 opm
levels, were published. The findings in
the succeeding four generations of mice
confirmed the results reported in October
1972 in the parent and first generation
treatment group. In the male mice in ali
six generations DDT caused a significent
increase in liver cancer at every treat-
ment level including 2 ppm, the lowest
dosage tested. Journal of the National
Cancer Institute, Vol. 51, No. 3, Septem-
ber 1973. :
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. Xz Novemaber 1973 o team of Rusgien
scientists reported the results of & multi-
generation DD feeding study in which
two groups of A-strailn mice were fed
10 and 50 ppm DOT in the parent gen-
eration while five succeeding generations
were fed 10 ppm. DDT caused 2 signif-
icant increase in lung tumors at both
feeding levels in the parent groups. Al

of the five succeeding generations showed

an i{ncrease in lung tumors over confrol
saimals; the Increase was significant sta-
tistically in the second, third and fourth
generations fed 10 ppm, the only dose
so tested. Int. J. Cancer: 11, 688-693
(1973). This finding of DDT induced car-
cinogeniclty at 2 site other than the liver
supports the results of an earlier report
by 2 Hungarian team which showed DDT
to cause & progressively significant in-
crease in leukemia and other malignant
tumors at several different sites in the
second through the fifth generations of
mice fed approximately 3 ppm of DDT
in the diet. Fd. Cosmet. Tozxicol., Vol. 7,
215-222 (1969).

In Mexch 1974 the fizst study of the

effects of the long term f{eeding of p,p’.

DDE, the principle DDT metabolite found
in all humans and in the highest quan-
tity of all of the metabolites, was re-
ported. At the only feeding level tested
(250, ppm) , p,p DDE was shown (o b2 an
extremely effective liver carcimogen in
bhoth male and female mice, but particu-
laxly in females in which there was a
98 percent incidence of tumors compared
%o only 1 percent {n the control animals.
Another DDT metabolite, p,p’ DDD fed
at the same single feeding level caused a
sigrificant increase in lung tumors.
Journgl of the National Cancer Institute,
Vol. 52, No. 3, March 1974,

In addition, evidence reviewed by me
in September 1974 that had been In-
.troduced in the Aldrin/Dleldrin suspens
sion hearing revealed the apparent
synergistic effects on the development of
tumiors in mice fed DDT and Dieldrin in
combination. (32 FR at 37268) While
such & possibility had long been feared

this weas the first evidence actually dem-

onstrating such effects. Knowing that
these two compounds are stored in the
tissues of the entire population of the
‘U.S. and are and have been breathed and
Ingested simultaneously for. years is an
added cause for serious concerm.

As I stated In my Order of Maxch 14th
denying the Loulsiana application, these
recent findings tend to reafirm and aug-
ment the cancer hazard of DDT perceived
by Administrator Ruckelshaus in 1972.
Hed the quantum of cancer evidence noé
changed since 1272 there is no doubt but
that the basis for the 1972 finding of a
carcinogenic risk would still lead me to
concur completely with the seriousness of
the cancer risk expressed in the 1972
Order. (See¢ my October 1, 1974, Order
Suspending Aldrin/Dleldrin Registra-
tlons, 39 FR 37265-72). What has been
called to my attention in these informal
proceedings by the National Audubon So-
clety and others concerning more recent
caneer testing does, however, convinees
me that the cancer hazard is not 2s “re-
mote” ag previously thought.

Wiezs

My zeview of thae evidence in the recend
Aldrin/Dizldrin  suspension procecding
svought to Hght certaln additionsl fre-
tors bearing on my present consideration.
The sppaxens; DOT/Dieldrin synergistic
carclonosenic response discussed above is
one such factor. In addition, I notice that
much hag beer ralsed In the past con-
ccrping the relevegce of carcinogenic re-
sults echieved in experiments using “high
levels” of g compound, an issue thet I was
not feced with in the .ldrin/Dieldrin
cese. The only dosage level cited in the
1972 DDT Order as producing tumori-
genic results was 250 ppm, although
reference wes made to a second study in
which it is known that 140 ppm was the
feeding level used. We now have evidence
that DDT is capable of causing a signifi-
cant Incldence of tumors in test animals
at leve’ slow e, 2 pom in the diet, the
lowest dosage ever fested. .

For purposes ¢’ reference, it shouic e
noted that in 197., che most recent year
for which complete figures are available,
DDY residues were found in the tissues of
99.93 percent of some 4,285 humans in-
volved in the annual EFPA Buman Moni-
toring Program. The cguverdge level in
these humans was 11.15 ppm DDT or
nearly fve times higher than the daily
intake shown to czuse 2 signifcant In-
cidence of tumors in mice. The maximum
level of DOT found in any one individual
wes 311.34 ppm. This recent information
was introduced in the Aldrin/Dieldrin
suspension hearing and i3 an update of
the human monttoring data considered
in the 1972 DDT hearing which reported
similar findings.

Data from the Euman Monitoring Pro-
gram reveal that DDT quantitative resi-
due values in humans are not uniformly
distributed throughout the population.
Residents of the South have consistently
shown higher levels of DDT in their tis-
sueg than residents of other parts of the
country. Moreover, black males, one of
the highest cancer risk segments of the
population, store the highest smounts of
DDT.

¥ realize that @ valid direct quantita-
tive comparison between intake levels
causing cancer in ¢{est animals and stor-
age levels in humans is not possible at

_this time. Among others, one complicate

ing factor 1s thet there are some chemi-
cal agents to which man is more sensitive
than test enimals and some agents to
whick man is less sensitive. We have no
wey of knowing or predicting outside of
gectual measurable human experience. I
cite thesz velues for several important
reasons, however, First, since storage is
¢ function of intake, these levels demon-
strate 2 continuous human exposure fo
DDT {rom pest usage. Sceond, the fact
that humang are storing such significant
levels in comperison with dosazge levels
in the ssme range which can produce
irreversible cercinogenic effects is @

. sobering snd extremely cautionsry ob-

servation. Third, our experts tell us that

‘because pf the persistence of DDT these

levels in humeans based on 1972 data, are
0ot expected to declne significantly over
the pext several years. Thug, sny cod-
sideration of & pregent reguest for fuxs

ther usg of DDT must of necessity con-
sider the restdual effects of all past and
present usage as well as any uses rea-
sonably anticipated to occur as a result
of grandng the instant request for use.
It is my opinion that humans in this
country cannot and should not be sub-
jected to the further DDT environmental
insult that would result from a granting
of the Louisiene petition.

In {{s summary statement of the evi-

dence (La. Statement at 6). Louisiana

cites as support for the argument that
the carcinogenic risk of DDT “is now
quantifiable and still remote”™ several
statements allegedly attributable to an
EPA official responsible for the reevalu-
ation of DDT. In fairness to the official
cited it should be noted that the conclu-
sionary quote attributed to him—'"Thus
subsequent evidence confirms that hu-
man risk i{s remote and that the limited
use in question pos-s no unreasonable
risk of harm to man’’—was never made
and is net to be found in the reference
cited. Sce Hearings Before the Subcom-
mittee of the Commission on Aopropria-
tons; Subcommittee on Agricuiture—
Environmental cnd Consumer Protection
Appropriations for 1975, Ft. 5, Environ-
mental Programs, Arril 4, 1974,

1 can ind no merit in Louisiana’s re-
liance on the sole sentence of the actual
quote which mentions c2rcinogenicity,
since it has been taken out of context
and no sunporting data or further ex-
planation follaw, either in the text of
the Subcommittee Rerort or in Louisi-
ana’s evidence summary. I believe that
the most complete statement of the DDT
cancer evidence is found in the ~1972
Order and in my discussion herein. The
principles of chemicsl carcinogenesis
which I have been guided by in my eval-
uation of this experimental evidence are
set forth in my discussion of carcino-
genicity in the A'drin/Dieldrin Suspen-
sion Order (3% FR 37265-72).

Finallv, serious concerns in connec-
tion with the Louisiana reouest have
come both from rrivate environmental
groups. the Loulsiana Wildlife and Fish-
erles Commission and the U.S. Depart-
ment of Interior, all of whom feel that
permitting the use of 2.25 million ncunds
of DDT would seriouslv jeopardize the
fish end wildlife of Louisiana and sur-
rounding areas and in particular the
brown pelican, one of America’s endan-
gered snecles. The concern for the effects
of DDT on wildlife has also been ex-
pressed by the shrimn and fishing indus-
tries of Louisiana who fear losses both
through direct mortalitv and through
seizures of shrimp and fish containing
excessive DDT residues by responsible
Pederal authorities. Past experience has
ta,ugdht us that such concerns are indeed
valid.

The case against DDT {n 1972 was
thoroughly documented in the area of
environmental harm. Mr. Ruckelshaus
stated In the 1972 Order (37 FR  at
13371) : “The case against DDT involves
more, however, than a long-range hazard
to man’s health. The evidence presented
by the Agency’s Pesticides Ofiice and the
intervenors, EDF, compellingly demon-
strates the adverse impact of DDT on
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fish and. wildlife.” Later in his 1972
Order (id, at 13373), Mr. Ruckeishaus
reiterated this conclusion: “the Agency
and EDF have established that DDT is
toxic to non-target insects and animals,

persistent, mobile and transferable and
t.hatltbundsuplnthexoodcha.ln.No
label directions for use can completely
prevent those hazards.”

I am convinced that the use of 225
million pounds of DDT in Louisiana this
year would resuft in adverse impact .on
fish and wildlife, both in Louisiana and
in surrounding areas. Since environ-
mental hazards were covered in such de-
tail in the 1972 Order and since no new
evidence has been introduced to refute
those findings I hereby incorporate by
referencé those appropriate discussions
and findings from the 1972 Order which
deal with the adverse effects of DDT on
fish and wildlife.

Moreover, 1 am mindful of the un--

fortunate economic consequences that
have been suffered by various food and
feed industries as a resuit of pesticide
residues in excess of established toler-
ances or action levels. In this particular
situation the Louisiana shrimp and fish
industries as well as beef cattle, dairy
and animal feed producing industries are
all innocent bystanders to the use of
DDT on cotton. Nonetheless, they stiil
run the real risk of suffering adverse
economic consequences from resulting ex~
" cessive DDT residues. The uncontrol-
lable nature of the compound and past
experience teaches us the inevitability of
finding Impermissible residues of DDT in
certain of these food and feed commodi-
ties as a result of such massive nearby
use.

IV. Need For the Requested Use of
DDT. I adopt the report of the EPA sev-
en-man review panel which is attached
as an appendix to this Statement. The
panel reached the following conclusions
with respect to the requested use of DDT'":

1. Average cotton ylelds have declined in
the last two years as compared to the preced-
ing ten years. However, there !s no svidence
to indicate that any meaningful conclusions

concerning the relationship of ylelds to the

presence or sbsence of DDT can be dra.wn
from such a comparison.

2. The tobacco budworm isbut one of many
factors which affect yields, and it is quite
clear that no evidence was presented to sup-
port the proposition that the tobacco bud-
worm was the principal cause of reduced
yields in the past two years.

3. The tabacco budworm has become a late-"

season cotton pest; however, {t Is not clear
that the predominance of this pest occurred
as recently as three years ago; instead, it may
have risen to its present status prior to 1972,
Furthermore, because of resistance problems,
1t is just as likely that the tobacco budworm
will remaln s late-season pest whether or not
DDT or methyl parathion or any other cur-
rently available pesticide is used.

4. The Loulslana estimates of economic
1osses totally ignors the numerocus factors
which affect cotton yields. The underlying
sssumptions on which the estunates are
based are inconsistent with actual experience
in Louislana and are contrary to sound ana-
{ytical methodology.

S. There {s no conclusive evidence to In-
dicate whether the DDT mixture can be ex-
pected to be effective in controlling tobacco
budworm In 1975. .
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8. Loms!ana bas not demonstrated that all

currently registered insecticldes are ineffec-
tive against tobacco budworm.

7. A repetition of cotton insecticids short-
ages In 1974 is unltkaly to occur in 1975,

8. It is impossibie to predict the likelihood
of a tobacco budworm outbreak in 1973 at
this time. However, if past cotton production
practices are continued, and more sophisti-
cated production methods are ignored, the
likelihood of an outbreak will be enhanced.

8. Louisiana has not taken fullest possible

advantages of Integrated pest management
techniques which other states have found to
be of considerable benefit,

A. Economic Impact. The major prob-
lem which Louisiana wished to address
through the use of DDT in 1975 is one
of preventing additional economic loss
to cotton producers who were already
hard hit in 1873 and 1974. Estimates of
total potential economic losses have been
made by both the State and USDA. The
State estimates are derived from an
assumed continuation of estimated losses
in 1973 and 1974; the USDA estimates
from an eeonomic model.

In its application, Louisiana estimated
that tobacco budworm “specifically

caused the loss of approximately 50-60

million dollars in 1974 in direct and in-
direct loss to the cotton industry” in the
State. An economic analysis included -in
the State’s application estlimates that
cotton producers’ combined 1973-74

losses were $50,645,250 and that in-.

creased unit costs arising from reduced
yields, i.e., unit costs of production, gin-
ning, and warehousing, were $17,773,500.
These estimates were based on the fol-
lowing assumptions which tend to infiate
the estimated losses: (i) all losses in
yields would be attributable to the un-
avallability of DDT, (i) the total har-

.vested cotton acreage was the same In

both 1973 and 1974, (iiD) lint cotton
losses per acre were 111 pounds, and
(iv). that the relative efficacy of DDT
compared io alternatives, is high This
approach overlooks other factors which
seriously -affect cotton yields, such as,
weather, planting time, disease, etc. See
Report of the EPA Special Review Group
(EPA Report) at 6-D.

The USDA analysis of potential.eco-
nomic losses was $15.8 million in 1974.
Even this analysis may be subject to

revision because it rests, in part, on

eflicacy data which the Special Review
Group found to be of questionable
valldity. See EPA Report at 6 E/F.
No matter which estimate is taken, it
must be compared to total income meas-
ures for the State to put the estimated
impact into the perspective of the State's
economy as & whole. Estimates of farm
income and State income from 1972
show that these values were $800 million
and $14 billion, respectively. Thus, while
the estimated losses constitute approxi-
mately 7.5 percent of total farm income,
they do not appear to represent a major
upsetting factor to the total economy of
the State. The potential economic effects
must therefore be viewed in thelr proper
context of locallzed microeconomic dis-
locations. This is not to say that such
effects are to be dismissed lightly, since
they may constitute severe burdens on

individuals—farmers and ginners and
their employees—and qn other industries
in the affected parishes. Yet, even if DDOT
were to achieve the resuilts anticipated by
the State, it would have the effect of
alleviating cotton growers’ economic
problems while, at the same time, impos-
ing certain health, environmental, and
economic costs on third parties, eg.
dairy farmers, livestock producers, com-~
mercial fishermen, and so on. The esti-
mates of potential loss discussed above
include only the direct and indirect costs
which might arise as a result of reduced
cotion yields; there has been no allow-
ance made for the increased costs, eco-
nomic and otherwise, of using DDT as
requested in the State’s petition. Nor
have thc offsets available by improved
utilization of‘ alternative pest control
techniques or..alternative crops been
taken into account as reductions to the
estimated gross economic loss. |

. One of the key assumptions made in
the petition is that the economic prob-
lems of Louisiana cotton growers are
linked to the lack of DDT. Another s
that all losses are attributable to damage
by the tobacco budworm. These assump-
tions fall under critical apalysis.

To begin with, it is necessary to ex-
amine some of the institutional factors
that have affected the economic situa-~
tion. An institutional change of immense
importance occurred in 1974 with the in-
troduction of the new cotton allotment
program. This program was part of the
1973 Agricultural Act, and it required
important changes in agr!cultural poli-
cies and philosophies, placing a great deal
of reliance on the free market and re-

- quiring a good deal more judgment on

the part of the farmer than was required
under the previous programs. With re-
spect to cotton, the Act replaced an
across-the-board payment of 15 cents
per pound with a target price program,
ie., when the national average price for
a calendar year falls below the target
price (currently 38 cents per pound),
growers are reimbursed for the differ-
ence, In regard to the shift away from
cotton subsidies, the Speeial Review
Group found that cotton growers “are in
a transitional period requiring adjust-
ments not only in their production plan-
ning but also in their handling of factors
which affect cotton yields and pest con-
trol, which, in many instances, are inter-
related.” See EPA Report at 6D.

Another important change made by
the Agricultural Act was the introduction
of a disaster payment program, which:
economically protects farmers if they
lose more than one-third of their crop.
In the circumstance where farmers plant
cotton on non-allotment acres and suffer
a large yield-per-acre loss for any season,
they often are not eligible for disaster
payments. This situation was relatively
common in Louisiana last year, thus in-
creasing the farmers’ economic disloca-
tion. N

In the past two years, cotton price -

fluctuations also worked to the growers’
disadvantage. In 1973, much of the cotton
crop was contracted. From a market
point of view, 1973 was one of the cotton-
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industry’s better years. But sinca most
growers sold thelr crop carly to futuxes
speculators, the latier were the primary
beneficiaries of rising prices during the
year. At the beginning of 1974, cotto
growers were particularly optimistic.
_Forecasts and expert thinking were orl-
ented toward an extremely good cotton
year and faymers planted large acreages,
apparently relying on high price esti-
meates. In Iouisiane, ecreage’ jumped
from 530,000 in 1973 to 665,000 in 1974. A
large portion of this incressed acreage
was planted under high risk conditions,
since many farmers could not expect to
be covered under the disaster peyments
provisions of the 1973 Act, and a good
deal of cotton was planted sfter the op-
timum planting time (before May 15 in
Louisiana) , thereby increasing the likeli-
hocd of & late-season tobacco budworm
problem. In addition, with their 1973 ex-
perience in mind, many growers chose
not to contract; nationally, about 20
percent contracted in 1974, compared to
75 percent in 1973. Unfortunately, the
market agaln worked to the growers’
detriment. Toward the end of the grow-
ing season, prices fell precipitously. With
costs having increased significantly, cot-
ton growers were caught in s severe cost-
price squeeze, and many of them sufered
serious losses.

Naturally, the economic factors that
have affected cotton production in Lousi-
ana in recent years Have alse affected it
in other States. Furthermore, Louisiana
has not been alone in experiencing &
downward trend in cotton ylelds in the
last few years. The same thing has hap-
pened in all the Mississippt Delta cotton-
producing States. In fact the USDA Crop
Reporting Board’s report dated Jeanu-
ary 10, 1975, shows that the other States
in this region 2all have experienced
sharper declines. According to that re-
port, vields in 1974, compered to 1969-73
averages, declined 28-29 percent in Ar-
kansas, Mississippi, and Tennecssee; 36
percent in Missouri; and 7.5 percent in
Louisiana.

In summary, 1974 was an exceedingly
bad year for cotton producers in Louisi-
ang and elsewhere—market prices were
low, costs were high, and they were faced
with adverse natural phenomense such as
whether and insects. On the institutional
side, the commodity market wes incor-
rectly assessed. ’

B. Tobacco Budworm. Louisiana’s ap--
plication indicates that the tobacco bud-
worm has reached outbreak proportions
and has become resistant to registered
Insecticides. -

An increase in budworm infestation
has been observed in recent years, pariic-
ularly during August and September
when cotton is most susceptible to in-
festations of this pest. Resistance to in-
secticides, including mixtures containing
DDT, has apparently pleyed a part in
the recent predominance of this pecsé.
Howaver, it is unclear when the pre-
cdominance of the budworm in the late-
season occwrred. It is possible that both
an increase in resistence combined with
increased populations has been o devel-
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oping trend which started in years when
DDT was used and has continued up to
the present time. The tobacco budworm
may be showing resistance to all insecti-
cides, including DDT. In any event, the
data furnished to the Special Review
Group_ have not cstablished when the
tobucco budworm outbreak occurred.

Loulsians maintained that the DDT
mixture was the only effective method
of controllingr the tobacce budworm. The
experimental testing designs used by
Louisiangs make it Impossible to attach
any lgnificance to .ne claimed differ-
ences in the relative efdcacy of DDT over
other currently registered insecticides.
In fact, some of the data submitted by
Louisiane showed that one aliernative
pesticide had nearly the same efective-
ness a3 the- DDT-toxzaphene-methyl
parathion mixture, and that certain
combinations of pesticides had e signifi-
car® "apact i ¢ tton yields. EPA Re-
port GF. Accerdingly, alternative con-
frols for tr~ tobaccoc budworn. are
available.

CORCLUSION

A great deal of consideration hes been
siven o a1l aspects of the Loulslans ap-
plcation for the use of DDT on cotton
in 1975. X have carefully reviewed the re-
poxt of the EPA seven-man panel who
listened to the testimony presenbzd dur~
ing the five days of informal hearings
and who read all of the written exhibits

submitted to the hearing record. The
vrritten summaries-of the evidence sub-
mitted by interested partles have been
read by me and discussed with my staft
and adyisors. Every opportunity has been
given to the State of Louisiana to present
its case in the most favorable light pos-
sible. Tn accordence with Subpart D of
EPA’s Rules and Practice for Applica-
fions Under sections 3 and 18 to modify
Previous Cancellation or Suspension Or-
dexs (40 FR 12261), I have reviewed the
totality of the evidence in an effort to
determine whether the applicant has
presanted  substantial new  cvidence
whichh may materially affect the 1972
Order cancelling virtuelly all uses of
DDT. The 1872 Order was en important
EPA action reached after extensive ad-
ministrative and judiciel proceedings.
The 1972 Order weighed all risks and
henefits of DIT use.

X aum convinced at 2 minimum that no
substantial new evidence exists which
may materially affect the 1972 Order
as it relates to the cancellation of DDT
registrations for cotton. Certain evidence
presented, moreover, would Indicate that
the caviconmenial snd human risks
caunciated in the 1972 Order may now
be of cven greater magnitude then in
1972. In addition, I find that the use of
DDT on cotton in Louisiana this year is
not necessary. There is no substantial
evidence that DDT would be efilcacious
or that alternative chemical pesticides
and other control techniques sre un-
available or inefiicacious.

Accordingly, X incorporate this state-
ment of reasons into my Order of

March 14, 1975, denying the section 18

epplication by the State of Louislana for
emergency use of DDT on cotton in 1975.

Dated:‘March 17, 1975,

RusseLL E, TRAIN,
Administrator.

To: Acting Deputy Assistant Administrator
for Pesticide Programs.

Prom: Speclal Revlew Group.

Bubject: Loulsiana’s Application
gency Exemption.

This memorapdum {s tho report of tho
spectal review group appolnied to evaluals
Loulsiana’s petitlon for an emergency exemp-
tion to use & maximum of 2.25 milllon pounds
of DDT to control tobacco budworm on ¢ot-
ton this year.

1. The Issue.

The issue addressed in this report is
whether: .

a. The applicant hao presented substantial
new evidence which would justify reconsid-
eration of the DDT cancellation order, inso-
£ar 68 this requested use of DDT {s concerned,
and which was not available at the time tho
cencellation order was fssueq, and

b. Whether such cvidence -could not,
through the exercise of due diligence, have
been discovered by tha parties to the can-
cellation proceeding prior to the issuance of
the finsl order. N

For the purposes of this repor¢, the des
termination to be made on the ahove issue
13 referred to as the determinption of whether
there i3 “substantial new evidence.™

3. Background.

On June 14, 1972, after three years of in-
tensive edministrative and Judictal inquiry,
which included seven moanths of formal ad-
ministrative hearings under the Administra-
tive Procedure Act, the Administrator issued
an order cancelling most DDT registrations,
including all registratlons for use of DDT to
control coiton insects. This order was upheld
by the United States Court of Appeals for
the District of Columbie. At the time of the
Administrator's cancellatlon order, the pri«
mary DDT use was for control of cotton pests
and amounted to 10 million pounds annually,
Thus, Louisiana's request o use 2.25 million
pounds in 1978 represents approximately one
fourth of the amount of DDT used or cotton
ot the timo of the cancelation order.

Last year, EPA allowed two uses of DDT,
i.e.,, 500,000 pounds to cantrol tussock moth
ond 10,000 pounds to control the pen leaf
weevil. Unlike the use of DDT o control
cotton inseets, which was & registered use
until tho cancellation and which was a
mejor issue In the cancellatfon proceed-
ings, its usc to control tussock moth and
pes leaf weevil was not registere@ at the
ttme of the cancellation and was not con-
oldered i{n the cancellation proceedings.

3. Loulsiana’s application.

Louisians i3 requesting an emergency ex-
emption for the use of 2235 mllllon pounds
of DDT in combination with tozaphene and
methyl parathion to control & possible
tobacco budworm Infegtation. There would
be up to five applications of the DDT mix~
ture ot five-day fintervals. On & per acre
basis, each application would consist of one
pound of DDT plus twa pounds of toxaphene
end one-fourth to one-half pound of methyl
pearathion. DDT would be spplied only when
thers is o tobacco budworm infestation at
or sbove levels at which economic injury
would be expected to occur. Use of the DDT
mixture would not begin untll August 1975.
Farmers would be urged to take ccrtain
meesures 20 minimize use of DOT and
minimizo 123 environmental fmpace, but for

'tor Emer-

tho moes¢ part these messures would@ pot o .

mandaotory. :
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Mtpw“whﬂl
on January 24, .197S. A notice of the recelpt
dmmmmm&
1978, mm.mamwm
to be heid on February 27-38 in Baton Bouge
and March 3 in Washington, D.O. The hasr-
trigs in Washington wers sxtended to the
4t and 5th of March upoa notice givem in

mental groups agencias

various experts and individual citizens, These
Yicarings were conducted by the spectial re-
view for the purposs of gathering
information to evaluats Louisiana’s petition.

$. Analytical Framswork.

" Por purposes of evatuating Loulsians’s ap-
plication, the major representations were
mmmhmm-mmm
ing musjor premises in order to lerstand
the’ g assumptions on which the

were based: . .

A, Cotton yieids have declined by an av-
md_ulguﬂ:wmmthamm‘
years as compared to ths precading ten.

B. Failurs to control tobacco budworm Liss
heen the principal cause aof the reduced
yields in the past two years. N

C. Ths tobacco budworm problem has
Teachad outbreak proportions in the last
thres years and has become the major late-

D, The reduced yields in the 1ast two years
‘have had a serious economic impact.

K. The mixture of DDT-tozsphons-methyl
parathion was effective against the tobacco
batworm when it was last used and can
be expectsd to be effective this year,

¥. Currently registared insecticides are in-
efocttve against heavy infestations of to-
uxtworm.

bacoo . .
’ shortage of currentty

G. There will be &

insecticides,

H. It 15 snticipated. that tobacco budworm
will be a major probiem agaln in 1973 and
will significantly reduce cotton yl

L Ths use of DDT posts DO UGN~
reasonable risk to human hesith. - -

ioad control when outbreaks oocur.’
6. Analysis. -
A, Cotton yields have declined by an av-
erago of 121 pounds per acro in (he last
two years as compared to the preceding ten.
8. Faiture to control tobaeco budworm has
been the principal cause of the reduw
yields in the past Two years. :
These statements represent a RAITOW view
of what has beex-happening in Louisiana’s
ootton-producing industry. They overlook
signtficant data sbout cotton production iln
Louisisns in recent years and important
factors cotton ylelds, .
Louiziana’s yield data sre presented In
Attachment A, which is s reproduction of
s table induded In the State’s application.
Por oconveaience, the- State’s graphic pres-
entation of the same data iz reproduced as
Attachment B. - : :
Therp is a serious question as to whether
" ¢he comparison of 1963-T2 average yields
with 197374 results puts the data Into
perspective. In testimony st the
on Louisiana’s appliostion,
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interrelated—affect cotton yields. They in-
ciwde weather conditicns, ag., amount and
timing of rainfall; occurrence of drought;
soil type: plant variety used, e.g., whether tt
is early or late maturing, insect or dissase
. yestatant, and so on; time of planting; plant-
ing psttern in the N1€1d; occurrence of disease,
e.g., boll rot; timing and magnituds of insect
infestations; quantities of fertilizer and hee-
bicides applied to the crop; use of pesticides;
existence of insect resistance to pesticides,
eto. : ’ -

To {NMustrate the effect bf some of Che’

interreistionships on ocotton yislds: Tate
pianting may mean that the cotton will still
be growing late tn the sessdn whea tobacco
Hadworm populstion levels ure most 1ikely to
be high. Heavy ratmfall 1ste in the Summer
also externds the growing period and makes

the cotton piant more vulneradle to tobacco -

budworm infestations. .
Louisiana's spplication concedes that the

interreiationshtp of tobacco budworm and

other factors contributed to the recent yleid

Teductions (even though the Clovernor's

transmittal letter attributes ail losses to the
‘tobacco dudworm)., Late planting and
weather conditions were cited in the appli-

. cation as causes for yield reductions.

A more detafled analysis was provided by
Dr. L. D. Newsom, Head of the Entomology
Department at Loulsiana 3tste University in
his response to a USDA questionnatre {n No-
vember 1974. The foilowing is an excerpt of
Dr. Newsom's letter regarding the 1974 crop:

“Damage from Heliothis infestations

from none to light on cotton that
was planted during the proper period, grow
off normally, was not subjected to drought
stress, matured normally, and was treated
properly. It was moderate t0 a total loss
where the crop was planted late., Moderate
to ssvere losses occurred where coiton was
subjected to drought stress dwring July and
the first part of August followed by rain and
regrowth during tha latter part of the ssasan,
thess situations, satisfactory control of the
tobacco budworm was not cbtalned with any
treatment regimen, ’ . )

“Better dsta wifl be avallable on losses
upon comptetion af a survey that Is in prog-
Tess. It should be strongly emphasized ihat
retatively cool, cloudy conditions with ences-
sive rain during late August and September
resuited in poor growing conditions for ma~-
turing the crop and one of the moet (word

" sot. lagible on xeroxR copy) cutbresks of boll
ot on record- ia Louisians. Many growers
_mave stiribuied all of their losses, regirdiess
of cause, to Heliothis dusxaems.”

.break p!
- has become ths major iate-gesson oottor

In the recent hesrings, Dr. Newsom was
saked for an estimate of the extent to which
yﬁdlc-wddmmuhdbwm
budworm. Hs that he would place
it at more than 50 perceat and less than 100

{8

On the same quastion, Dr. John B, Roussal,
ooordinator of cotton research fn Louisians,
testified that he ocould not “partition this
yisld reduction {a detail” and wens$ on to
ay:

The best we can do is assume that over &
ten-year pertod we have had all of these fac-
tors involved. Admittadly, two years is not an
awful lot to compare ten years to. Dt this i3
ths best dats we bhave at the roawe:sd time. |
And we know that thes population was there.
We Xnow that it weas in oxistence and it was -
not being controlled. :

Iouisiana’'s assessment of the situation
also fails to taks into acoount various other
factors that could have influenced yields
during the 1968-74 period. There was a trend
toward Ister harvesting of the cotton crop.
De. Roussel's tastimony showed that the per-
contage of ootton harvested in October-

' November incressed from 64 percent in 1963

66 to 35 percent in 19T2-T4. Later harvesting
is relavant becauss it prolongs the exposure
of the ocotton’ crop to late-season pest (nfes-
tatlons. Thers also was an upward trend In
acresge planted; the average annual increase
was 40,000 acres. USDA's report on- Loulsl-
ana’s application indioates that “as acreage

C. The tobacca budworms has reached out-
in the tast three years anc -

. Loutsiana-officials have asserted that ther
has been a.marked change in the sessona
pattern of tobacco budworm infestations
There genernlly are two periods of Reliothi:
infestation in cotton; the first one occun
daring Juns and early July, while the secon¢
beging the followtng month and continuer
until the crop mxtures, when it is no longet
valnerable to attack by the tobaceo bud-
worm. Historically, tobaoco budworm has
been thes predominant insect during the early
infestation (which is leas serious becauss the
cotton plant is still capable of compensating
for insect damage), while bollworm has been
predominant later in the season, Acoording
to Louislana’s data. & shift has occurred, in
that tobacco budworm is now predominant
during the lster infastation. This shift s
suggested by the following table, which s a
reproduction of one appeearing in Louisiana‘'s
application; however, the absence of data for
the pertod 1965-1071 does not permit any in-
ferences to be drawn as to preclseliy when the
alleged shift occurred:

Perceniages of Helicthis collecled from coltom thet were
iaend orm

fied 0a tabaco budis
Yoar
Month 1952 1063 1964 1972 1973 1974
e T8 w3 3
............. C3
September........ 3% 9 3 8 9 8

The increased level of late-season tobacco
budworm apperently & related to the in-
creass in tobacco budworm resistance to in-
secticidal control. This theory has been pro-
pounded by Dr. Graves, Louisians Siate Uni-
versity, with respect to tobaceo budworm re-
sistance to organophosphorous compounds.
It ts supported by data reported by Banna
(1973, A Qusrter-Century of Cotton Insects
tn the Brazas Valley). In analyring the shift
ta tobacco budworm population leveis tn the



Brazcs Valley (Texas) . botween 1962-72,
Honna stated thot.et the begloning of
thts pertod, tobacco budworms Wwere
highly resistant to chlorinated hydroces-
bons but couwld ‘ba controlled with high
doses of organophosphorous insecticides. A~
thls time bollworms had not doveloped
ony messive resistance. At the ona of
the pertod tobacco budworms hed doveloped.
resistance to organophosphates also; the
bBollworms were resistant to chlorlnsated hy-
drooarbons but not to orgnnophcosphorous
mmaterials. For tho last three yoars, considez~
able budworm problems have occurred in
late-maturing fields.

It 1s emphasized that pesticide resistance
in the tobacco budworm In Texzas developed
first to organochlorine insecticides (DDT-
toxaphene) snd then to orgenoprcsphorous
insecticides (primarily methyl parathlon).
Louisiana’'s dats do not show exactly when
the shift tn tobacco budworm infestations
occurred, but reslstance to DDT-tozaphene
in Loulsians was noted by Dr. Graves Ln 1686.
Dr. Rousael stated that in the decade 1963-
72 the combination of DDT-toxaphensg-
methyl parathion was applled an average of
10 times per acre per season on cotton grown
in Louisians. Obviously, ot this rats of uss,
tho galection pressure for development of ro-
sistance by tobacco budworm to the DDT
mizture was intense. Dr. Graves' resistancs
data, 85 submittod In the State's petition,”
shows that of the 12 sttes where insecticids
resigtance wes detectsd in 1972-74 sampling,
soeven had relatively high lovels of resistance
0 DDT-toxephene. Thus, the cortention
that the tobacco budworm population shift
has been very recent (afier 19072) and duc
primarily to resistance to organophcsphorous
compounds is not entirely supported by dats,
though it could possibly be true.

In coptrast, Dr."Pimentel, Carnell Univer-
sity, has noted in his testimony on the
_tobacco budworm problem in Loulsiana that
“from 1967 through 1972, when BDT weas re-
moved, you will note thers Is an average de-
cline in yleld per scre of cotton of sbout 3G
pounds ¢ ° °© Now, i you take the reduction
from 1973 to 1973, we have » reduction of 28
pounds. And then the reduction-from 1973 to
1874 is o reduction of 32 pounds. So that the
average reduction in yield for those last two
years 13 exactly equsl or similar to the re-.
ductions in yield thet you had the previous
© o o g or 7 years. S0 that I say the trond
hers a3 being I would agree with my col-
leagies that there 1s 8 decline in yleld, and
I would agree with Dr. Newsom that this is
probably a good deal due to resistance of tha
budworm, if wo can go by the experience that
occurered in Mexico and Texas, that this reo-
gistance is increesing end thers is e decreesa
in yleid, but thet this reduction In yleld hes
not incroesed following the removal of DDT,
it hes only remalned constany because tho
insects are becoming more and more resist-
ant to al) of the lnsecticldes used.” It should
be noted that more recent 1974 data, which
had not been brought to Dr. Plmentel's at-
tention, indicato that the 1973-197¢ yleld re-
duction was 51 pounds. The additional ro-
duction may bto due to Increasing tobacco
budworm resistance to all inseotlcides and/or
to the other factors thet may have affected
1974 ytelds (see TB).

D. The reduced yields in tho IngR two yoort
have had e serlous economlc impect.

In hio letter tronsmitting Loulsiann’s ope
plieation, Governor Bdwards estlmated thaet
tnobacco hudworm *“'specifically caused tho loso
of approximately §0-60 million dollarg in
1973 in direct and indirect lcsg to the cotton
indcstry” in Louisiana, An economic pnalysis
in the State’s opplication estimntes that cot=
ton producers’ comblned 1278-74 108833 Woro
06C,545,250 opd @ng incronscd wait €030
artsing from roduced yields, 1.6., untt cestc

1
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of production, ginning, and warebousing,
wore $17,773,500.

The 050,045,350 figurc 1s an upper estimate
bessd on five assumptlons, one of which 1s o
lint cotton price of 60¢ per pound. Histori-
cally, the highest price pald to cotton pro-
ducaro has been 58.4¢ per pound. In 1973, the
overege price was 37.6¢ per pound. In 1974,
tho vversge price was 48.3¢ per pound.

Four other cssumptions underlle tho 660
millton Qgure:

. That 615,000 acres wero hmest@d This
figurae approxi=stes. the 1874 harvest. Tho
1273 total wes 520,000 acres.

That llnt cotton loss per acro was 111
pounds. This figure 18 ¢ .o difference between
1963-72 mverage ylelds and 1973-74 average
yield; sze Attechment A. Also se6 6 A/B ivr
comments on the validity of this time-series
comparison. .

That al} yleld losses in 1973-74 were due to
the unavsilabllity of DDT. Other factors af-
fecting cotton ylelds are ignored. Sec 8 A/B
for o detalled analysls of this essumption.

That us? of DDT-toxephene-mothyl pera-
thinr would beva ~1sulted in ytelds closer to
thoe 1963-73 .. .rage, or, in other words, that
tho relative. eifcacy of the DDT - uJzxture
would have bet ~ high, compeked to tuo best
alternative. 820 6 E/F for anelysis of this
gssumption.

Thecd assumptions asro inconsistent with
actual experienco in Loulsisns, unsupported
by experimental testing-of cotion lnsectl-
cldes, and/or contrary  to cound annlyticel
methedology. Each assumption tends to in-

gota tho dollar velue of the economis im-.

poact on cotion producers.

In an attempt to predict the economic im-
pact of not using the DDT mizture this year,
& consultant to USDA has employed & model
that tekes into sccount g number of factaors
that aiXect cotton yields, including amoung
and timing of rainfall, cotton ecreage, boll-
worm infestation, and boll rot. It was as-
sumed that usg of the DDT mixture would
sove two insecticide applications per acre and,
in aeccordance with the Siate's controlled
use program, involve $3 per acro for scoute
ing and supervision costs. The resulting esti-
mate of the cost of not using tho DDT mix-
fture is about $15.8 million. The methodology
used here is much sounder end more sophis-
tlcated than that employcd by Louisiang in
estimating 1973-74 losses. Though thero has
not been time to examine the USDA model
in detall, 1t should be noted that the assump-
tions as to relatlve eficncy of the DDT mix-
ture and slternatives are based on the test-
ing performed in Loulsians in yecent years
and therefore must be considered in light of
the analysis prescnted in 8 E/F.

There Is no question thet somo notable
chenges heve ccocurred in the ecconomics of
cotton production over tho past few years,
Starting in 1074, cotton growers no longer
recelved from USDA o subsidy for cotfon pro-
duced on their allotied acreage. Previously,
they recetved 16¢ per pound subsidy. In tho

DDT cancellation order, the Administrator-

noted that there wes testlmony thet “this
subsidy 15 the difference between profit end
breck-cven (but¢ that) it is not clear whether
or nof bresk-even includes o zoturn to the
form owmner in terms of salary or return on
his investment.” The legislotion pepealing
thin gubsidy was cnacicd in 1973,

Thno legislation now in effect provides for
Federal payments to cotton growers of an
amcunt cqual to the difference between the
nationnl ovoeago market price during & cale
coder yoor omd o so~Called ¢arget price. In
1974, the firat yecar in which this new polley
weg in effect, cotton prices declined sharply
iate in tho yens: mnevertheless, decsuss the
erlendar-yeoy overage was obovo tho target
prico (38¢ por pound), cotton growexo ree
¢olved no poymonts. Legislotion now under

consideratlon {n the Congreas would ralse
the targes price to 48¢ per pound. .

As long a8 subsidy payments were beliy
made, cotton growers had a cushion thae
protected thenmi, to some extent, fromu the
impnact of price and productlon-cost vart-
ations and yteld fluctuations. With thelr nl-
lotment acresge subsidized, they had an tn-
centive to try to maximize yields by usiug
large quantities of fertilizer and chemicals
ond planting indeterminsate or laste-season
cotton varieties, even though such practices
might, tn the long rumn, contribute to the
occurrence of pest problems. Nevertheless,
yields in Louisians began decreasing after

-1968, and growers planted increasing acresge

to maintain their incomes, USDA's repor:
notes that increasing acreage ts associated
with declining yields: seo 6 A/B. Wthout the
subsldy progqram, cotton growers are forced
to rely on the!r own estimate of future cot-
ton supply and demand in making thelr pro-
ductton decisions. Thus, from an cconom!c
astandpoint, they &re Iln a transitional period
requirlng edjustments not only in thelr pro-
duction planning but also in their handiing
of factors which affect cotton ylelds and
pest control, which, In many instances, are
interrelated.

There was testlmony during the DDI' can-
cellation hearings to the eRect that demand
for cotton was strong end stocks wero low.
In 1973, cotton prices, which had been stable
for many years, begen rising. They reached
an all-time peak of 58.4¢ per pound ir. April
1974, With cotton prices so high, cotton
growsrs substantially Increased theéir acre-
age. In Loulsians, acreage planted jumpod
from 830,000 in 1973 to 865,000 in 1974. Then,
prior to harvest, cotton prices dropped
sharply, At the same tlme, production costs
were Increasin~, Various data on production
costs were cited at the public hearings on
Loulstana’s application, but no comprehen-
sivo figures were presentaed. Therc also wasd
testimony that Louislans cotton growers are
having dQifdculty obtaining loans to cover
production ‘coats; again, no comprehens!vo
data wore presented.

Naturally, the oconomic factors that have
affected cotton production in Louisisne in
recent years have also affected 1¢ in other
States. Furthermore, Loulstens hen not been
alonce In experiencing & downward trend in
cotton ylelds in the last few yéars, The samse
thing has happened in all the Mississippt
Delta cotton-producing States, In fact, the
USDA Crop Renorting Board’s report dated
Janugry 10, 1975, shows that tho othar
Btates in this reoton all have oxperlenced
shexper declines, ranging from 28-29 percent
in Arkensas, Mississinpl, and Tennesseo to
88 percent in Missourt.

Whether substantlal new evidence hes
been presented In the econmomics srea i3 a
dificult question. The dificulty lleg largely
in Gotermining the materiality of evidence
concerning economic changes experienced by
coiton growers in one of several States where
such changes have occurred, It i3 clear that
the DDT cancellation order deal: with the
cotton economy as a whole. No assumptions
were made that cotton-productlon costs and
profits In specific sreas, such as Louislans,
were tho same as those in other cotton-pro=
ducing sreas or thaot relative cotton-produce
tlon costas and profits in the various cotton-
producing areas would remain static in the
future.

‘The economic outlook for any slngle area
obviously was not the touchstone of the
Admintstrator’s statement that: "I am con-
vinced by the evidence that contlnued use of
DDT i{s not necessary to insure an sdequato
supply of cotton at reasonable cost.” The evi-
dence presented by tho Stats of Loulslans,
which hng sccounted for about five percont
of tho ation's total cotton productlon ino
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recent years, clearly does not indicate ‘that
an sadequate supply of cotton will not be
available if Louisians cotton producers are
barred from using DDT.

There is evidences that the cost of using
(the DDT mixture will be lower than the cost
of using) alternatives, such as toxaphene-
methyl parathion or EPN-methyl parsthion.
Taking into account both material and ap-
plication costs and assuming that use of the
DDT mixture will save two applications per
scre during the period of treatment for to-
bacco budworm, it is estimated that the cost
differential would range from eight to twelve
dollars per acre; this figure must be reduced
by three dollars per acre (USDA estimate)
to cover the costs of the fleld scouting and
supervision contemplated by Louistana’s *
program for codtrolling the use of the DDT
mixture

Of paramount importance, however, is the
lack of sound evidence on which to base any
prediction as to the relative eficacy of the
DDT mixture and alternatives in 1975. In
short, any economic benefits attributed to-
the use of DDT are, at best, speculative at
this time. Even were such evidence available,
it would not demonstrats that an adequate
supply of cotton could not be produced at
a reasonable cost, either in Louisiana or else-
where. In this connection, it should be noted
that while other States responding to a USDA-
survey in November 1974 noted the existence
of some difficulty in controlling tobacco bud-
worm infestations, including insecticide
resistance problems, none of them suggested
that use of the DDT mixture would be nec-

this year,

E. The mixture of DDT-toxaphene-meathyl
parathion was effective against the tobacco
budworm when it was last.used and can be
expected to be effective this year.

P. Currently registered insecticides are in-
effective against heavy infestations of tobac-
co budworm. )

In the DDT cancellatién order, the Ad-
ministrator’s factual findings as to the bene-
fits of DDT included the following:

That DDT is useful for the control of cer~
taln cotton insect pests. R

That cotton pests are becoming resistant
to DDT. )

That methyl parathion and other organo~
phosphate chemicals are effective for the
control of cotton pests. ’

Efficacy

The Administrator’s order cancelling DDT
* registrations suggests that other registered
pesticides were considered to be at least as
effective as the DDT mixture; in contrast,
Louisiana’s application asserts that the DDT
mixture is the only one considered effective
againat heavy infestations of tobacco bud-
worm.

A detailed analysis of Louisiana’s data i3
presented in Attachment D to this report.
Very briefly, this analysis indicates that de-
ficiencies in the experimental design of the
testing performed at State experiments sta-
tions and gaps in the date gathered during
this testing make it impossible to draw any
clear-cut conclusions as to the relative effi-
cacy of the DDT mixture and other insecti~
cides. The data derived from testing in 1972
(the last year in which the DDT mixture was
tested) do not demonstrate that alternatives
to the DDT mixture were ineffective; indeed,
when ylelds in treated vs. untreated plots are
compared, at least one of the alternatives, 1.0,
chlordimeform, appearsd to be nearly as ef-
fective as the DDT mixture. Looking at all
1972-74 test results, it is apparent that sev-
eral alternatives produced yields which twere
significantly greater than yleids in untreated
plots. These alternatives included methyl
parathion used alone and i{n combination

DNOOTICES

with toxaphene, EPN, and chlordimeform: s
combination of toxaphene, methyl parathion,
and methomyl; and s chlordimeform-metho.
myl combination. -

Another significant gep in Louisiana’s pres-

entation is the absence of data on the extent
and durstion of tobacco budworm infesta-
tions at or above the economic injury thresh-
old level. This point is germane t0 the {s-
sue of whether five applications of the DDT
mixture at five-day intervals, as proposed by
Louisiana, would effectively control tobacco
budworm. Louisiana’s data on the efiicacy of
ths DDT mixture were based on nins spplica-
tions in one test and eleven applications in
the other.
. USDA's support of the statement that no
currently registered alternatives to the DDT
mixture will effectively control tobacco bud-
worm is based on Louisiana’s 1972 test data
(the deficiencies of which are briefly de-
scribed above and delinested in greater detail
in Attachment C) and on USDA testing at
Waco, Texas, in 1972. The- Waco test was
merely a comparison of the DDT mixture
and no treatment; it had no bearing on the
relative efficacy of the DDT mixture and al-
ternative materials.

Pesticide Resistance

Louisiana oficials interpret their dats on
pesticide resistance as showing that resiat-
ance to pesticides other than the DDT mix-
ture occurs in all the major cotton growing
areas in the State. In 1972, however, studies
of pesticide resistance included tobacco bud-
worm samples from one site in District IX
and none in Districts II, IV, VI, and VII;
togetRer these districts accounted for 74 per-
cent of the cotton acreage planted that year.
Moreover, the tobacco budworm population
sampled at the site {n District III was sus-
ceptible to methyl parathion and DDT-
toxaphene. In 1873 and 1974, tobacco bud-
worm samples were collected at only two and
four sites, respectively. In short, it is ques-
tionable that these data are truly representa-
tive, particularly since there is general agree-
ment that resistance may vary significantly
from one location to another.,

Testing for pesticide resistance generally
is pertormed by collecting field samples of

. the insect and exposing them in a laboratory

to various doses of the insecticides being
tested. Dr.. Graves, who performs this testing
in Louisians, testified that “the only useful-
ness -of this data is to ind the range which
would correspornd to reduction in yleld with
field infestations present when control is not
achisved.” In other words, he was underiin-
ing the importance of determining the efi-
cacy of an insecticide at the same field loca-
tion from which samples for laboratory
studies of resistance are collected. This cor-
relation of laboratory data to fleld efficacy
data for DDT and alternatives {s supported
by data from only one location in the State
(Red River Valley, 1973). The State appar-
ently relies on the data from this ons study
to show that methyl parathion falled to con-
trol tobacco budworm when there was a
five-fold increase in resistance, while DDT-
toxaphene remaingd effective when there was
& two-fold increase in resistance.

Other data presented at the recent hear-
ings on Louisiana’s application raise a ques-
tion about the extent to which reliance can
be placed on just one lab-fleld correlation.
USDA representatives introduced a report
(Adkisson and Nemeos, 1968. Comparative Ef-
fectiveneas of Certain Insecticides for Killing
Bollworms and Tobacco Budworms. Tex. Agr.
Exp. Sta. B-1048) which showed that a sevene
fold i{ncrease in resistance to DDT-toxaphens
can be associated with an inadequate level of
insecticidal efficacy, Le., only 21 percent in-
sect mortality 48 hours after trestment. Of

the 13 sites sampled in Louisians in the
1972-T4 pertod at which some level of insec-
ticide resistance was Jetected, seven had
tobacco budworm populations greater than a
seven-fold level of resistance to DDT-
toxaphene.

In addition to the sertous questions as to
whether Louisiana’'s laboratory resistance
data ars representative of the major cotton-
producing areas and whether the one lab-
fleld ‘correlation {s meaningfui, the data on
this izzsue are deficient in that thers are no
data on tobacco budworm resistance to DDT--
toxaphene-methyl parathion or to methyl
parathion in combination with cther com-
monly used insecticides nor any data on
eficacy in the.fleld of DDT-toxaphene vs.
DDT-toxaphene-methyl parathion.

Q. There will be a shortage of currently
registered pesticides, .
It is generally recognized that there was
a shortage of cotton insecticides last year.
This shortage was due largely to raw ma-
terials shortages and increased demand aris-
ing from increases in cotton acreage. From
inquiries to manufacturers of insecticides

for use against tobacco budworm,
it is clear that most of them expect this
year’s supplies to be about the same as last
year’s. Since cotton acreage In the.U.S. i3 ex-
pected to- decline from nearly 14 million
acres in 1974 to about 9.5 million this year,
& repetition of last year's shortages is
unlikely.

H. It is anticipated that tobacco bud-
worm will be a major problem again in 1975
and will significantly reduce cotton yisids.

Whether a late-season outbreak of tobacco
budworm will occur again {n 1975 is uncer-
tain. There {3 no predictive model which
would enable Louisiana to forecast the level
of infestation based on factors such as over-
wintering populations, flight-range potential,
reproductive capacity, etc.

Louisiana’s application does indicate that
the second-generation tobacco budworm pop-
ulation can he surveyed, beginning about
June 15, to determine the time and areas
in which damaging populations can be ex-
pected to occur and to identify areas where -
levels of resistance to currently avallable in-
secticides are likely to be so high that the
use of the DDT mixture will be neceasary.

In contrast, Dr. Roussel testified: “I have
no idea how to predict budworm, but I do
say and I will say that, based on the ex-
tremely mild winter we have, that our pest
problem generally in the State will probably
be more severe. However, that can bs modi-
fled with weather conditions that exist in
May, June, and July.” A3 to the usefulness
of the second-generation fleld surveys, Dr.
Roussel testified that “it will not tell us that
we will or will not have an outbreak in
August."”

Dr. Newsom testified that the ‘“‘problem
in Louisiana reached crisis proportions in'
1974. It may be relatively slight, or no prob-
lem at all during 1975. Past experlences,
however, indicate that it may be expected
to intensify.”

Though there 18 no method for predicting
the occurrence and magnitude of future to-.
bacco budworm infestations it seems clear
that past practices {n the Louisiana cotton-
producing industry, if not altered, tend to
increass’ the likelihood of an outbreak this
year:

In 1872 and 1973, ‘about 36-38 percent of
the cotton growers in Louisiana used dia-
pause control procedures, {.e., one or two
late-season applications of methyl parathion
to reduce the population of boll weevils go-
ing into the overwintering stage and therehy
reduce the initial infestation level in the
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gueceeding year. Whether the same percent- -

nge of growers used diapause control pro-
cedures lpst year 1s nog kuown, but in Lght
of tho lossgs axperienced . last year, it is
likely that growers wore less inclined to
incur tho expense. In aAny ovent, i¢ Is gen-
orolly égreed nmong entomologists that dia<

control 18 most effective when 1t is
employed throughout,K an infestod area.
Dispouss conixol ig rolated to tobacco bud-
worm control im thot it cen reduca tho
need for in-season- uss of insecticldeg to
control boll weovll {nfestations and thereby
Procsrve tobocco budworm predators and pore
asitoide. Since boll weovil is on important
pest on more thnn two~thirds of Loulsiana’s
cottor acreage, ony declino In the use of
diapauss control will tond to have & sube
stantinl {nfluence on tho tobacco budworm
problem.

‘Beenusoe of genernlly favorable cilmats and
soll, Louisiang historically has produced high

yields of cotton. Naturelly, tho higher tho
- yleld 13, the higher o grower's income will be,
Until yecently, therofare, cotton growing io
Louisianz has beon oriented towerd maxie
mum production through the usa of indoter~
minate or late-season varietles of cotton and
extensive uso of fertilizer, horbicides, and ine
gectictdes, Until insecticlde wesistanco - ap-
pearcd in the tobacco budvworm, this prac-
tico was understandable,” fn 1975, becsuse
of the antictpated  dificuity in .controlling
late-geason tobacco budwormn infestations,
the Stata's Guide for Cotton Fnsect Control
will mnke the following recommensntions:

Avoid 1ste planting.

Uso altrogenous fertillzers moderately,

Delay ipsecticide applications ss Iohg 29
possible, Apply insecilcides only when im-
sects reach damaging levels.

Plant soybeans when cotton cannot bo
planted within the recommended planting
interval, 1.6, April 20-May 15.

This year will ba the Arst one in which the
firgt, second, and fourth recommendations
heve appeared in the Gulde. 1t is likely that
many farmers will be hesitant to follow these
procedures untli their sdvisabllity and eco-
nomic feasibility have been clearly demon-
strated. To the extent thdat¢ they ignore thess
recommmendations, the poteatiel for anothoy
tobgcco budworm outbreak will be increaged.

X. The requested use of DDT poses Do une
reasomable risk to humen health.

Fo human health dsts were included in
Louistana's application. To the extent that
such gQato were included in testimony at the
public heerings, the datn. were almost en-
tirely derived-from studtes performed and re-
ported prior to the DDT cancellation sction.
Additionslly, the only buman heslth infor-
motiion cited by the Stata of Louislana in its
summary of “subgtantial new evidencse” con-
sisted of quotations attributed to an EPA
cfdeial extracted from o House Agricultural

Subcommitteo hearing record. At least one .

portton of the alleged quotation cited—i.e.

“Thuo subsequent c¢vidence confirmms that

humsan risk Is remote and that the lmited
uso In question poses no unressonable risls
of herm to men' (Fetition for Reconsidern-
tion, ot p. 8)~——does not even appear in the
Subsommittee hearing record. None of the
brief comments mado in other summary
stotemants Is supporied by any evidence that
woul® contradict tho fndings on -human
bealth that were set forth in the DDT can-
cellation order. Moreover, the recent Aldrin/
Dieldrin suspension oxder found that DDT

yeacts with another wubligultous ceaviron- -

mental contaminant, Dicldrin, to produce
synargistic carcinogenic effects, (Order of tho
Administrator, at p. S1).

J. Cotton growers will ugc DODT in socords.
oneo with o program designed to control ita

uss opd minimize environmental impact.

111
NOVICES

In the DT cancelletion order, the Admin.
fstrator’s otatement of general findings ine-
cidding tho following:

“No directions for usc of DDT, oven £ fole
lowed, can over e Jong run completely elime
nnto DODTs injury to mon or or.her verte-
brate animalg ™

“No warning or coutlon for use of DT,
wen if followed, can over tho long run pro-
vent injury o lving man and other verte-
brote onimals and useful invertebrate ani-
mals,”

*“The us® of DDT {n controlled situations
in iimited omounts may present less risk
than usage in greater amounts, but atill con-
taminates the enviy .amont,”

Exnctly whot would constitute & “controlled
gltuntion™ or “iimited crmounts™ ia not de-
aneq.,

Loeisionn's applwution gpecifles that “no
DIDT will be appled untll the occurroncs of
tho todaceo budworm hes been confirmed at
population levels at o above the economls
injury threshold” and describes s fisld sur-
vey pregrone and related distribution control
T oCasrss g smplement this commitment,
Louisieng's ofcials’ testimony Indicated that
o dotalled oporational plan hag gou to bo pro-
pared. Nor . any estimatc offereqd as to the
oxtzat to. whick. this progrem con bo ex-
pezted to reducy tho use of DDT bolow the
projected maximum of five epplications per
ocre $0 every acre of cotton in the State,

Louigions's opplieotion olse idemtifes o

pambey of regulatory restrictions and edueas -

tlonn? mectures designed to minimize en-
vironmoental impoct. Regulatory restriciions
ouid imclude o mandatory holf-mile sep-
cration botweon DOT spraying and doiries or
forage, silage, and grein crops used £o feed
dairy anlmals; a simllar restriction—with ¢x-
oct distance to be determined by testing prior
to usz of DDT——will be applied to spraying In
the vicinity of grezing -arcas for beef eattle.
Educational messures would Include urging
farmers to plant alternsative crops in areas
that are extremely sensitive to DDT, ¢.g., near
pastures; to harvest hay, sllage, ond grain
crops before. use of DDT begins; to consider
provasling wind divection in planting cotton
so that drift will be away from sensitive
oxeas; and £0 on.

Assurances were given that implements-
tion of the various regulatory ond educa-
tlonal monsures is practicable. Thero was
testimony thot eotton growers eam bo oxz-
pected to bo highly respomsive to tho pro-
grom. State ofiiclals rejected tho suggestion
thsat éome or all of the voluntary measures
ohould b2 mandatory. Thoy indicated that 35
State employees would be charged with mon-
Horing compliance. Legislation to be con-
asidered when *the State legislature convenes
next month would provide for & pensity of
up to §300 for violation of any of the regula-
tory restrictions.

. Pollowing its description of tho messures
Qesigned to control the use of DDT and limit
eavironmenta) impacg, Louisiana’s applica~
tion nsserts:

“It ig recognized that the use of DDT, even
whenr the precoutions outlined above are
taken, will result in widespread contamina-
Hon of the cnvironment with undesirable
realdues of this chemical. However, the
areount that will be used for this emergency.
will B3 no more than one-fourth to one-third
of thot used each year for more than two
decodes without any evidence of irreversible
odverse environmental effects.”

Elsewhere, 1t assoptor

“Except for isolated residue problems in
szlected commodities, 18 s not expected that
the usa of DD will curtail the range of bene=
gelny mses of the convivonmeng. Even the
meoat overe of tho lotnlised efiocts ore un<
likoly ¢o be of moro then extremely short
duration.”

In the course of the recent hesrings on
Louisiana’s appiication, thsre was testimony
from representatives of the Governor's Coun-
cil on Environmental Quality, the Stream
Control Commission, and the Fish and Wwiud-
life Commisston, all of whom subscribed to
tho foregoing statemants. In responss to ques-~
tions, howeser, neitker they nozr ony other
State ofiiclals could c¢ite any onalysis that
has been done to project environmental im-
pacts with and/or without the various use
control and environmental protection meas-
ures. One State represgntative sought to min-
imizo the significance of the statement
concerning undesirable residues by saying
that any DDT residuc i3 undesirable,

Louistana officials seem to hoe impllelitly
agreelng with the Adminlistrator’s general
findings as to the lnevitadhilty of environ-
mental injury when DDT 1s used. No signif-
cant new scientific dats were presented to
refute these findings. They alse seem to be
saying that the requested use would involve
® limited amount in & controlled situation,
but no analysis of the anticipated efective-
ness of the control measures Is avallable, and
there apparently i3 no detajled operational
plan for obtaining compliance. In short, while
1t may bos Louisiane’s position that its use
conirol and environmentsl protection meas-
ures represent a significant change from the
way in which DDT wes used priof to the EPA

cencellatinn action, and while it may be pos-
sible to substantiate this position, no sub-
stantiation has been offered thus far.

E. “Pest management technigues such as
trap crops, resistant varietles, diapause pro=
grams, insect pathogens, etc., are not devel-

.oped adequately to preclude the need for ef-

fective insecticides. Research under Loulstiana
conditions has shown that certaln of these
techniques are useful In reducing the prob-
ability of pest cutbreaks but they will not
replace direct chemical control when out-
breaks do occur.” Louisiana’s application,
page 22.

The key questlon concerning the usefuls
ness of integrated pest management (IPM)
methods in the Loufsians cotton-producing
industry is not whether the use of such
methods will eltminate the need for an ef-
fectlve inszeticide for tobacco budworm con-
trol. TPM, by design, attempts to use all
necessary insect control methedologies but
in a sequence that will eptimize the control
benefits and minimize the amount and op-
timize the timing of insecticide applications.
IPM may actually result In greater use of
insecticides (Evatustion of TPM Programs
for Cotton In the Uniteq States, 1974, Report
to CEQ and EPA). For example, in Texas in
1673, cotton farmers participating in the
YPM program used 33,688 more pounds of {n-
secticides than did non—parﬁcipatlng farme-
ers, t.e., about one pound per acre more in-
secticide was used by participants. However,
better timing of the application of insec-
ticides and use of diapause control enabled
the participating farmers 20 increase yleld:
and thereby reduce the amount of insecticide
used to produce a bale of cotton by 7% (le.
13.54 pounds of insectictde/bale without the
program vs, 12.62 pounds/bale with the
program).

Like any other new producf: TPM method:
for cotton 1insect control must be carefully
designed and “sold” to potential users. Lace.
well sand Casey (1974, IPM Report to CEG
and EPA) listed the following items 2s nec-
essary components of a successful program®

i, Program support by a strong produce:
organization.

2. Strong Individual producer support o
tho program, coordinated through the pro
ducer group or association.

8. County ecxtensiom ontomologista pos
sessing above-average compatence, inftiative
cnthusiasm, and ability.
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4. A strong research componant deveiop-
ing optimum pest managemsat strategies
and new and innovative approaches in-ail
phases of cotton production, oriented toward

5. Continued governmental support, jus-
tifled by documsentation of astual and po-
tontislbemat_atoprodueenuwauum
society. ’

The ‘potantial benefits of IPM for cotton
insect control have been clearly demonstrated
in Texas. The crux of the IPM issue in Lou-

What i3 the level of implementation of these
methods by cotton producers in the State?

USDA conducted a survey of cotton-pro-
ducing States in November 1974 to determine
the extent of tobacco budworm problems and
identify needed research on this problem.
Both Texasg and Louistana have severe tobacco
budworm problems. The difference in the re-
search recommendations of these two States
is marked, however. Basically, Texas said:
Screen alternative chemical, biological, or be~
havior materials; place further emphasis on
pest management; and develop Heliothis re-
sistant cotton varietiss. In .contrast, Loulsi-
ana suggested: Greatly expand testing of as
many new chemicals as posaible; initiate a
crash program on the development of syn-
thetio pyrethroids (a conventional insecti-
cide); seekk permission to use DDT until a
nsw chemical ias registered; and give top
priority to an immediate and long-range ef-
fort on resistant varieties. In short, most of
Louisiana’s suggestions were directed to-
wards furhering the use of conventional in-
secticides,

The inadequacies of this response to the
tobacco budworm problem are further come-
pounded by the low level of grower partici-
pation in cotton IPM programs. Most of the
currently used IPM methods require a nearly
complete participation by growers within a
large area to be effective. As an example,
Dr. Brazzel, USDA (DDT Cancellation Hear-
ing, 1973, Vol 3), stated that diapause cons
trol of the boll weevil, to be effective, would
require nearly 100 percent participation of
the cotton growers within the infested ares.
In 1973, only 38 percent of the cotton acreage
was eoxposed to diapause control measures
in Louisiana. Another method which has
been proven to reduce the number of in-
sooticidal applications necessary during the
course of a cotton growing season 18 the use’

of fleld scouts to determine the need for -

insecticide treatment. In 1874, 260,000 acres,
or 40 percant of the land planted to cotton
in Louislans was scouted. Dr, Clower, Pro-
feasor and Project Leader for Cotton Insect
Research, Louisiana State University (1974,
A Btatement Regarding the Plan to Eradi-
cate the Boll Wesvil from the United States)
in & discussion of the feasibllity of IPM
techniques for use in a boll weevil eradica-
fion program stated “I personally have
worked on the trap crop principle in cot~
ton for over 10 years and feel that it offers
an extellent pest management mechanism
under Louisiana conditions. Louisiana is the
first state to officially recommend it to grow-
ers.” Yet, only 6,500 acres, or s maximum
of 1 percent of the cotton acreage in Lou-
isians In 1874 was planted in trap crope.
This figure, however, may be below the norm
for the Stats due to excessive rainfall during
the 1974 planting period,

IFM techniques, such as diapause control,
rap cropping, and the judiclous use of in-
sacticides through scouting, reduce the prob-
sbility of damaging pest outbreaks including

by ths use of early planting apd early matur-

varisties of cotton. The data indicats,
however, that the level of grower participa-
tton in ocotton IPM in Louisiana is inade-
quate. @

7. Conclusions,

A. Average cotton ylelds have declined inm
the last two years as compared to the preced-
ing ten years, However, there is no evidence
to indicate that any meaningful conclu-
sions concerning the relationship of ylelds
to the presence or absence of DDT can be
drawn from such a comparison.

B. The tobacto budworm 18 but one of
many factors which affect ylelds, and it is
quite clear that no evidence was presented
to support the proposition that the tobacco
budworm was the principal cause of reduced
¥yields in the past two years.

C. The tobaoco budworm has become a
late-season cotton pest; however, it 1s not
clear that the predominance of this pest
occurred as recently as three years ago: in-
atead, it may bave risen to {ts present
status prior to 1972. Purthermore, because
of resistance problems, it is just as likely
that the tobacco budworm will remain a
late-geason pest whether or not DDT or
methyl parathion or any other currently
avallable pesticide i3 used.

D. The Louisiana estimates of ecomomic
losses totally ignore the numerous factors
which affect cotton ylelds. The underlying
assumptions on which the estimates are
based are inconsistent with actual experi-
ence in Louisiana and are contrary to sound
analytical methodology.

E. There {3 no conclusive evidence to in-
dicate whether the DDT mixture can be ex-
pected to be effective in controlling tobacco
budworm in 1978.

P, Louisians has not demonstrated that
all currently registered insecticides are in-
effective against tobacco budworm.

Q. A repetition of cotton insecticide short-
ages in 1974 i3 unlikely to occur in 1978.

H. It is impossible to predict the lkeli-
hood of a tobacco budworm outbreak in 1975
at this time. However, if past cotton pro-
duction prectices are continued, and more
sophisticated production methods are ig.
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Bwer as

nored, $ho UZeifced of sa outbreak will
be enhanced.

I. No evidence was ofered ¢o rofute the

containsd in the 1973 cancellation
order that DDT i3 a potential human car-
cinogen.

J. Adverss effects to the environment can
only be minimized, not eliminated. The pro-
posed controls for minimizing the adverse
effects are laudable in some respects and
lacking in others. The likelihocod of these
controls boing carried out In the spirit in
which they are proposed (s subject to ques-
tion because of the voluntary aspects of
many of the most important controls and
the considerable admintistrative problems
posed by the use of 2.26 million pounds of
DDT by large numbers of farmers covering
an area which may be as large as 450,000
acres,

K. Louisiana has not taken fullest possible
advantage of integrated pest management

‘techniques which other States have found to

be of considérable benefit.

ATTACRMENT A TO THE REPOST OF THE SPECIAL
Rzvzxw GrOUP

The following table is a reproduction of one
contalned in Louisiana's application (pg. 15)
for an emergency exemption (with 1974 yield
corrected to reflect more recent data pre-
sented at the public hearings):

. Pounds lint
Year: per acre

1963 628
1964 544
1965 640
1968 502
T 1967 621
1968 638
1989 581
1870 565
1971 576
1973 509
Total 5,763
10 yr. average 576
1973 ... 481
1974 430
Total 911
2 yr. averagleacecaaa. ccemamce 468
Differencd .ucaoccccecmoeee 131

Adnd

| S S S N |

Lok R T 3

1 | Y £
*éo EF) ’

Figura To Goufstana Cotton Yfald for the Vears 13490 through 1974 {n Pounds per Harvested Acro.
Attachmant 6 of the Report of tha Special Review Growp
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APTALIMIUTY € TO TEIR ITPCTIT OF THI QF2CEAL,
DLVERW GLOUY

ATALYEIS OF RU7ICACT DATH

In this anolysis of Loulaiana's dato on tho
efdcacy of the DDT mixturc and othor losze~
ticides, tho standards used in ovaluating tho
data nge idontified (underlined), and the
fndings oxo related back to tho stondsxds,
When o posticide propogsed for use in an
emergancy eituation (s one which hag baen

cellod aftsr oxtensive administrative {n-
quiry, 1t is appropristo thot reasonably rig-
orous standards be onplied to the supporting
data. Otharwise, the more assertion that an
omergoncy existy, oven if well substantiated,
would leate EPA without any meaningful
basis for judgment as to the edcacy of the
propoged solution. In an eraergency, Qven
mors than in routinc pest control situntions,
it I3 vital that the pest control methed to
be used bo effective, particularly sincg the
consequances of using an lneffective methed
could be much more serious.

A. What 13 the pretreatmont infestotion
level? If multiple pest specles are lavolved,
what ore tho rolative proporiions of the
various gpecies during the course of the
test?

The tobacco budworm and the bhollworm
ore two closely related specles belonging to
the genus Heliothis and are similar ln op-
pearnnce to the naked aye. In the efiecacy
data tables in Louisiana’'s application (pp.
27-32), presenting the results of testing in
1972-74 ot experiment gtotions in Northerst
and Northwest Loulsiana, the State’s two
principsl cotton-producing ereas, nefthor
the protrostment infestation levels nog the
relative levels of tohacco hudworm and bhall-
worm are specified. Comments related €o
Tables 1, 3, and 6 assert that tobacco bud-
worm was the primary pest during Septem-
ber, but exact figures were not given there
oF in teatimony at ths recent hearings.
Proper oxperimental design would have in-
cludzed sampling in the untreasted check
plots to detormine infestation levels and
relative propertions of tobscco budworm ond
boliworma before and during pesticido teste
ing. In the absence of such sampling dats,
the onact impect of the tobacco budworm
and tho efdeacy of tha chemicals tested can-
not ba determined. All that can bo sald g
that control of Heliothis wos of wag not
achieved.

B. Wore the Infestation levels before
treatment and during the testing significans?

Though pretroatment infeatation levels
were not determined, the dats in Tables 1-3
for untreated chec;: plots {adicate heavy in-
fegtation pressures during thoe coursse of the
experiments. The significance of these in-
festatlon pressures are manifest in the re~
ported yiold differences hetween trented cnd
untreated plots.

C. Did tho pest infestation occur at o
point during the development of the hosé
plant (cotton) which resulted In g signi@-
cant impact on yield or crop quality?

As Indicated in B, 1¢ 13 apparent from the
data on untreated plots that the Heliothis
Infestations did occur during s critical period
{in the dovelopment of the cotton plents,
ozcept that the comment related to Tablo 1
i3 that “this infestation occurred toco lats
to have o maeximum impect on production,
honee inferior treatments still preduced
relatively goocd ytelds.”

D. Woo tho egperiment designed properly
to eliminnts or account for the impact of
indopandent veglables, e.g. boll rog, cilmatic
gtrega, pregonce of othep insgct pegts, ocod

thorofo:9 eclearly demonstrate the imposs.

of tha incceticide treatment?
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Thae tost datn roported in Tebles 1-8 ware
dorived fxorn  testlng using o roplente,
gandow blotk domgn. Though this design
dol not Icaleto indepondant varinblea, the
u2n of untrented check plots decos make if
pozsiblo t0 eccount for the impact of such
voginblca, This typo ¢f oxperimental design
10 wide.y accepted by cntomologists. A con-
diticmal or multiple regression analysis
would hove bson useful in asgeasing tho
ralativo imperiance of the eovernl vofablog
which; might have affected yield; no such
analysts hag bson presented.

E. Wag the uee of the ‘gecticide related
to s reduction tn tho targot lnscet populse
ticn?

Tableg 1~-6 provide no data on tho impact
of any insecticido on the total Heliothis
numbers or, {n particular, tobacco budworm.
Louisiana’s ovalustion of the Insecticides is
based on levels of damage to squares and
bols snd or production of seed cotton perF
ocre. These indices are useful, of course, but
absonice of data on nvmbers of inszets be-
foro e... ftez * tr°.2a¢ adds to the difi-
culgy of avaluatipg eofidcacy ogainst he
tobacco budworm This problem 18 exempli-
fied by the data i+ Taoble 1 showing that
trentzaent with phcesvel resulted in & lower
level of boll damage (2 wrorcent) thon dld
trortment with the DDT mixture (8 pore-
cens): howaver, yicld tp the DDT muxturce
treated plot wes highey. USDA's Dr. Richard
Ridway tegtided that In his eflcacy tests he
tries to include cstimategs of the tobacco
budwrorm population in the test plots. -

. Can comparisons ¢f the efiicacy of the
tost matorial vs. registered standards be
mnde in order to determine relative eficacy?

Tha relative efdzrcy of the DDT mixture
vg. registered alternatives is 2 key question
In the abserce of direct comparizons of the
DDT misture to tho registered alternatives
tested In 1973 and 1974 (Tables 3-8), it is
inappronriate 0 use theso dats to support
the contention that use of the DDT mixture
13 ceaontizl. Tha loglcal question iy whethep
the DDT mizture would have been offective
i 1973 and 1974; this quecstion cannot bo
snswered with Louisizna’s data. It 19 note-
worthy that USDA did no? include Tables
3-5 in its enelysis of Louisiana's application.

G. Have sny of the {nsccticides demon-
gstratcd any adverse offects in terms of phyto-
tozfeity ? .

Loulstans ofdeinls testified that methyl
parathion has been found to cause delays
in maturation of cotton plants; howower,
no date on this point appear {n the State’s
applcation. In addition, » roview of the sci-
entide ltednture indicates that no signifi-
cant phytotozic efigets were noted In & test
comparing DDT-tozaphene and DDT-mothyl
porathion.

H. Wero the variations in {nscct populoe
tlong and domeage and yiold estimates cne-
lyzad ststisticolly to determine 1£ they woere
statistically signideant?

Tho only statistical analysis presented by
Loutadans 1s o test of the staotistical signlf-
cenee of yield in treated vs. untrested plots.
For tho Iingecticide testing porformed in
1973, this cnalysis showed thag, in addition
to tho DDT mixture, all fivo registered alter-
patives tescd ot tho Worthomst Louisicns
experiment station snd two of five tegted at
the Red River station in Northwest Loulsi-
ans yielded significontly moreo seed cotton
por cere thonm was derived frcm untrented
plots. No multiplo-range type anslyses were
presented; such onalyses would have pep-
miteed evaluation of the signideance of dif-
ferancea In lnscet damage and yiclds among
o vorious chemicaly tested.

[FR D0c.75-0082 Filed 4-7-75;8:45 am |

(FRL 336~1)

SYATE OF LGUISIANA REQUESTY FOR
EMERGENCY USE OF DDT ON COTTON

Statenment of Reasons for Denial

Order and Determination of the Ad-
ministrator that Reconsideration of the
Agency’s Prior Order of Cancellation of
DDT for Use on Cotlon is Not Warranted.

The history of prior cdministrative
and judicial proceedings involving the
regulation and curtailment of tha use of
DDT is long and involved. A summary of
those prior proceedings i3 contained in
the preamble of my recent promulgation
of Subpart D of the Environmental Pro-
tection Agency’s (“EPA') Rulss of Prac-
tice for Applications Under sections 3
and 18 to Modify Previous Cancellation
or Suspansion Orders (40 F.R. 12261).
The culmination of those procecdings
came in June, 1872, with the issuance, by
former EPA Administrator Willlam D.
Ruckelshaus, of & final order canczlling
virtually all uses of DDT (37 FR 13359).

On Fehruary 10, 1973, EPA published
notice in the FeperaL REGISTER (49 FR
68222) of the request by the State of
Louisiana, under section 18 of the Fed-

. eral Insecticide, Fungicide, and Rodenti-

cide Act, ag amonded (“FIFRA™), and
regulations thereunder, for the use of
pesticides containing DDT (1.1,1-trichls-
rophenyl ethane) on c¢otton to con-
trol the tobacco budworm. EPA also pub-
lished rotice in the FEDERAL REGISTER (49
FR 6228) of informal public hearings
with respect to Louisiana’s application.
The hearings were subsequently held in
Baton Rouge, Louisiana, on February 27
and 28, 1975 and in Washington, D.C., on
March 3, 4 and 5, 1975.

. On March 12, 1975, EPA announced
revised procedures with respect to ap-
plications such as Louisiana's which in
substance seek modification of prior can-
cellation orders. These procedures are re-
quired by virtue of the fact that modifi-
cation of 2 final ofder without a formal
hearing would undercut the statutory
scheme of FIFRA and prejudice the
rights of parties who participated in the
lengthy cancellation hearings. A more
detailed statement of the reasons for
adopting these procedures i3 set forth in
the preamble to the Ruleg of Practice for
Applications Under sections 3 and 18 to
Modify Previous Cancellation or Suspen-
sion Orders which I signed on March 12,

1975, and which I lacorporate by refer-

ence herein. Prior to the holding of In-
formal hearings on Loulsfana’s applica-
tion, 2 seven-man panec} of EPA technical
and administrative experts was ap-
pointed to hear the testimony presented
at the hearings, review all exhibits sub-
mitted by the participants, and analyze
the statements submitted by all in-
terested perties which summarize the
evidence bearing on the Louisiana peti-
tion. This panel was also charged to re-
view the whole of the data and make &
preliminary asgessment as to whether
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(1) “the applicent bas presented sub-
‘stantia) new evidence which may mate-
rially affect the prior cancellation or sus-
ponsion order snd which was not avall-
able to the Administrator at the time he
made his final cancellation or suspension
"determinztion and (2) such evidence
could not, through the exercise of due
diligence, have been discovered by the
parties to the cancellation or suspension
proceeding prior to the issuance of the
Anal order.” (40 CFR 164.132(a)).

The report and conclusions of the panel
weore presented to me on Thursday,
March 13, 1975. The panel concluded thet
TLouisiana had not presented any sub-
stantial new evidence which may mate-
rially affect the 1872 Canceliation Order.
The report and conclusions of the panel
will be published in the FEpERAL REGISTER
along with the statement of reasons in
gupport of my order and determination.

Having reviewed and discussed the re-
port and conclusions of the panel I have
made a separate evaluation of the factors
fnvolved in the Louisians situation in-
cluding consultation with the EPA stafl
and summary statements filed by the
partics to the informsl hearings.

Because of the extraordinary time con-
straints. necessarily present in this case
and the need to announce my determina-
tlon a3 soon as possible in order that
TLouisiana farmers can proceed with
spring planting arrangements. I am an-
nouncing my determination today and
deferring publication of the complete
statement of the basis for my determina-
tion until next Monday, March 17, 1875.

The environmental impact resulting
from the amount of DDT projected for
the Louistana application gives me cause
for great concern. No evidence was pre-
sented that would refute the Anding in
1972 that DDT is 8 mobile, persistent
compound that is uncontrolleble in the
environment even when used in accord-
ance with strict directions for use, Thus,
the use of several million pounds of DDT
in Louisiana will likely result in wide
scale environmental contamination. The
finding in 1972 that DDT poses a cancer
risk for man is still true today. In fact
sclentific experimental evidence gener-
ated since the June, 1972, decision tends
to reafirm and augment this cancer haz-
ard. In additien to the added risks to man
ond wildlife, there are various commer-
clel fish, livestock and feed industries
likely to be afected economically by the
resulting residues. I could find no new
substantial evidence that might mate-
rially change the 1972 findings.

In addition, X could find no new sub-
stantiml evidence on the benefit side of
this use of DDT. The best available evi-
dence indicates that fluctuating weather
conditions, national overplanting of cot-
ton, crop subsidy, price, and other eco-
nomic factors tend to have & greater im-
pact on reduced cotton yields in Louisi-
gna than the tobacco budworm insect.

Alternative controls are available to
Loulsiana farmers. Other pesticides—for
cxomple, Gelecron, EPN, and methyl
parathion, coupled with proper applica~

tion timing—have been shown to be ef-.

- Not Warranted”

NOTICES

fective and are expected to be avallable
in.suficient quantity this year. Farmers
in the Brazos Vealley of Texas and the

-Arkansas Delta have contralled budworm

problems without DDT, using integrated
pest management, such as “scouting,”
and by using alternative pesticides. Early
planting also appears to reduce the sus-
ceptibility of cotton to tobacco budworm

infestation.

‘The record further indicates that it is
feasible to plant sltermative crops thet
do not have similar insect problems and
which can produce valusble food and
feed products. : )

Accordingly, the section 18 application
by the State of Louisians, for emergency
use of on cotton in 1975 is denied.
A more detalled description of the rea-
sons for this order will follow on Monday,
March 17, 1875.

Dated: March 14, 1975,

Ruosseey E. Trany,
Administrator.

[FR D0c.76-2080 Flled ¢~7-75;8:46 am]

[FRL 356-3)

STATE OF LOUISIANA REQUEST FOR

EMERGENCY USE OF DDT ON COTTON

Supplemental Statemant of Reasons for
- Denial

Supplement to the Order and Deter-
mination and Statement of Reasons for
the Order and Determination of the Ad-
ministrator that Reconsideration of the
Agency’s Prior Order of Cancellation of
DDT for Use on Cotton is Not Warranted.

On June 30, 1972, former Administra-
tox Ruckelshaus cancelled virtually all
Federal registrations of DDT—{ncluding
use on cotton. (37 FR 13369) (1972
Order). That 1272 Order was thén af-
firmed by the U.S. Court of Appeals for
the District of Columbia. See DDT V,
Statement at 17-18. Since that time EPA

“has received and denied approximately 44

separate requests to use DDT on cotton
on the basis that considering the gen-
eral human and environmental risks as-
sociated with such DDT use, the appli-
cants failed to establish sufficient new in-
formation to warrant approval of the re-
quest. Statement at 23. On January 24,
1975, the State of Louisiana applied for a
specific exemption under section 18 of the
Federal Insecticide, Fungicide, and Ro-
denticide Act, as amended (FIFRA) for
the application of 2.25 million pounds of
DDT to control the tobacco budworm on
approximately 450,000 acres of cotton.
By “Order and Determination” of March
14, 1975, X denied the request. A full state-
ment of my reasons was set forth in my
50 page March 17, 1975, “Statement of
Reasons for the Order and Determination
of the Administrator that Reconsldera-
tion of the Agency’s Prior Order of Can-
cellation of DDT for Use on Cotiton is
(Statement). That
Statement summarized the extensive
prior administrative and judicial deter-
minations relating to DDT. On March 21,
1875, the State of Loulsians and the U.S.
Dezpartment of Agriculture (USDA) petl-

tioned for reconsideration of my March
14, 1975, Order and my March 17, 1975,
Statement. These pettions alleged var-
fous grounds for reconsideration includ-
ing comments contained in a report given
on March 19, 1975, to the EPA Hazard-
ous Material Advisory Committee by an
Ad Hoc Study Group (Ad Eoc Group) .t .

FIFRA section i8 provides that *‘the
Administrator may, in his discretion. ex-
empt any Federal or State agency from
eny. provision of this Act if he deter-
mines that emergency conditions exist
which require such exemption ” I have
determined that in cases such as Loui-
siana’s—where pesticide use has been
cancelled by final order after exhaustive
proceedings involving the same issués—
this discretionary power of exemption
should only be exercised in accordance
with appropriate procedures. Such pro-
cedures -gxe necessary in order (1) to as-
sure that public resources will not be
wasted .in repested administrative liti-
gation of questions which will not ma-
terially affect the prior order and for
which an opportunity for thorough ad-
Judicatoxry hearings ‘has already been
provided and (2) to provide that if sub-
stantial new evidence is presented which
may materially affect the prior order the
discretionary exemption power will not
be exercised so as to muodify the prior
order without giving the parties to the
original proceeding an opportunity to
participate in a formal hearing on the
particular  questions presented. These
considerations led me to adopt modifi-
cations of the Rules of Practice which
goveimn such EPA hearings. See 40 CFR
164.130 (40 FR 12261).

In the case of the Louisiana petition
the State has now had a full opportunity
to present additional information in 5
days of public hearings held solely for
that purpose. During the February and
March, 1975, hearings on the Louisiana
application 93 witnesses were heard, 1180
pages of transcript were generated and
more than 1080 pazes of exhibits were
introduced. '

After these additional hearings had
been completed, I reviewed the written
summary statements filed by the par-
ties, considered the conclusions of the
EPA seven-man panel (EPA Review
Panel) which heard the testimony and
held informal discussions with my staf
and with the Ad Hoc Group. I then con-
cluded that there was no substantial new
evidence which may materially affect the
1972 Order and I denied the petition.

1 The Ad Hoc Group spent Friday, March 14,
1978 reviewing thec Louisiara application and
discussing it with representatives of the
State, the USDA and the EPA Review Panel.
The Ad Hoc Group reviewed the Louisiana
opplication but did not hesr any of the testi-
mony at the 5 days of public hearings nor
was it able in the one day avallable to It to
read the 1080 pages of exhibits submitted, to
consider the additlonal written statements
filed by the U.S. Department of Interior-Fish
and Wildlife Service, the Environmental De-
fense Fund, the Heplth Research Group,
USDA or Louisian®s or to review the 650
written comments recelved from<the public
pursuant to EPA’s February 10 Fzpzrak Roge
1sTEn Notices.
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After reconsidering the record im this
proceeding and the petitions for rccon~
sideration as well as the conclusions cf
the EPA Review Panel and the comments
of the Ad Hoc Gorup, I deny the re-
quested reconsideration aznd state 23
basis for my denial the following:

Cavezr RISK TO Maw

First, there is no new evidence which
casts doubt on the 1972 findings that
continued use of DDT poses & cancer
risk to man. Post-1972 laboratory studies
confirm the carcinogenic properties of
DDT. Administrator Ruckelshaus found
in 1972 that “there is no adequate human
epidemiological data on the carcinoegen-
icity of DDT, nor is it likely that it can
bs obtained.” (37 FR 13375). There are
no post-1972 human epidemiological
studies which disprove or contradict this
finding concerning the human cancer
risk of DDT. When we deal with cancer
wo deal with & matter of grave concern.
The 1972 fndings did not, of course,
conclude that DDT causes cancer in
msan; the 1972 findings concluded that
DDT poses 8 cancer risk to man. Science
provided no conclusive answers in 1972,
and no such conclusive answers to the

human cancer risk are available today. -

Wheat remains, however, is clear and un-
contested evidence of DDT’s ability to
induce cancer in laboratory animsls. As
former Administrator Ruckelshaus con-
cluded in his 1272 DDT findings (37 FR
13375, IV, A, :8(¢c)), and as I recently
stated in my Order suspending registra-
tions of aldrin/dieldrin, given our un-
certainty about the precise mechanisms

that cause cancer and given the lack of -

adequate epidemiological studies on such
ubiquitous environmental contaminants,
“I believe that a carcinogenic reaction in
any species of test anfmal must bz con-
sidered sufiiclent to describe the test
compound as & carcinogen and so a
threat to human health.” (39 FR 37270).
In the face of laboratory data demon-
strating carcinogenesis, regulatory de-
cisions which directly affect the public
health cannot be deferred—with con-
comitant irreversible human exposure—
pending completion of epidemiological
studies which require many years, are
often of questionable significence axnd in
any event provide data for maling public
health decisions only after the public
heslth may - have been Iirreversibly
jeopardized.’

* Tho only “evidence” submitted by Loulsi-
ans or USDA (end roferred to by tho Ad Eoc
Group) on the human health risks essecioted
with DDT uss is an April, 1974, quotation

from an EPA oficial to the effect that: “There

is, at the present timo, no evidence that
DDT is carcinogenic (or tumorgenic) in any
animal specles when administered at levels
leas thon two orders of magnituds higher
than tho maximum dose attainable by plong
monufocturers and worgkers over o lfetime
of exposure.” I have consulted with the ofd-
cial involved and find that he estimated the
“mazimum dose” of DDT plant workers to
be approximately 0257 mg/kg/day. Two
orders of magnitude higher than that would
be 23.7 mg/kg/day. Thess estimates are de-
rived from Laws, ot al, 1887. At the timo
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Sceond, thers is no new evidenco which
cests doubt on the 1972 Andings thet con-
tinued use of DDT poses scrious risks to
fish and wildlife. None of the participants
in the recent hesrings on Louisiena's
petition presented evidence contesting
the begic cavironmental fndings of
former Administrator Ruckelshpus., In
the 1972 Order he found that “once dis-
persed, DDT is an uncentroliable, durable
chemical that persists m the aquatic and
torrestrial environments.” 1872 Order, 37
FR. 13370. He concluded that DDT was
“highly voletile” (37 FR 13370 n. 18) and
“can veporize from crops and soils” (37
FR at 13375); that it “can be trans-
ported by drif¢ during azrial applicetion”
(Id. et IT, A, 3(2)); and that it “can be
attached to eroding soil paxticles” (Xd. at
I 5L, S(e)) derinistratar Ruckelshaus
also found that DDT “can persist ‘o the
soils for yems ~nd even decades (Id.
ag I, A, 1) ; the 1t “can persist in aquatic
eoosystems” (Id. et 1T, A, 2) ; 2nd that “it
is occasionally found in remote aregs or
in ccean species, such ag whales, far from
any lnown area of application” (37 FR
at 13370-71) . As 2 result of its persistence
2nd mobility, he found that DDT is “con-
centrated In organisms end trensferred
through food webs’ (37 FR 13375) ; that
DDT “accumulation in the fcod chain
and crop residues results in human ex-
posure’ (Id. at IO, A, 2); and that “hu-
man beings store DDT™ in their tissues
(3d.at 9%, 4,3 . .

These inherent characteristics of DDT
arg pexticulerly important in view of the
uncontested findings of Administrator
Ruckelshaus that the 1972 evidence

of tho 1973 Order the lowest dosage which
hod produccd tumors in laboratory animeals
wes 37.3 mgskg/day (250 p.p.m.). Accord-
ingly, ng of 1973, tumor induction had not
been confirmed in loboratory animals ot
feeding lovels lower than & lovel two orders
of magnitude higher thon cstimaeted maxi-
mum plent worker intalzo. (Maximum ine
takes estimsated eaccordlng to Ortoles, 1968,
wero 0.57 mg/lkg/day and two orders of mag-
nitude groster than that would ba 57
mg/kg/dsy.) This comparison is Intaresting,
but docs not cast doubt on tho 1972 finding
of coancer risk to man. Morcover, tho EPA
ofiicisl 1n question hed not, 8¢ the timo of his
ctotement, hod an opportunity to roview
poat-1973 DDT  cercinogenic laoboratory
studles. These studies indicote DDT tumor

induction in laborstory animsls at feeding -

levels &9 low o8 0.3 mg/kg/doy (2 p.p.m.)
(sea Stotoment ot 32-33), o lovel comparable
to Low’s estimoated moximum intake of plant
workers (0.2587 mg/kg/day) and substantially
lower thom Ortelec’s estimated mazimum
worker Intalte (0.57 mg/kg/day).

The Louisions petition olso refers to &
Novembor 28, 1974, letter of De. Lloyad Tepper.
Thot letier summarized vertous DDT cancer
dats, but did not undercut the 1972 finding
of the humen concer risk posed by DDT.
Tho pro-1973 doto referred to by Dr. Tepper
hed beon comsidored i tho 1972 Ovder. The
po3t-1273 dato referrod to by Dr. Tepper
confiim tho cofeinogoncsis of DOT in the
Iaboratory mousd and tho pogitive correlo-
tion botween such 8 finding and broader
coxeinogonic cffecte tn othor spocica.
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“compellingly demonstrates the adverse
impect of DDT on fish and birdlife.” 1972
Ordeg, 37 FR 13371. No new evidence has
been introduced 2nd none has been cited
by USDA or Louisians which undercuts
this prior inding.

Morcover, no evidence has been offered
by Louisiana or USDA to contest the
specific 1972 findings of adverse environ-
mental efiect:

1. DDT eaflests phytoplankton specles’
composition snd thoe natural balance in
aquatic ecosystems.

2. DDT is lothal to many beneficial agricul-
tural insects.

3. DDT. can have lethal and;sublethal
efiects on useful aqusatic freshwetsr inverte-
brates, including arthropods and molluscs.

4. DDT Is toxic to fish.

- 5. DDT can afiect the reproductive success
of fish. .

6. DDT can have o variety of sublethal
physiological and bohavioral efects on fish.

7. Birds can mobilizs lethal amounts of
DDT residues.

8. DDT cen cous? thinnings of bird egg-
shells and thus impale reproductive success.
(1972 Order, 37 FR 13371 at IV, A, 1-8).

Not only is there no new evidence
which would reduce the environmental
hazards previously found, but Louisiana's
application for use of DDT candidly
states that: “The undesirable features of
once more applying DDT to large areas
of cropland are recognized.” Louisiana
Application at 5. Many of these undesir-
able features have been recited in Lioui-
siana’s application which contains a Brief
statement of the Louisiana Wildlife &
Fisheries Commission. Because it was
formally adopted by the Commission
with respect to the State's requested DDT
use and because it shows the applicability
of many of the general environmental

hazards of DDT to the specific environ- _

ment of Louisiana and surrounding areas,
I find it appropriate to quote the entire
statement as follows:

STATEMENT BY THR LOUISIANA WILDLIFE AND
Fisuznms CoOMMISSION oN Errzcrs oy DDT
oN WnLorra

Tho EPA will bo petitioned to life the ban
against DDT for tho control of tho tobacco
budworm cnd the pink bollworm {n cotton
Quring tho 1973 growing season. The Louls{-
ann Wildlifo and Fisheries Commission has
beon: asked to comment on the impact of
this insscticide on flsh and wiidlife.

Thero i{s documented evidence that DDT
(motabolites), which is one of the chlorinated
hydrocarbons, is very persistent {n the en-
vironment ond hag been detected in high
concentrations In fish, birds ond mammals.
Actusal domagoe has occurred in the form of
direct mortality, roproductive failure, and
behavioral changes. DDT is acutely toxic to
fish, shrimp. crobs, less toxic to birds and
mammnlg, DDT applied on land areas thfough
natural droinage will find its way into the
mariac onvironment along the Louisiane
Coast. Examples of damage are listed bolow:

I. Mortality of Penaeld (Brown & White)
Shrimp ! occurs at 0.15 ppb (parts per bil-
lion)- snd biloassoys conducted in Mississippt
indicate 50 percent of the freshwater
shrimp ? tested over 24 hours and in four

1 American Pishories Society, Yolumo 10t,
No. 3, 1972, Nimmo, D. R.

7 Amoricon Fisherios Society, Tolumo 99,
No. ¢, 1270, Poge 6923, Pugerson, Denzel.

g, 1973



ARecrent lecotions were kilicd ot the follow-
ing concentzntions: 3.6 ppb, 6.8 ppb, 6.7 ppd,
9.7 ppb.

IT. DDT io toxis to fish? killing hnif the
Zollowing Gsh exposed 86 hours of concsn-
tzottenp of: Bullhends, & ppb: Golddah, 3%
ppb; Minnows, 19 ppb; Corp, 10 pph; Hluce-
B, 8 ppY; Boss, 2pph,

Other blonesny reports indlcate a 968 hour
i B0 om blucgills ronging from 7 10 18 ppbd.

IXX. DOT couses thinning of egg sholls and
concaqquent critical reduction in hatching
pueeess of palienns,® son gulls, woodeoek and
wvarious raptors. Direct mortality to policens
has been attributed to DDT on birds obe-
talned from Floride and held ot the Rocke-
2ellor Refuge.

XV. Robert L. Rudd states in his book
“Pegticides of the Living Landscape”, that
Bolf of the roptiles and amphiblans are killed
where DDT 10 used ot the rate of 1 pound
BRE OO0,

. Toxicity of Crawfish—half were killed
when axposad to 0.8 ppm over 24 hour porlod.

High DDT residues found in fish resulted
in tho closing of Mossy and Wolf Lakes in
Disaisgippl to commercial ishing and & warn-
ing to tho public ageirnst eatlng excessive
amounto of tho fishes Srom theoe lakes, eFec-
Hve July &, 1971, .

Completion Report F-26-1, 1970, “A Moni-
toring of Peaticlde Lavels and Water Qunlity
of the dajor Drainege Ditches Entering Wolf
Lake, Moy Lako and Brond Lake,” Misolg-
gippl Game and Fish Commission, Cotton
and Horzing. .

The significance in this action is that di-
?ect economlc lesses have been incurred ag
o regult of DDT restdues affecting the mar-
ketabflity of commercial fish, The woodcock
senson in New Brunswick was recently closed.
Tho stated reason being bigh concentrations
of DDT in muscls tisgues of these birds. This
is o direct recrentional losg.

Adopted: Jenuary 13, 1278, by the Loui-
olann Wildlife and Fisherics Commission,

526 Louisiann Application of §2-53.

“The Ad BEoc Group reported that it also
believed that the 1972 findings of the en-
vironmental hazards of DDT are appli-
cable to the requested use of 2.25 million
pounds in Louisians this yeer. Ad Hoc
Group at 4. '

The A4 Hoc Group concluded, how-
ever, that “The environmental ramifica-
tions appear to be limited to Louisians.”™
Id. at 5. In support of this conclusion the
Group stated thet the “ares to be treated
is over 100 mfleg north of the Gulif of
Mexdco © ° °” that “all drainage ways
[for the treated arca) cnd - up in the
Atchafelaye River and Atchafelays
Bay © ° °* and that none of the areas
in question “drain into the Mississippl®
Id. X reject this conclusion of the Ad Boc
Group. Given the volatility of DT, its
demonstrated ability ¢o drift during
aerlal application and iis ability to move
with eroding soll particles,’ X am con-

0 Americon Fisheries Soclety 1970, Volumo
8, No. 1, Page 20. Macek, Kennoth J,

2“Relations of tho Brown Pelican to Coge
tain Environmentol Pollutants in Loulsisna™,
Joanen, Ted. '

0 Aerican Fisheries Socloty 1963, Wolums
92, No. 4§, Page 428, Munsey and Ollver.

° All of which tho Ad Hoc Group specifcally
pecognized when {t statod that “the environ-
mental bazards of DDT as reviewed in tho
DDT {1972] fSndings relating to persistorco,
blological concentration, ond ransport
fmechanismg are applicablo [to the Loulsiang
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vinced that environmental contaming-
tian resulting Lrom the aerial and ground
spplication of 2.35 milllon pounds in

‘Loulsians will not be confined to Loul-

siansa. (See also Statement by the Loul-
slans Wildlife & Fisheries Commission
on Affects of DDT on Wildlife at second

.paragraph, infra.).

Much more important, however, it Is
no consolation to the citizens of Loui-
siang or to the Louisiana commercial
shrimp and fish industries that DDT con-
tamination from this use will be confined
to the State and will drain off into the
Atchafalaya River Basin and Bay. This
ares is one of the most fertile and sensi-
tive fish and wildlife habitats in the
Southeastern United States, providing
habitat for the breeding and rearing of
vast numbers of aquatic and terrestrial
species including bass, bullheads, blue-

gills, crayfish, crabs, deer and woodcock..

Fears of the toxic effects of DDT on com-
mercial shrimp species caused the Loui-
slane Shrimp Association to oppose the
requested exemption for DDT use in

Louisiana. The Association meaintained

that any anticipated benefits to cotton
fermers would be outweighed by the risk
to Louisiana’s shrimp and other com-
mexcial fAsh industries. The Ad Hoec
Group also concluded that “there is con-
cern about the hazard to juvenile shrimp
downstream from the cotton growing
erea.” Ad Hoc Group at 5. -

In addition, it Is not contested that
even with the educational and regulatory
restrictions proposed by Louislana, as &
result of the inherent characteristics of

DOT serious adverse environmental

efXects will occur. In its application Lou-
Isiana stated that:

" I§ is recognized that the use of DDT, even
whon tho procautions outlined sbove aro
talzon, will result in widespread contemina-
tion of tho gnrvironment with undesirable

situation].” Ad Hoe Group st 4. The Ad Hos
Group stated that reductions in DDT res-
idues In solls, shell fish and migratory birds
hed occurred, that persistence in well {llumi-
nated occan waters may be less than antici-
pated but that residueg of up to 1 p.p. m. havo
been showing up in offshore fish livers snd
DDT persistence together with temperatures

have been ascociated with bluscradb problems.

in Florida salt marshes, These mized “indice-
tions” do not contradict the 1872 findings. In
tho year preceding cancellation approxi-
mately 12 million pounds of DDT were added
to the environmental burden of the U.8. In
carller years even greater quantities of DDT
hed been added to our environment cach
yesar, In the two yesrs and 10 months since
cancellation no such serlous cnnual DDT
sdditions have cccurred. Because of its
mobility and bloaccumulation, it is not -sur-
prising that some reduction In sofl residues
in certaln aress may have occurred. Howaver,
buman monitoring studles show o relatively
eonstant level of DDT and 1ts metabolites in
human tissues since cancellotion. Morcover,
according to the Ad Hoc Group serious DDT
realdues in fish have continued and in some
aress past DDT wuses- -have been assoclated
with continued ¢nvironmental problems. Ac-
cordingly, theso mized dats referred to by
the Ad Hoc Group do not constitute sub-
ptantial now evidenco which may materially
affect the 1972 Order. :

residues of this chamica]. Loulsinns Applice-

tion at 10.

. . Tho Ad Hoc Group states that approv-

als of two limited and controlled appli-
cations for use of DDT subsequent to the
1972 Order for control of the tussock
moth end pea leaf{ weevil, were “con-

tingent on the agreement to conduct .

monitoring studies under EPA surveil-
lance” and that this information “should
be pertinent to subsequent requests.”
The quantities of DDT requestzd by Lou-
isiana for the cotton acreage involved

are approximately 624 times greater per .
acre than that authorized for the Doug- .

las-fir Tussock Moth. Even in the case
of the significantly reduced quantities of
DDT authorized for the tussock moth,
however, in a summary doccurnent sub-
mitted to me by the U.S. Department of
Interior, Fish and Wildlife Service, the
Department expressed its opposition to
the Louisiana request and stated that the
tussock moth control monitoring pro-
gram “reinforced our fears that the en-
vironment would be unacceptably con-
taminated by DDT.” -

Nzzp POR DDT |

‘Third, there is no substantial new evi-
dence regarding the need to use DDT
which may materially affect the 1972
Order.

Witnesses for Louwisiana at the recent
hearings on the Louisians application
testifed that there has been a declining
trend iIn cotton ylelds dating back to
1968. This data submitted in support of
the need for DDT show that substantial
vleld reductions—exceeding those during
the past two years—occurred in 1989 and
1972 despite large-scale use of the DDT
mixture. In fact in the year preceding
cancellation of DDT, the use of DDT on
cotton in Louisiana accounted for more
than 53 percent of the total quantity of
DDT used in the United States for all
purposes, Of total nationwide use on cot-
ton that year, the amount used in Lou-
isiana constituted more than 63 percent.
In contrast, Louisiana’s 1974 cotton acre-
age constitutes approximately 4 percent
of the nation’s total. Witnesses for Lou-
islana also testified that many factors
other than the tobacco budworm infes-
tation and the unavailability of DDT
may have affected cotton yields during
the past two years.

There is no dispute that many cotton
producers—not only in Louisiana but
also In other places—are experiencing
economic difficulties. Prices are down.
Production costs are up. There is no
longer & Xederal subsidy for cotton.
Added %o the effects of these factors is
the general recession affecting all sectors
of the Nation’'s economy. The availabil-
ity of DDT will not by itself determine
whether Kouisiana cotton producers
prosper or suffer this year, particularly
in light of the lack of any c¢lear-cut evi-
dence that the DDT mixture would be
efficaclous against tobacco bhudworm.
‘There was testimony that economic fac-
tors alone are going to cause a3 sharp
reduction in cotton acreage this year
throughout the cotton-producing States
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and a shift to alternative crops. In Lou-
isiana, this cutback itself is likely to cut-
weigh all other factors in terms of eco-
nomic impact on cotton producers end
related service industries and thug om
the State's economy as a whole.

The EPA Review Panel thoroughly ex-
amined all of the evidence presented dur-
ing the recent 5-day hearings. I adopted
the report of -the EPA Review Panel in
my March 17 Statement. My discussion
in the March 17 Statement sets forth
the basis for my March 14 Order. In
short, although Louisiana and other per-
ties have had ample opportunity to do
so, they have presented no substantial
evidence—new or old—to support. the
premises that the tobacco budworm prob-
lem is new, that recognition of its oc-
currence and seriousness is new, or thet
the DDT mixture is the only insecticide
that can be expected to prevent eco-
nomically significant damage arising
from a possible tobacco budworm out-
break this year.

Louisiana and USDA now assert that
I should reconsider my decision as a re-
sult of the comments of the Ad Hoc
Group. The Group stated that “one could
not, in 1972, anticipate the rapid in-
crease irr resistance to methyl parathion
by the tobacco budworm nor the rapid
geographical spread of resistance ” Ad
Hoc Group at 2.

To accept this statement, one would
have to ignore several important factors.
By 1970 near total resistance to methyl
parathion and all other chemicals com-
monly used for control of the tobacco
budworm had already developed in the
Tampico and Matamoros arees of Mexico
and in the Lower Rio Grande area of
Texas as a result of massive use of this
and other compounds and resulting se-
lective pressure on tobacco budworm
populations. This shift from Insecticide
susceptibility to resistance could have
been anticipated whenever chemicals
were being used intensively over a large
area.

In fact, Louisiana appears to have
anticipated such resistance. The testi-
mony of Dr. James Tynes, Louisians Co-
operative Extensive Service, in the recent
hearings on the Louisiana application
noted that, in May and June 1971, he had
called attention to the problem of to-
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bacco budworm resistence to methyl
parathion and its lmplications for cot-
ton production in Louisiana. In addition,
\n & published (May 1971) article he in-
iroduced Into the record, Dr. Tynes had
noted that lobacco budworm resistance
to met. .yl parathion had been associated
with diffculty in controlling an infesta-
tion in at least one location {n Louisiana
back In 1970. It seems apparent that the
Ad Eoc Group was not aware of this
testimony.

The Ad Hoc Group's statement that
the DDT-toxaphene combination is
“known to exhibit 2 synergistic effect of
up to twenty-fold against moderately
DDT resistant populations” is totally ir-
relevant to the question of the efficacy
of DDT-toxaphene. It is true that com-
bining DDT and toxaphene results in a
synergistic effect against the tobacco
budwr= as cemap..2d to DDT alone.t
This comparisvu begs the question since
the application s=eks the use of the LOiL T-
tozaphene mixtu. and since Lcuisiana’s
own data indicate that tobacco budworm
resistance to the DDT-toxaphene mix-
ture was seven-fold or greater at seven
of twelve Louisians sites sampled in
1972-74. With such tobacco budworm
resistance levels the DDT-toxaphene mix
has been shown to be ineffective for con-
trol of this insect.

The Ad Hoc Group also stated that
“under high population pressures the re-
quested mixture offers the best chance of
successful pest management for 1975.”
After hearing all the evidence in the 5-
day hearings and reviewing all exhibits,
together with the written statements and
public comments, the EPA Review Panel
concluded that there was no substantial
new evidence to support such a proposi-~
tion. In my March 17 Statement I
adopted the report and conclusions of
the EPA.Review Panel. I find no addi-
tional evidence in the Ad Hoc Group

«The basis for this statement apparcntly
comes from data published by Graves,
Clower, and Bradley (1967, Resistance of the
Tobacco Budworm to Several Insecticldes in
Louisians) which compared the LDS0 for
tobacco budworms, exposed 0 several ine
secticides, collected near Transylvenia, Louwl-
stans, in 1968. In this test the LD50 for DDT
wes approximatsly 20 times greater than the
combination toxaphene-DDT (2:1).

statement and accordingly find no basis
to change my prior decision.

© L * L] -

In conclusion, after reconsidering the
record in this proceeding I reaffirm my
March 14 Order in which I denied the
Louisiana application for suthorization
to use 2.25 milljon pounds of DDT on
450,000 acres of cotton this year. I rest
my reaffirmation of the prior denial on
this Supplement and on my March 14
Order and my March 17 Statement,
which I specifically adopt and incor-
porate herein by reference. There re-
mains no substantial new evidence
which may materially affect the 1972
Order with respect to the human cancer
risk posed by DDT, the environmental
hazards of DDT and the need to use DDT
on cotton.

Dated: April 1, 1975.

RusseLL E, TramN,
Administrator.

[FR Doc.75-9081 Filed 4-7-75;8:43 am])
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Titte 40—Protection of Environment
" CHAPTER I—ENVIRONMENTAL
- PROTECTION AGENCY ,
SUBCHAPTER E—PESTICIDE PROGRAMS
: (PRL so34) -~ -
PART 162—REGULATIONS FOR THE EN-
FORCEM

ENT OF THE FEDERAL INSEC-'
TICIDE, FUNGICIDE, AND RODENTICIDE

.

. -

“Subpart A—Registration, Reregistration .
' “and Classification Procedures -~
" On October 18, 1974, notice was pub- "'
lished in- the FeprraL REGISTER (39 FF
36973) proposing regulations to amend
40 CFR 162 pursuant to the authority
. qf sections 3 and 25 of the Federal In-

secticide, Pungicide and Rodenticide Act."

(FIFRA), as amended by the Federal

Environmental Pesticide Control Aect .

(FEPCA), Pub. L. 92-516, 86 Stat. 973,
hereinafter referred to as amended
PIFRA. The regulatioms shall read as

set forth below.-The intent of this rule- -

‘making i3 to revise present procedures.
for the registration. of pesticides and
establish procedures for the réregistra-
tion and classification of pesticides to
conform to the provisions of the amend-
. Throughout the development of these
regulattons, the Agency has taken every-
opportunity to solicit public views and-
comments. Beginning with the January
9, 1973, FepznaL REGISTER notice (38 FR
-1142), the Agency stated that -public.
comments on the form and content of
the regulations were invited. Moreover, -
the Agency in the January 9, 1973 notice-

set  forth its “preliminary views” on-—

the regulations, including registration.
Shortly thereafter, the “Agéncy :held a
number of informal public hearings on
the classification and registration. pro- -
visions under the amended FIFRA. Each .
of the views' and comments received at’
these hearings was thén considered in
the development of an initial draft regu-
lation. | Co PN
- As the numerous draft proposals were
developed by the Agency, they were made-
available to all interested parties. Com- -
ments on the drafts were received from
State regulatory agencies, industry, trade
associations, environmental groups, other
Pederal agencles,' and individual -Con-
gressmen. Further, representatives of
the Office of Pesticide Programs discussed
at length various proposals with repre-
sentatives' from each of these, groups.
The comments received were considered
.in evaluating the merits éf each of the-

drafts and modifications ' were- made -

where appropriate. : : _
" In July, 1974, following distribution
of over 2,000 copies of the complete-draft
regulation the Agency held an informal
public hearing in Washington, D.C.” At
"this hearing, representatives of the-
Agency explained in detall the major
provisions of the draft regulation and

FR.
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e ‘hearing, the proposed ‘regulations

" “were published in  the PEDERAL REGISTER

‘tor formal public comment.

-~ Many interested parties complained

that the comment period on the proposed
regulations was too short. After- con-
sideration. of these complaints, the
Agency . notified all” interested parties
that comments on the regulations would
be -received and. considered during the
_perfod of preparation of the final regu-
‘lations. Numerous comments were in fact

" received. and. considered during the

several months preceding issuance of
thése regulations. In addition, during this
same period the Agency held information-
meetings, on request, with as many in-.
terested parties as possible to explain the

p_roposed. regulations and modifications: .

under consideration.  As a result, writ-
ten comments on-the proposed regula-

ested parties, All of these commeénts have
-been reviewed and are onxflle with the.
Agency. Certainl of these comments have.
been adopted and others were substan-

-. tially satisfied by editorial changes, de-

Ietions from
Mons. o UL N
- Finally, on a number -of . occasions,
. certain -pdrties, representative industry
groups in particular, have. complained
that they could not fully comment on:
the Section 3 regulations without having
the Guidelines relating to data submis-.
sions available at ther same time. These
‘contentions arerejected for the following.
reasons.” First, beginning as early as
January, 1972, dratts of the Guidelines
have ‘been made available to all inter--
.ested ~ parties. ‘' The  pesticide ' Industry,
through its representatives; hds not only
had an opportunity to.comment on these
various drafts over the last two years’
but has been involved in reviewing and’

.or additions to the regula-

assessing- comments and in siggesting -

modifications. - Second, the regulations

establish data and .evaluation criteria -

which are self-contained. Tnformed com-
ments as to the regulations, then, did
not depend on whether or not the Guide-
lines for testing and data dévelopment

-were published in the FEDERAL REGISTER-

- for formal public comment 'at the same

time as these regulations were so pub-

lished. For these reasons, it is believed
that all affected parties have had a full
and "fair opportimity to
these regulations.’ ~ =~ . -

FIFRA ehacted through the Federa! En-
vironmental Pesticide Control- Act*®
(FEPCA) was part of a wave of environ-
mental legislation ‘which. completely
.overhauled Federal environmental regu-
latory -authority. In ' 1970, Congress
passed the Clean Air Act® and in 1972,
along with the amendments to FIFRA,
Congress enacted substantial amend-

-ments’ to the Federal Water -Pollution

Control Act* - . . o

the rationale behind each provision. At- - - -

tendees made formal statements, sub-
mitted written comments and raised
" specific questions on the draft which the :
officials of EPA addressed; a transcript
of the hearing was taken. After consider-
ation of the views expressed at-the pub-

P . -

"’ FEDERAL REGISTER, VOL. 40, NO

186 Stat. 875, Pub. L..92-516, 7 U.8.C. 186.

31 Clean Alr Amendments of 1970, 84 Stat. .
1976, Pub. L. 91-604, 43 U.S.C. 1857.

3 Water Pollution Control Amendments.of
1972,
1251.
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tions were received from over 200 inter- -

comment -on_ -

86 Stat. 816, Pub. L. 92-600, 33 USC,
‘ - port, at 8.
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. e Federal regulatiom of pesticides.

" first began in 1910 and was substantially
. expanded in 1947, the 1972 amendments
"completely - restructured = the Federal

pesticide regulatory scheme. and rede- ~

‘fined_its thrust’ FIFRA was changed

“from & labeling law into a comprehen-
sive regulatory statute that will hence-
forth. more carefully control the manu-
facture, distribution; and use of pesti-
cides.”* As' the House Committee on
Agriculture summarizeéd in its Committee
Report: . LT . R
" The Comimittee found the greatest need
for revision of eXxisting laws to be in the

.argas of strengthening regulatory controls
‘on the uses’and users of pesticides, speeding

up prdcedures for bairing pesticides found
to be undesirable; streamlining procedures

for making -valuable new measures, pro- °

cedures, and materials broagly savallable;

strehgthening enforcement procedures to.

protect against misuss of these biologically
effective materials; and creating an adminis-

tive and legal framework under which

continued research can produce more knowl-
edge about better ways to use existing pesti-
cides as well as developing alternative ma-
terfals-and methods-of pest control.*

It is clear that Congress’ primary pur-’
_pose in enacting FEPCA- was tQ ensure

that- pesticide use wad subject to a
thorough environmental and " hHuman
heailth hazard review.” : '
. In keeping with this
and . ' human health -perspective, the
amended FIFRA established many new

.requirements for review—in connection
"with the registration process. This pre-

amble discusses the new requirements,
their implementation by these regula-
tions and the Agency’s responses to com-
ments_received on the proposed regula-

t_iqns.' L . T

-+’ COMMENTS AND RRYISIONS

Section 162.2 Principal Statutory Pro-
visions. - Several commenters  suggested
that this.entire section be deleted or that
it track the statute verbatim. The prin-
cipel statutory provisions of FIFRA rele-
vant to the registration, reregistration
and: classification of pesticides are de-
scribed in the regulations for tHe con-
venience of the reader who may not have
a copy of FIFRA on hand. In response
to the comments, several modifications
have been made in the text to track the
statute more closely. We reiterate, how-
ever, that any spectfic question of statu-

v .

4The Insectictde Act of 1510 prohjbited the
interstate sale of any insecticide or. fungicide
which was adulterated or misbranded; how-

ever, the Act did not require registration of -

pesticides. The concern of the 1810 Act was
the effectiveness of products and deceptive
labeling. The 1947 FIFRA established a regis-

-tration requirement, but authority to deny
.registration applications was not provided

until’ 1964. As with the 1810 Act, the 1947
FIPRA’s primary purpose was the protection

.of consumers from ineffective products. See

Stearns Electric Paste Co. v. En mental
Protection Agency, 461. F. 2d 283 (7th Ctr.

'1972). v .

S H.R. REP. No: 92-111; 92 Cong., 1 Sess. 4

(1871). o R
* House Report, at 4. T
_THouse Report, 0§ 13, 20 and Senate Re-

Y

. - -tory igj:erprpl;ation_ must necessarily be
Passage of the 1972 amendments to’ . -

envirommental -



based on FIFRA. as amended, the pro-
visions of the substantive regulations im-
plementing it, and any judicial interpre-
tation thereof. -
- Section 162.3 Deﬁmt:ons Several com-
-menters indidated that it is unnecessary
to repeat in the regulations s definition
conteined in FIFRA. Those definitions
which appear in FIFRA and are repeated
in the regulations are either essential
to the understanding of these regulations
or have been given further interpreta-
-tion by these regulations.
(1) Section 162.3(a) Accident. Several
commenters suggested that the word ‘“‘un-~
reasonable” be added to the definition of
this term to indicate the extent of the
adverse effect upon man or the environ-
ment. These commenters misunderstand
the statutory scheme of FIFRA, as
amended. A finding of unreasonable ad-
verse-effect on the environment from use
of & pesticide is grounds for the cancel-
Jation or the denial of the registration
of & pesticide. The occurrence of an ac-
- cident alone may or may not establish
that & pesticide causes an unreasonable
adverse effect on man or the environ-
ment -Such a2 determinatiomn is made

"~ after 2 full review and evaluation of the -
evidence in each case. Where the effects
from use of a pesticide are found to be
unreasonable, appropriate actions - will be
taken by the Agency.

(2) Section 162.3(c) Aclive Ingredzeﬁt
(a) Several commenters asked that the
word “attract” be deleted from § 162.3(c)
(1) : They argued that it is not included
within the statutory deflnition of “ac-
tive ingredient”, and furthermore that

the Agency has included several attract- -

ants as examples in its definition of inert
ingredient, § 162.3(t). Amended FIFRA, '
at section 2(a)(1), defines active ingre-
dient, in ‘part, as an ingredient which
will prevent, destroy, repel or mitigate
any pest. Where an ingredient falls with-

in this broad statutory standard, it will -

be evaluated as an active ingredient. The
definition- of “attractant”, - within the
larger definition of “pesticide” at § 162.3"
(ff) (3, indicates which attractants are
active ingredients and which are imert
ingredients, In addition, the reader is
referred to the definition ef inert ingre-
dient at § 162.3(t) and the factors, listed
at § 162.6(b) (2) (1) (C)(2), used by the
Agency to determine whether an ingredi-
ent is active or inert. To avoid the ap-
parent confusion caused by inclusion of
the word “attract” at § 162.3(¢) (1), it
has been deleted.

(b) In response to comment, and in
order to clarify the term active ingredi-
ent, in the case of 2 plant regulator, “bio- -
chermcal has been added to the defini-
ticn at § 162.3(c) (2).

(¢) Section 162.3(c) (2), as proposed,
has been transposed to § 162 6(b) (2) (D)
(C) (2).

(3) Section 162.3(j) Apbplication of &
Pesticide. In order to clarify that the
Agency includes placement for effect of
& pesticide within the meaning of “appli-
cation of o pesticide”, this term has been
deflned. The Agency feels that the defi-
nition of the term “direct application” is
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redundant and accordingly has deleted
§ 162.3(1), as proposed.

(4) Sectxon 162.3(k) Changed Use Pat-
tern. Questions arose concerning the
indices the Agency will evaluate in de-
termining whether 2 new use is &
chan.dd use pattern. The distinction be-
comes Lnportant in the notice provisions
of section 3(c) (4) of the Act and the reg-~
ulations therevnder, To clarify the Agen-
cy’s interpretation of a changed use
pattern, the term has been defined as &
significant change frcuan & use pattern
approved in connection with the regis-

tration of a pesticide product. Examples .

of “significant” changes are included in
the definition. Deletion of a significant

“use pattern is also included within the

scope of this term so as to provide user
groups with' notice of these- regulatory
actions..

() Zacticr "82.0¢1) [§ 362.3(1)1 ¢ Deg-
radation Product. The Agency inteps to
inelude withiz *»~ meaning of. “degiada-
tion product™ 2 »ubstence resulting from
any transformation of & pesticide. For
greater clarity the definition has been
modified to read: “by physico-chemical
or biochemical means.” “Electromag-
netic” has been deleted, pursuant to
_comment, to avoid redundancy..

(8) Section 162.3(k), proposed. De-

‘layed Reaction. Several commenters ob-
jected that this term, as defined in the:

proposed regulations, was too specific
and out of context compared with the
other deflnitions of toxicity. After con-
sidering the matter, the Agency has con-
cluded that the term is self-explanatory
and should, therefore, be deleted.-

(7) Section 162.3(m)
Domestic Application. (a) Several com-
menters correctly pointed out that the
definition of ‘“‘domestic application” as
proposed -included only application of a

pesticide in, on, or around areas asso- -

ciated with the household or homelife
and excluded-use of a pesticide in many
places where people are present for pro-
longed periods of time. They urged the
addition to the category of domestic ap-
plication of the use of & pesticide in 2
wide range of institutions including res-
taurants, hospitals, nursing homes, parks,

_playgrounds, schools, and office-buildings.

The rationale for distinguishing do-
mestic application from .non-domestic
application is based on an evaluation of
risk taking into account the degree of
competence of the user, the susceptibility
of people likely to be exposed, and the
potential for adcidental exposure to in-
dividuals other than the user. In certain
situations, these factors clearly deter-
mine into which of the two classes of
application a use falls. For example, use
of a pesticide in 2 home is a domesjzic

8 Where section numbers have been changed
between the proposed regulations and these
final regulations, the Preamble refers to the
section as destgnated {n the final regulations,
For the benefit of the reader, the Section
number which appeared in the regulations as
proposed follows immediately after the finnl
Section number ln brackets, {...], as appro-
priate.
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application,” while use in a factory or -

commercial institution is a non-domestic
application. In other situations, however,
the Agency must carefully weigh the fac-
tors to determine whether the use should
be considered a domestic applicatior and
thereby be subject to the more restrictive
classification criteria. Pesticides intended
for application in patient care areas of
health related institutions and institu-
tions where children spend time are con-

sidered by the Agency to represent, on-.

balance, a higher risk to the exposed pop-
ulation. Even though the user is likely to
be competent in the use of pesticides,
population groups of particular suscepti-
bility are present in these institutions.
These groups include the aged, infirmed,
and young. Accordingly, these institu-

tions have been added to the general:

scope of the term “domestic application”
and new subparagraphs (3) and ¥4) have
been included to give examples of the
specific types of institutions the Agency
considers within the scope of the term.
The suggestion that use of a pesticide
in a restaurant or office building be con-
sidered 2 domesticapplication has been

rejected. Not only is the user of the pesti-

cide in these locations likely to be com-
petent in the use of pesticides; but, more-

over, population groups of particular sus- .

ceptibility are not likely to be present for
prolonged periods-of time, and therefore,
there is-no reason to expect a higher in-
cidence of accidental exposure to third
parties. Adequate margins of safety exist
in use of pesticides in these locations
and therefore these uses are- con51dered
non-dom%t.ic :

(b) Several commenters suggested that
the term “non-domestic application” be
defined. Domestic application is defined
in detail in the regulations. If a pesticide

‘use does not fall within this definition,

by the very terms of the deflnition. it
will be & non-domestic application. The
Agency feels that definition of the term

“non-domestic application” would he re~ -

dundant.

© (B8) Section 162.3(n) [§ 162.3(m 1,
- Drift. In response to.comment, the word
“immediately” has been mse*ted to quali-
fy “after application” and clarify the
confusion over the definition, as pro-
posed.The Agency does not consider tne
processes of diffusion and volatilization
to be included within the term drift.

(9) Section 162.3(r)>[$ 162.3(g¢) 1, Hez-
ard. As with § 162.2(a}, accident, several
commenters asked that the word “unrea-
sonable” be added to this definition to in-
dicate the extent of the adverse effect on

man or the environment. For the same

reasons as exblained above, in the discus-
sion of § 162.3(a), such a modification is
unacceptable. Upon the finding of haz-
ard, there must be a separate determina-
tion of whether the hazard constitutes an
unreasonable adverse effect on man or
the-environment.

(10> Section 162.3(s) Immegiate Con-
tainer. A new definition of the term “im-
mediate container” has been added to
clarify the labeling requirements of
§ 162.10. . :

(11) Section 162.3(w) ([§ 162.3(uw)}
Bietabolite. Several commenters irdi-

3, 1975
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ca@ed mmt the deﬁnitlon of metabolite as
.proposed was technically incorrect. They

- urged that “or Induced by” be deleted be-

couse metabolites are not “induced by”
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"Teferred to the d!scus&%on of Scetdon 162.5
(b) (3) bealow for = full ex*pl&mﬁon of
that Section.

+«(18) Section 162”3(6) (8 182.3(ce) 1

Uving: organisms or by biological proe- _Pesncide (8) Many commenters gsked °

éssea, The Agency-is (n. axccord and hag

- deleted the same. - e

(12) Sectlon 182.3(y) {§ 182 3(w) 1 Mu-
tegete. Several commenters suggested

- theg the dednition of this term was ingc-

. substances to inducs genctic op somatiés destroying, repelling or mitiseting any .

curata. It had keen defined to mean “the
property of & substance or. mbzture of

cheanges in subseqdent generations:” The
‘Ageney agrees and the languege of this
definition hsas: been changed to read:-
“chenges in the genetic complement of

- ‘elther somatic or germinal tissue in sub--

sequent generations.”

© (13). Sectiom 162.3(bb) [§ 183. 3(z)]
Oncogenic. Many commenters cbjectzd to
the uga of the term “oncogende,” request-
ing that i be replaced by term “carcing-
genle.” An oncogenic.effect -includes ix--

. duction of benign or malignant tumiors.
_ The commenters argued that this dis- .

tinction should be maintained for regula-
tory purposes. EPA hes determined that:
the once significent distinction-between

that the word “attracting” end the cless
oZ pasticide, “attractant’” be deleted from
§ 162.3(X). They: srsucd that “dtiract-
nx” ig-not included within the statutory
‘definiilon of pesticide, That defnition
.reads in pext: “any substance or mixture
.of substences: Intended for “preventing,

pest.” The Aglacy egrees that “attract-
ing” docs not per seconstitute pesticidal -
‘activity and secordingly the -word has -
been deleted from the frst paragraph of
§ 162.3(&) . It docs not follow, Bowever,

\. - ~ . .
term es proposed, would be more accu-
rate. The Agency is in accord snd Has
. substituted the same. .

(19) Sectiop 1623umm) (§ 162.3¢§ 1,

eratogemnic. Commenters argued that

@ phrase “to produce or incite’” which
appeared in the definition of this term
as proposed is inaccurste and that it
should be deleted. The notion of produc-
ing & functiona] deviation is important
and is reteined, but the word “induce”
heg been substituted for the word “in-
cite”. Furthermore, commenters argued
thet use of the word ‘“ordinerily” was”
- ambiguous and that thre word “heredi-
-table” is Improper. “Ordinaxily” has been
deleted. Although “hereditable” is an .
acceptable term,< “hezﬂt&ble” ha,s been

" thet o attractant Is Dot o cless of pes-* - insertzd in its place.

ticide. The Asemcy takes g broad view.
of -the definftion of pesticide. Where g
substhnce o mixture of, substamces is
intended (e prevent, destroy, repel oF
mitigete any pest, 1t-is a pesticide. If an
attractant. falls within this stetutory
“standgrd, it is & pesticide. Accordingly, "
“artmcmnt" has been retained a8 a class”
‘of pesticide.” Section 162.3(R) (3) gives
examples of substences which ere and

(20)- Section 162.3(nn). [§ 162 3(kk)]
Tozicity. (2) Severel commenters sug-
gested that the definition of toxicity be
clarifed by substituting the word “patho-
logical” for. the phrase “adverse physi-
ologiédxl”, which appeared-in the deflni-
tion of this termn as proposed. The
definition has been rewritten to include
both of these notions..

(b) Several commenters argued t.hat

benign and malignant tumors hag lost” which axe not considered attmctanta for the “90 days”, which was proposed as an

much of 1t validity. The federalcourt in
its review of the Agency order suspend-
ing most uses of pesticide products cons

aldrin anad dicldrir- recently up-

. tadning
held this determination 2s regsoneble .
and within the discretion of the Admin- wministrator atsection 23(c) (4) of FIFRA, ftoxiclity by. eveluating results on the
istrator. EDF v. EPA, 510 F. 2d 1292, 1300, as amended. -A -commenter. correctly basis of “one-hglf the life of the 01'88-,

-n 21 (D.C. Cir., 1975) . EPA, therefore, re-
jects the proposal that this term be de- -

leted. Several modifications to the pro- -

“the purposes of the Act. .

. (b)- The - proposed remﬂatxons ast
§8 162.3(@) (1) and (4) had declared cer-"
-tain devices subject to the-Act, pursuant -
to the authority conferred upon the Ad-

pointed out that other clesses of devices

shpuld beregulated. Aceordingly for pur- |

ses-of clarity and thorcughness, & new

“indicator to. diferentiate subscute from
chronic toxdcity, § 162.3(nn) (2) and (3)
was ingppropriate. The phrase has been-
deleted. Instead of 90 days, the Agency
will . distinguish subscute from chronic

nism."” -
-(21) . Section 162. 3(00) [§ 162. 3(11)1
Use. (a) Many commenters objected to

- posed dednition however; have been made | §182.18 hag been added t0 these regula- the proposed definition of the -term
tions. The reference to devices in § 163.3 “use”. .They. argued that .it should be

-for greater clesification. The phrase “in- -
duce benign or malighant. tumor formae ' :

tions” has been added to clarify that the .

Ageney indeed considers both to be- _pla,mt!.on below.

" hezardous.. . s
(14) " Section 162.3(cc)x [§ 162.3(&a)]

(®) (1) and (4) hes been deleted. The
"reader is-referved. to § 162 15 and ms ex=

(¢) Several commenters mised quésé
" tions .concerning the wording of the de-

~ Outdoor: Applicotion. Several commenters  Anition of “pesticide”. It has been sub-

egked thet the term “indoor appHeation”

stentially rewritten for greater clarity

limited to the intentional application of
& pesticlde and-that required supervi-

., sory, disposel and storage actions should

‘0ot be Included. While the term *“use”;
is not defined in the Act, it Is repeated
throughout and is- basic .to the Act’s -
regulatory. scheme. The: term’s legal

be deflned in addiiion to the term “out~ and.thoroushness (1) {0 provide more -meaning can be construed from the pro-

door spplication.” The term “indoor ap-'

exact usage of the terms “preventing, de-

visions of the Act and its legislative his-

plication™ is not explicitly used In these - stroying, repelling or-mitigating”; (3) to - tory. First, the legislative history clearly -
regulations. Each pesticide use will be “set fortlr with specificity those classes of esteblishes that the major thrust of the

evaluated to determine if it s an outdoor

pesticides we have evaluated; (3) to clar-

1972. FIFRA Wwas to creats- a statutory

. application. If it is, additional criterle ify thet use of the unmodifed term mMechenism to regulate the use of pesti-
" must be eveluated -in determining the

- sppropriate use classification. If & pesti-

“pesticide” encompasses the active ingre-
dient, pesticide formuladon, and pesticide

cides. The "misuse” of a2 pesticide was
mede. an illegel act subject to civil and/

cide usc is not an outdoor application, . producs; and (4) ‘to clarify thet the use or criminal- senctioms, 2s appropriate.

the indicators for ' domestic or mnon-
domestic application, as appropriste,

for pasticldal purposes of biolosical-type
énd, biologically~-derived substances falls .

-Second, the provisions of the statute and
legislative history set fodth & Congres-

alone will bo evalusted to determine the within the scope of the Act There hes sionel conmcern over all dimensions of

appropriatz use clessification:

(15) Section 162.3(dd) Operated by the
seme Producer. Many commentsrs sug-
-gested revision of §182.5(b) (1) [§ 162.5
(a)] which sets forth the statutory ex-

‘been no change in the Agency interpreta- -
tlon of the term “pesticide”. v

- (17) " Scctlon 162.3(hbh) ([§ 162.3(ce) 1
Pesticéde Product. Several commenters
argued that the phrase “commercial

pesticide use. Fursuant to section 3(¢)
- (8) (©) of the Act, a pesticide cannot be
approved for registration unless the Ad-

tor determines that when wused,
it will not generally cause unreasonable

cmption from the registration reguire- product” In the defnition of “pesticide’ adverse cffects on the enviromment..

ment for pesticldes transferred between
csteblishments operated by the same pro-
duccr solely for packaging at the sccond
establishment or for use ag & constituents
part of another pesticide produced at the

second esteblishment. In ordexr to claxify "
= the Agency’s interpretation of the term metabolites or

“opcrated by the seame producer,” this

phress h&s kzen deﬂned .The reaxd.er is which asppeasmd in the deﬁmtion of m&q whether or not o product can, be reg!s=

S

product”, as proposed, was misleading. -
The-Agency is in accord and the defini-
ton kg been rowritien.

(18) Sectiom 163.3(kk) [ 162 3(hh) 1
Residue. Several commenters suggested
thet substitution of the phrase “and its
degradetion preducts”
for the phrase “dissimilstion products”,

R S 1
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Sectiong 12 and 25(c) (3) explicitly pro-
vide for regulation of pesticide packag-
| ing and the storage and disposal 6f pes-
ticides and pesticide containers. Ac-
cordingly, the peckaging of 2 product
end the directions for and commonly
rvecognized practices of storage and dis--
posgl. sxe evalusted " in determining

'
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4tered. Section 3(d) of the Act provides

- that the use of certain pesticides shall be

restricted to application only by or un-
der the direct supervision of a certified
applicator. Therefore, both the person
applying the pesticide and the supervis-
ing certified applicator are *“using” the

. pesticide. ¥rom the comprehensive regu-

latory scheme of the Act, it is clear that

. the term “use’” was not intended by Con-

gress to be synonymous with application,
but rather was intended to-have a more

‘expansive meaning which would include

the direction and supervision of an ac-
tual pesticide application, the storage
and disposal of pesticides, and any other
actions required by the.Act and these
regulations.

Some questjons have arisen concerning
the implications of the definition of “use”
in these regulations with respect to the
requirement for certification of applica-
tors. It has been suggested that the def-
inition of use in these regulations would

require that persons who manufacture, -

transport, store or distribute restricted
use pesticides will have to be certified,
because such persons are “using” the
pesticides In question. This view refiects
a. misunderstanding of the structure of
the amended FIFRA, and the scope of

. the certification requirement. Section 12
(8) (2) (F) of the Act provides in per-

tinent part, that it is unlawful to use a
restricted use pesticide “other than in
accordance with section 3(d).. . .."” Sec-
tion’ 3(d) requires the administrator to
classify uses of pesticides for general or
restricted use, and provides that in cer-
tain circumstances he must restrict the
application of ‘such pesticides only- to
certified applicators (or competent in-
dividuals under their direct supervision) .
Thus, the requirement for certification
is only imposed with respect to applica-
tion of restricted use pesticides. However,

the Agency observes that in order to be-.

come certified, an applicator must be de-
termined to be competent “with respect
to the use and handling” of pesticides. A
short explanation has been included im-
mediately after the definition of “use”
in these regulations to eliminate any pos-
sible ambiguity concerning this matter.

(b) Several commenters were confused
by the definition of the term '‘use” as
proposed. It. has been rewritten for
greater clarity.

(22) Section 162.3(pp) [§ 162.3(mm) 1
Use Dilution. Several commenters argued
that the proposed definition of “use diiu-
tion”, was misleading. The Agency rec-
ognizes that a pesticide may be applied
in different concentrations depending
upon the mode of application. The def-
inition has been rewritten accordingly.

(23) Section 162.3(qq) Use Pattern.
A new. definition of ‘“use pattern” has
been Included to clarify, in accordance
with the term “changed use pattern”,
§ 162.3(k), the indices the Agency will

- evaluate in determining whether a new

i

use Is 8 changed use pattern.

Section 162.4 Status of Products as
Pestlicides. This section sets forth the
criteria which will be evaluated to de-
termine if a product Is a pesticide prod-

- PEDERAL
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uct,-and therefore, within the scope of
FIFRA, as amended, and the regulations
- promulgated thereunder.

(1) Section 162.4(a) Determination of
Intent of Use. Whether a substance or
mixture nf substances is a pesticide pur-
suant to the Act depends upon the use
for which it is reasonably intended. A
commenter objected to the statementin
the regulations, as proposed, that the
intent may be either express or implied.
There is a long standing principle at law
that intent may be either express or Im-
plied. The Agency ha. always evaluated
the express and implied intentions of the
user of & product and will continue to
operate on the basis of this standard.

(2) Section 162.4(b) Products Con-
sidered to be Pesticides. (a) A comment-
er objected to § 162.4(b) (3), {§ 162.4(b)
(4)], arguing that a product intended

- for use as a pesticide after reformulation

shcew.. not =2 ~cnsidered a pesticide
product. Techrical compounds ar~ cur-
rently registe.~* by the Agency. Amend-

- ed FIFRA makes no distirction between

products intended for use as formulatéd
or after reformulstion, and requires
that both be registered. The comment-
er argued that reformulation may ef-
fect significant changes in the efficacy
and hazard of the pesticide product. For
this -very reason, § 162.6(b) (1) provides
that a product registration may pertain
to only one formulation and that varia-
tions in the formulation of the pesticide

product require separate registrations, .

except as-specifically provided in § 162.-
21(a) of these regulations.
(b)Y Many commenters argued that

. §$162.4(b) (4) {§ 162.4(b) (5) ] as proposed -

is without statutory authority. The Sec-
tion declared a product to be a pesticide
if it is intended {or use both as a pesti-

cide and for other purposes and stated -

that¢. such a product is subject to the
misbranding provisions of section 2{q)
(1) (A) of amended FIFRA, both as to.

..its pesticidal and non-pesticidal claims.

Section 2(q) (1) (A) of the Act provides’
that a pesticide is misbranded if “its

~labeling bears any statement; design or

graphic representation thereto or to its
ingredients which ‘is false or mislead-
ing in agny particular’”. (Emphasis add-
ed)., The statute, therefore, clearly re-

- quires that false or misleading state-

ments, concerning both the pesticidal
and non-pesticidal properties of a pesti-
cide product, - constitute misbranding.
This is the longstanding interpretation
of the Agency. [See, extant 40 CFR
162.101(b) (3) (i) 1. In these final regu-
lations, for purposes of orgznization, the

reference to the misbranding provision -

of section 2(q) (1) (A) has been deleted
from § 162.4(b) (4) and is now set forth
at § 162.10(a) (5).

(3) (Section 162.4(¢)1 Products Con-
sidered o be Pesticides and Drugs. Sec-
tion 162.4(c) as proposed provided that
registration of a product considered to
be & drug as well as a pesticide, would be
dependent on approval of the substance
by the Food and Drug Administration.
For purposes of organization, this Sec-
tlon has been deleted from § 162.4 and
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incorporated into § 162.7(d) (1), Criteria
for Approval of Registration, as a new
paragraph § 162.7(d) (1) (vi). A complete
discussion of the comments received per-
taining to this Section is found below at
the explanation of § 162.7(d) (1).(vl).

(4) Section 162.4(c) {3 162.4(d)
Products not Considered Pesticides. (a)
Many commenters ohjected to the in-
terpretation of the term pesticide in
§ 162.4(¢c) (2), as proposed. It had pro-
vided that paints and other formulated.
coatings which are treated with a fun-
gicide to protect the coating itself and
which are not intended for preventing .
or destroying fungi after application to
any surface are within the meaning of
the term pesticide. Under this inter--
pretation only a paint treated with a
pesticide intended to protect the paint
itself while in the canister would not be
considered a “pesticide”. The. comment-
ers have contended that the Agency’s
interpretation, as regards paints and
other formulated coatings, is inconsist-
ent with its handling of other building
materials. Section 162.4(¢c) (3) provides
that building materials which are treat-
“ed -with a pesticide to protect the mate-
rial itself and for which no pesticidal
claims are.made as- protection of oth-
er surfaces or objects in the manufac-
ture, sale, or distribution of the product
are not considered pesticides, and there-
fore, are not subject to the registration

. requirements of amended FIFRA. After

reconsideration, EPA has interpreted the
definition of *“pesticide” as applied to

- paints' and other  formulated coatings

which are treated with fungicides, in a
similar manner as all other huilding ma-
terials. Paints and other formulated
coatings which are treated with fungi-
cides to protect the dried coating itself
and which are not intended for. protec-
tion of other surfaces are not consicered
pesticides. However, paint products. in-
tended to be applied to 2 surface to kill
mildew organisms and paint products
formulated to kill or prevent the growth
of mold in food processing plants, dairies
and breweries are considered to be pesti-
cides and will require registration in ac-
cordance with FIFRA, as amended.
Promulgation of the regulations in this
form, represents a continuation of the
current policy.

The fungicide added to the paint.or -
other formulated coating to protect the
coating itself is a pesticide ard is cur-
rently registered by the EPA. These
products will continue to be so regis-
tered. Before the registration of any
pesticide is approved by EPA the appli-
cant must establish that his product un-
der use conditions; satisfies all the re-
quirements of the Act. The Agency ac-
cordingly, before registering such a fun-
gicide for use as an additive in paints or
other formulated coatings, must make
the determination that the pesticide's
composition is such as to warrant the
claims made, it will be used without
causing unreasonable adverse effects on
man or the environment, and it other-
wise complies with the requirements
of the Act. The EPA is satisfied that 2
thorough review of the fungicide, with
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~a view towerd its ad wvee, Wil protest
men and the cavironsmesnad from Ul
ramoxmsble adverse eectg. -
Many quesdons hovo sxisen c«mcemﬂ
nr these statements of mildew xeaist-
anee whieh wilk ‘bot subjest & palnt prod-

uct- tor registratien 8s o pesticide, The-
following lebel clalms are geeepiably, -

provided no sddidensl elaiwg implylng
proteetion of another suxface ore made
clscwhere in the labeling or in advertise
1007 ox dther promoticnal material: “Mile -
. Qg Realstant—irented with fungicide
. to protect the paing itsell from growth
of mildew”; “Mildew Resistant—This -
paing contsins agents whick inhibit the
" growreh of mildew om the surface of thig
palnt Alm~; “Dry coaiing: of thig paint
mildcw resistant”; . “Dried. poimt " glm -
vegigts mold fungus”; “Dry caamel
coating resists. discoloration from mil-
dew’; “Dried flm resists steing by
mold”;. “A fungicide. (or mold control
Enmd&m&, or mildew resisting compo- -
ncaty, hes been lncorporated 1o -this.”
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doletad, oF ?im@ “By oF \mdez conmc?;'
ba sddcd. Both of these suggestions con~
Bet with the explcis-leagusge of- the
Act. Scetion 162.5(1) (1) is 8. verbatim
rendition of the exemption created by
sectiom 3(b) (1) of thedct. -

The Agency belleves that much of the

“comment o this Section was generated

by confusion g {0.the meaning of the
term “opereted by the seme. producee.”
Accordingly, the, term hes been- deflned
at -§ 162.3(dd). Ap estsblishment oper-
ated by the saxac producer includes one
owned by the registrant of the pzsticide
product and one opersied under come
tract with tho registrant of the pesticide
“product- cither tox package the pesticide
product. or use the pesticide as 2 com-
stituent part.of another peésticide prod- .
uct, “provided - that the Ansgl pesticide’
product is registered by - the tramsferor -
establishment. The proviso clause of this

term i3 very lmportant. It is not enough’

that & copfract reletionship” exist be-

tween the parties. The transferos estabe-’

produc% to meke its dry flm mildew Ushment muss be the one that holds the

resistant”; “Treated with fungicide (or
speeially formulated) to .resist mildewy
growth on the peint Gim”; “Gives mils
" dew-resistent coating”; “Tihe miidew re-
sistexice 6f thig outside houso peint Akm

meakes it especlally. ugeful for use in-

_high humidity azeas”
to protect the contents from spoilage”;
With fungicide—R film, aztack by
mildew.” - s
(b) A commenter sugg%wd’ that. &
rsubsccidon ba added %o explicitly state
that the term pesticide product does not -
encompess.- & . substance or mixture of
substemces intemded only foe_experi-
" moentel use %0 determine its value for
pesticidal purposes or its .tosdcity or

; “Contains ¢..¢ °

_ other properties, where the user expecis’

no benefit in pest control Such an ex-
plcit stetemeat is unnecessary:” The
concept- is implicit'in the definition of
-the term “pesticide’ and the discussion

registration of the final pesticide prod-
uct. The Agency beMeves that Congress
in its vse of the term “operated by the
same producer,” has recognized the com-
mon business practice among regisirants
of contraciing .for the packaging or
formulation o & pesticide product.

(b) BMany questions heve arisen con-
cerning the scope of section 3(b) (1) of
-the Act and § 182.5(b) (1) of these regu-
lations. A pesticide product, when .txans-
ferred from one registered establishment
to another registered ™~ establishment,
operated by- the same producer’ for the
- pusposes indicsted sbove, 1s exempt from
the registration requirements of the Act.
It musé, however, bé labeled so s to meet
the other. requirements. of the Act. A

" sentence heg been 2dded to § 183.5(h) (1)

listing the applicable Sections of the Act.

“This interpretation is consistznt with the
Agency Interpretation of the similex pro-

comply with %he reqmram.nts outuned
at § 162.6.

(1> Section 162.6(a) Applicant Re-
quzrements The applicant is responsible
for thé accuracy and completeness of all
information submitied in connection
with the application. X the Agency deter-
mines that an application is not suffi-
clently complete or that modification is
necessary before 2 final decision on ap-
proval or denial of the applicetion for
registration, the applicant is notified and

_ellowed @ reasonshle time within which-
.to resubmit the application with defi-
clencies cosrected. A commenter, in reli-
ance .on section- 3(¢)(8). of the Act, -
~argued that an sapplicant should be
granted only 30 days to resubmit his ap--
plication if e notice of on incomplete
_application, pursuant to § 162.6(a) (5) is
“issued. Szction 3(¢) (8) of the Act grants
an applicant only 30 days to correct de-
ficlencies in his spplication If the Ad-
ministeator informs him of his intent to.
deny the application for registration. A
notice of an incomplete application, pur---
suant to § 162.6(2) (53, however, is not.
to be considered & denial of registration
pursuant to section 3(¢) €¢6) of the Act.
Therefore, the Agency may grant the
applicant who has received notice of an
incomplete application & “reesonsable
time” within which to complete his ap-’
plication. In the event the applicant de-
sires to have his application treated ss
_having been denied, he may petition the
" Administrator for issusnce of a notice of -
denial pursuant to section 3(c) () of the
Act. and § 162.7(e) (1) of\these regula-
tions: - ;

A2) Secﬂon 162.6(b) (2) [§162.6(b)1,
Azrplicatam for New.Registration, (a) At
the present tine, before an application
for - registration. will be approved, the
Agency must sccept- the final printed
labellng. Several commenters objected to
this policy in genersl. The Agency’s re-
sponse to these comments is found below

of Determinotion of Inteni of Use 2t ° vision in the -Act pridr to. ammendment.. at the explanation of § 162.10(a)(6), A

Section 162.4(a). "The concept is also in
- accord with~the Tegulations recently

“(section 4(e) 1947 FIFRA) ...
- (2) Sectlon 162.5(b) (3). 1§ 162.5(c)1

new § 182.6(b) (2) (1) (A) has been added
to claxify that this policy will continie in

published by EPA concemlng\expeﬁn Pesticides Ezxempt- from Registrotion;” efect as regards appncauons for new

‘mentel use permits, 40 CFR 172, 40FR
18780, (April 30, 1975) N
‘Section 1825 Pesticides Required to
be Registered. (1) Sectlon 162.5(a) Reg-
istration Requirement. A new Section
his been added to these regulations to
- set forth the statutory standexd of Sece
tion3(a) of amended FIFRA, regarding
the requirement for registmmon of e
pesticide product. .
(2)- Section 162.5(bY (1), [8 162 5(&‘,)]
Pesticides Ezxzempt froms Regisivation;
Pesticides Transferred between Estab-

lishments. (8) In accordance with szg- :

tion 3(b) (2) of FIFRA, as amended, this
section sets forth the statutory exemp-
tion from the registration requirements
for a. pesticide tramsferred from one
registered ‘establishment to another
registered establishment, operated by
the seme producer, solely for packag-
ing et the second establishment or for
use as a constituent pext of another
pesticide produced at the second estabe

lshment. Many commenters asked thab-

the phrase “by the szme producer” be

. Disposal,

Pesticides -Tronsierred, for Puyposes of
cldes shipped solely. fox
purposes of disposal pursuant to Section
19 of the Act, Paxt 165 of the regulations,
or an. applicable Adwministrative order
‘are exemmpt from the registration require-
ments of the Act. This provision, Iike the
-~ provision -for pesticides transferred be-
“tween . establishments operated by the -
‘same producer, only relieves the pesti-
" cide progduct of the registration require-
ments of the Act. 15 must still be lzbeled
S0 as.to satisfy other requirements of the
Act. A sxatence bss been added to
§162.5(h) (3) lsting the applicable Sec-
tions of the Act. ~ .
(3). Section 162.5(bY (8) Pesti&ides Ez=
empt from Registretion; Other Ezemp-
tions. A new subsectior (8) has been
-included to set forth the regulatory aa-
thority of section 25(b) .0f the Act, Exo
emm*ion of Pesticides.

" Section 162.6 Registration Pfoceduresz~

All zpplications for new regisiration,
amended - registration., .-supplemental
registration,:” and reregistration must
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registration. -

(b)  Section 1sz.e(b) 2> (X (D
which indicates the factors the Agency
considers in determining whether an in- -
gredient is active or inert, appeared in
the. proposed regulations at § 162.3(c) _
(2). It has been transferred to this Sec-
Yon for-purposes of organization.

(¢) Section 162.6(b) (2) (1) (C) (3) pro-
vides that if the functional purpose of
an ingredient is not reasonably apparent
to the Agency, the Agency may request
the epplicant to state the purpose of
the ingredient in the formulation. If any .
ingredient has no functional purpose, the

-Agency may determine that either the in-
gredient must be deleted from the for-
mulation or that the application will be
denied. Scveral cofamenters argued that
this provision is without statutory au-
thority.- The mandate of the Environ-
mental Protection Agency is to regulate
the introduction of pesticides/ into the .
environment and prevent apy unreason-
able adverse effect on man or the envi- -

_ ronment. The intentional introduction of -

~
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" & contaminant into the environment, for
_which no functional benefit can be estab-
“Hshed, may be unreasonable and, unless
the Ingredient is deleted from the formu-
lation, may bo grounds for denial of the
application for registration.

(d) Section 162.6(b) (2) (v), as pro-
posed, hus been deleted from these regu-
lations because 1its substance is in-
corporated within § 162.6(b) (2) (1) (B).
-Thére were many comments concerning
‘the. date requirements of §162.6(b) (2)

(v}, as proposed. These are discussed in .

the explanation of §162.8(M (WMD),
below.

- (3) Section 162.6(h)(3) [§162.6(c) 1,
Apx:licatzon for. Amended Registration.
(a) Section 162.6(b) (3) (}) (¢) provides
for marketing of a single registered
product under multiple brand names. It
had appeared in- the proposed regula-
tions at §162.8(c)¢5) but has been in-
cluded here for purposes of organization.

A commenter asked that allowance be-

made for the deletion of specific claims
from & product label i£ by so doing no
other changes are made necessary. Such
8 provision exists for the supplemental
registration. for distributor products,
§ 162.6(b) (4). .
amended registration can apply for &

. supplemental registzation of distributor

products at the same time as he applies
for amended Tregistration. ™

() Several commenters objected to
the provision at § 162.6(b) (3) (ii) that
final printed labeling must be accepted
by the Agency before the, application
for amended registration will be ap-

proved. The Agency’s response to this -

comment is found below at the explana-
Hon of § 162.10¢2) (6) .~

(4) Section 162.6(b) “4) I 162. a(d) ],
- Application for Supplemental Registra~
%on of Distributor Products. Several
commenters argued that the regulations
.concerning supplemental registration are
too stringent. They misunderstand, the
purpose of supplemental registration.
The Agency merxely Intends to sllow the
marketing of e pesticide product under
g distributor brand name. The distribu-

tor 1s not empowered to formulate, pack-"

age or otherwise manufacture the pesti-
eide product. The requirements for sup-
piemental registration- are designed to
insure that the pesticide product is not
adulterated.

5) Section 162. s(b) (5) [§182. 6(e) 1,
Appiicatior. for Reregistration. (a) Sev-
erzl commenters argued that it is impos-
gible to complete by October .21, 1976
some of the long term testing required
by these regulations for the reregistra-
tion of certain pesticide products. The
Agency has always intended; in accord-
ance with section 3(c) (2) of the Act, to
permit sufficlent time for applicants to
obtain the additional information re-
quired by these regulations for the re-
- registration of certain pesticide products.
Additional language has been added to
§ 162.8(1) (5) () to elarify our proce-
dures. This language provides that when
these regulations require data for re-
registration which cannot reasonably ba
antcipated to be compliled within the p2-

-Ant’ . applicant. for .an-

- -
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riod of rereglstration the Admlnlstrator
may. classify and reregister a pesticide
product for a reasonable period of time
‘pending completion of the required test-
ing, provided he determines that, based
upor avallable data, the pesticide prod-
uct otherwise satisfles the requirements
of these regulations and the Act. and
does not meet or exceed the criteria for
risk set forth in § 162.11(2).(3). Such re-
registration will be for a fixed term of
less than five years; r~asonable to allow
development, submiss.on and review of
required data and will be nonrenewable.
Where & pesticide product does not oth-
erwise satisfy the requirements of the
regulations, or where there-is serious
doubt as to the advisability of classifying
and reregistering the- pesticide product
pending compietion. of the required test-
ing, such action will not bé taken. If at
any w.de, s relent.evidence regarding
unreasonable adverse effects from rse of
‘the. pesticide « ~mes to the attentivn of
the Agency; ' preceedings to either
changethe classification of the product

or cancel or suspend its use, 85 appro--. .

pﬂate will be initiated. .
(b) Several commenters objected to

the provision of the proposed.regulations.
that final printed labeling must be ac- -

“cepted before the application for reregis-
tration. will be aporoved, The: Agency's
vesponse to these conments is found be-;
low at the explanation of § 163.10(a) (6).

(¢c) Section 162.6(e) (3) (viii), as pro-~
posed required an applicant to submit
any factual information, which had been
obtained by him or come to his-attention
regarding adverse effects on man or the
environment resulting from use of the
pesticide. For purposes of organization
this Section has been-incorporated into
§ 162.8(2). A complete discussion of the
comments received is found below at-the
explanation of that section.

(d) Prior to the effective date of these-
regulations, detailed procedures to be

followed by applicants for reregistration

of pesticide products shall be published
in the Feperat REGISTER. This notice will
address solicitation off applications for
reregistration by the- Administrator, the
contents of the applications, and the

Agency’s intended policy regarding ap- ..

plications for amended registration and

“teregistration of distributor products.-:

Registrants are asked to awalt these de—
tailed procedures before contacting the
Agency regarding reregistration of &
product. .

(8) Szctiom 162.6(c) Five Tear Cancel-
lation. A new section has been added to
the regulations to include procedures for
the five year cancellation of pesticide
preducts as required by section 6(a) (1)
of the Act. Registration of & product for
which notice of 5 year cancellation has
issued will be continued in effect only
upon the determination of the Adminis-
trator that the registration complies with
all the requirements of the Act and the
regulations which are promulgated there-

.under and which are current at the time

of renewal. .

Sectlon 162.7 Disposition of Applicg-
tiong. All applications for new registra-
don, amended registration, supplemental
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regist.ratxon. and reregist.ratxon wul be

processed as outlined at § 162.7.

(1) Section 162.7(b) Notice of Receipt
of Application for Registration. A new
§ 162.7(b) has been included to clarify
that the Agency will acknowledge receipt
of all applications and return to the ap-
plcant s notification of the date of re-
ceipt of the application by the Agency.
Section 162.6(b) (3), as proposed, had in-
dicated that such procedures would te
followed In the case of receipt of an ap-
plication for new registration.

(2) Section 162.7(c) [§162.7(b) ],
Time for Acting with Respect to Appli-
cation. A commenter asked that the
phrase, “as expeditiously as pessible,” be
deleted from this section and that an-~

" other phrase be added to indicate that

the applicant will be notified if review
will take longer than 90-days. “As expedi-
tiously as possible” is the language of the
statute, section 3(c) (3). The Agency, in
fact, intends to notify the applicant of
_the expected length of time.necessary to
process the application. -~ - -

(3) Section - 162.7(d) (1) [§ 162.7T
-£c) (1)1, Approvak.of Registration. Cri-
teriz for Approval. (8) Séction 162.7
(d) (1) (v) has- been; rewritten” to more
closely track the Food, Drug, and Cos-~
‘metic Act requirement. for -& tolerance .
‘or an exemptionr from & tolerance. .

(b) For purposes of better organiza-
tion, a new § 162.7(d) (1) (vi) has been
added to incorporate the requirement of
§ 162.4(c) as proposed, -which made
registration of & product intended for use
as a drug as well as a pesticide dependent
on approval of the substance by the Food
and Drug Administration. Several com-
menters argued that § 162.4(¢), as pro-
posed, shouwld be deleted; sand, because

- the Food and Drug Administration ade-

quately regulates these products, pursu-
ant to section 25(b) (1) of the Act, they
should be exempt from the provisions
of FIFRA, as amended. These comment-
ers have failed to recognize the Congres-
sional mandate to each Agency and the
working relationship established between
them. The language of § 162.7(d) (1) (vi) _
and § 162.4(c), as proposed, reflects the
curren{y Interagency Agreement between
the Environmental Protection Agency
and the Food and Drug Administration,
36 FR 24235 (December 22, 1971), -
-(4) Section 162.7(e) [§162.7(d)], De-
nial of Registration. This section, as pro- -
‘posed, granted an applicant the oppor-
tunity to petition the Administrator to
withdra,w his application. Implicit in the
concept of a petition is the discretion
of the Administrator to deny such a peti-
tlon. Language has been added to § 162.7
(@) () i) to explicitly state that the
Administrator may in his'discretion den
any petition for withdrawal and proceed
to issue a notice of denial.
* Section 162.8 Data in Support of Reg-
istration & Classification. (1) Economic
Impact. Many commenters argued that
the data requirements of these regula-
tons will cause an unnecessary, adverse,
end inflationary impact on the pesticide
industry and egricultural %ctor of tho

eoonom
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- " On. Nov&mm' 27, 1976 me Pmideaz the dmt—ss teqmrements cmenuym effect

‘lesusd Executive Order 11823 (30 FR -and evelusiing sdditionsl risks which
£1501) wh.\cp requires cach agemcy W thosé date requirements had not consid- |
‘certify thet the infletionery impact of ered. Tho cost of the incremental date-
.any major regulation hes been evelu- - represenfed by these regulations is mini-

ated. Accotﬂingly alithough the Agency mal compared to the total pesticide de-.

balicves thes this regulation does no® velopment cosé. The increased safety
congtitute “major. acHon” within. the- represenmted by the expanded date base
meoatng of the Executive Order, the fol- more then ofSets the cost of the re-
‘lovring discussion summarizes EPA’s con- quired tests. It Is expected that the ém-
sidéenton., of the infstionsry impact'of phesig of thess rezulstions’on humexn
. these sezulationgand seves as the Afen~ and egvironmentsl bealth will induce & .
€y's ecrtifcation that such iimpect bas- reorientstion in the pricrities of meay
beenr evalusted. The discussion focuses: - compendes. By closely scrutinizing en-
‘on the infdstionasy impact of the data . vironmental and heslth effccts eaxlier in

requirements necessexy to!comply with’ the development of g pesticide, more

these resulations becauss the Agency has pesticides will: &chxeve -full- registration
determined that such. costs ave the moest within B lesser. amount of . time.. Such

w potential tosts which may be increased: eﬁcienc% should reduce the.
by ths implementation of these risks of the.pesticide indusixy and their

‘standerds - for~registration pursu&nt to costs duc te fallure of. 8 p%ticlde\’w 56= -
the emended FIFRA. - T curefull regigbeation. -

Ths dete reguivements fox' registm«s . In enacting the 1972 FE‘RA.‘Congr&.

tion .of & pesticide hava beer increasing recogunized thed thoroush date' require-
slowly axd steadily over the prst 25 years. ‘ments 8¢ NCCEISaRy t0 SUPPOFS 80 &p-
Thess regulations, and the referenced . plcatlon for registration and further
Registration Cuidelines, for the most recognized that the cost of ‘securing
pert catalogue the specific requirements these date 1s an- added burden: to the
which heve been in efiect for the pass - pesticide industry. It Incorporated sec-
several years.. The reguletions reduce. tiom 3(c)€1) (D) into.the Act to compen~
uncertainty by fully loforming the ap- sate the party. who produces the date
plicant of the data necessary to support and, in effect,. extended the proprietary

an application foz. registration. EPA be- rtghts of the prodiicer beyond the term

lieves this will increase the eficiency of --allowed by present patent law. The exist-
pesticida reszerch and. development and ence- of this provision reduces -the in-
result in a shorter average duration of . dividual economic impact of these data
time between submittal of an application requirements and  cleerly indicates that
for régistration- and & deciston regard- - Congress Intended the economic burden
ing the applidation by the Agency.. =~ of dats® requirements to be shared by

The date requirements for reregisira- groups "of régistrants whose registra-"

" tTon will not pose o-significant economic  tions are supported by-such date rather
" burden on many pesticide registrants. than be the cause of ssn madequam da,ta,
_The data requirements have been tate” evaluation.. ) 2 g
lored to address the particular concerns -. (2)" Section 182.8(&) Gevzeml. (a) Sev-
- regarding pesticides” already registered - erd] commentezs suggested thet § 162.8
by the Agepcy in light of data previously be deleted, from " the regulstions and’
"_submitted to, the Agency In suppert of placed in the Registration Guidelines.
the tnitis] registration and the pesti- * The purpese of the Regisiration Guide-
cide’s use history. The data require-= lines is ¢o specify the kinds of informa-
‘ments. for reregistration ‘can genmerally ‘tion ‘which will be reguired .to support
be satisfled with tests on the active in-. the registration -of 2. pesticide, ‘Section
gredient. This fact greatly reduces the ,162.8 of these regulations does-not pre-
burden on many pesticide regiStrants be-= empt: the Guidelines. It is- included in
causg an evaeluation of one active Ingre- these regulations to delineate the-majer
dient wil satisfy the requirements of data requirements of the Registration
many formulated pesticide products. In. Guidelines and direct the potential ap-
addition, if the data have previously plicant or other interested party to the
.been'submitted to the Agency, as for ex=- Guidelines. Many of the dats require-
ampie in support of » {olerance, and they ‘ments set forth in Section 162.8 axe ‘con-
meet the intent and rellability standards ditionel and will only be required for
of the Registration Guidelines, no new ‘hose products wrhich meet the indicated
submission will be recuired. Moreover, conditions. The spplicant 18 referred to
§ 162.8(b) (5) (1) provides that If date the Registration Guidelines to determine
aro required which cannot reesonably the-detalled dats which are required to
be-anticipated to he compiled within the support o specific application for regis-
pertod for reregistration, the Adminis- tration: The Guidelines also specify ac-

trator may, in his discretion, classify cepteble test methods and protocois tobe

and reregister the pesticide product for fouowed in sccumulating the data.
#~ reasonable period of time pending .- (b) Several commenters argued thaf
completlon of the required testing, pro- ?he date requirements of’ these regula-
vided he determines that the pesticide tions and the Registration Guidelines,
does not meet or exceed the criteria for even taking into account the conditionsl -
riskk set forth n § 162.11(2) (3) and that pature of many of the date requirements,
the pesticide product otherwise satisfies are' Inapplicable to certain pesticides or
the “Tequirements 02 these regulations’ pesticide products and are not necessary
ondg the Ack. -+ + Tfor © determnination of whether .such
The dats fequkements for Hew ‘regis- pesticide product will generally cause un=
tration were asrived w6 by considering ressonable adverse effects on mairor the
- . . i N \~ -~ ; - ] .o e
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environment. The Agency hes attempted
o consider_all pesticides in déevcloping
the dsta requirements. The Agency rec-
ognizes, however, that these regulations
and the Registration Guidelines may not
have taken into account all relevant fac- -
tors for.all pesticides. Accordingly, the™
proposed regulations at § 162.8(b) (1) (D
‘hed provided for & waiver of dats re-
-quirements upon petition of the appli-
~cant. Thet piovision has been medified
and & new § 162.8(a) (3) has been in-
cluded to specify the detailed procedures .
and besic standard to be applied by EPA
for- waiver. of a data regquirement
" specified in.these reguletions or the Reg-
“istration Guidelines. Waiver of & date re-

quirement is permissible only i the Ad-.
ministrato:

¢ determines (1)  thet the:
‘composition, degradability, proposed pat-
‘texng of use-or other chemical or physical .
propertes of the pesticide, relating to an.
evelietion of the effects om man or the
envlronment. are fundanrentally dierent
{rom -the propeorties comsidered by the .
Agency in establishing the dete require-
ments of these regulations or the Regis-
tration Guidelines, and therefore (2)
that the data are not necessary in order
for him to determine whether such spe- .
cific pesticide or product will generally _
cause unreasonable edverse effects on
man- or the environment., Generally, an
applicant - must initiste the process .
and submit & writien statement set-
ting forth his reasoms for requesting.
& waiver from & data requirement.
‘In the case of reregistration, however,
the- Administrator
waiver of & date requirement by so
- indicating in his - solicitation of ap-
plications for reregistration. The Admin-
istrator. will make & written finding with -
respect to waiver of & data requirement. -
‘In the case of the approval of any ap-
plication for which netice of application _
was published in. the FEDERAL REGISTER
pursuant to § 162.6(b) (8), i¥ the -Admin-
istrator determines to~ waive a data re-_
quirement, the notice of approval issued
pursuant to §162.7(d) (2) shall list any
data. requirement which has been 'waived
and brefly state the basis for such waiver. -
In the case of waiver of a data require-
ment initiated by the Administrator in -
the solicitation of applications for reres-
istration, the notice of solicitation shall -
list any data thet have been waived and
briefly state the basis for such waiver. .
Notice to the public of-the walver_ of a -
date requirement satisfles EPA’s respon-
sibility under the Act, these regulations, °
and the general principles of Adminis- -
trative Law to set forth the rationale
for any departure fiom its regulations: -
. (c). A commenter requested that EPA -
require the applicant for both new reg-

may initiate

the .

* istration and reregistration to submit all

relevant information available from sci-
entific terature and other sources on the
potential adverse effects of a pesticide.’
"In the proposed regulations-at § 162.6(e)
(3) (vill), this provision by its terms ap- .
plied only to reregistration, although the
Agency imtended that the Tegquirement -
‘epply o ell registrations. Moreover, we .
believe that this provision more properly

belongs in § 162.8. Accordingly, § 162.6(e)
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(3) (vill), as proposed, has been deleted
and & new § 162.8(2) (4) has been in-
“cluded to specifically impose upon the
applicant the responsibility to submit
any factual information which has been
‘obtained by bim or come to his attentiin
regarding the adverse effects of his pesti-
cide on man or the environment. Such
informationr . may include, but Is not
limited to, puhlished or unpubnshed
laboratory studies and accident expen-
ence.

Several commenters objected to- the
policy of this section. They argued thag
the applicant should only be responsible
for submitting his own data and not data
found in the general literature. Seetion .
6(a)(2) of the Act and §162.8(d) of

these regulations imposes on the regis- -

trant the afirmative duty to report any
‘additional factual information regarding
adverse effects on man or the environ-
.ment of the pesticide. EPA interprets re-
port of scientific findings contained in
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- (¢} Section 162.8(b) (2) (iv),
posed, required an evaluation of the
chemical and physical compatibilities of
components of formulated pesticides. It
has been deleted from these regulations
because it was not a general requirement
applicable to the majority of applications

£~r registration. The Registration Guide- .

lines contain this data requirement and
indicate, with-specificity, the conditions

under whlch such an evaluation 1s re—
quired. -

-(4) Section 1628(b)(3)(1) Data re-
quirements for New Registration. Gen-
eral Chemistry. (&, Some commenters
argued that the general chemisiry data
required by § 162.8(b) (3 (i) would not be

‘available to formulators of & pesticide

product. A formulator may rely on the
data -submitted by the basic manufac-
turer of the pesticide provided he com-
plies with the procedures - established
pursuant to section 3(c) (1) (D) of the

< 2L,

the general literature as within that |

duty. This seme affirmative duty is im-
posed upon the applicant for registration:

"as well. The burden for establishing the -

.safety of a product is on the applicant at

~all times. He must convince the Admin~ -

“istrator, in part, that the pesticide will.
‘perform its intended function and that .
.1t will be used without unressonable ad-.
verse effects on the environment before
the initial decision may be made to reg~
ister the product. This duty falls on the
applicant and registrant because they
are in the better position. to monitor the
literature as regards a particular pesti-
cide.
. Many commenters expressed support
“for the Section as proposed, and asked
that penalties, as for example immediate
. cancellation or seizure, be established for
the withholding of information. The civil
and criminal penalties arising pursuant
to- sections 12(e) (2) (N)
Act are the statutory remedies for .
achieving compliance with these regula~
tions.
(d) Both § 162.8() (1) (i) and (i),
83 proposed, have been deleted from
these final reguiations in order to avold
redundancy. The substance of § 182.8(b)
(1) (1) Is repeated st §162.8(d). The
substance of §162.8(b) (1) (1il) is re-
peated at §162.8(b) (4). -
(3) Section 162.8(b) (2) Datae Require-.
ments for New Registration. E ficacy. (2)
- A commenter suggested that § 162.8(b)
" (2) () be amended to require only datz
necessary to support the label claims for
effective dosage and dosage rsnge. This
suggestion must be rejected because
without data to support the minimurm
. effective dosage and efectlve deosage
range, the Agency can not be sure that
the correct dosage and dosage range have
been assigned for the pesticide product
" use(s).
(by Ih response to comment, & new
$ 162.8(b) (2) (1v) has been included to
delineate the Registration Guidelines re-
quirement for data, when appropriate, to
gupport the measurement of toxic effiects
- %0 plants or animals that are host to the
pests. This aformation, when relevang,
hes customarily been required of appll- -
" cants for registration. .

and 14 of the -

(h) Secticus 162.8(b) (3)-(1) (A (1) and
162.8(b> (3. Y (B) (1) require il.e appl-
cant to subwiit data relative to the com-
plete general chemistry of the pesticide
and the pesticide formulation, including

the complete composition-of the tech-"

nical chemical, and the chemical names
and percentages of al} impurities. A com-~
menter argued that these Sections are
toe stringent and that the applicant
should.only be required to submit infor-
mation relative to the composition of the
technical chemical, including the per-
centages of all impurlties and the chem-~
ical name of known impurities. The
Agency recognizes that the best scien-
tific methodology may leave & percent-

age of impurity unidentified. As deter- -

mined by the Administrator, on a case
by case basis, an application for regis-
tration may be approved where a very

small percentage of impurity is uniden- -

tifled, if the Administrator determines
that the best available methodology has
been utilized to evaluate the pesticide
and the pesticide formulation, and that
use of the pesticide will not generally
cause unreasonable adverse efiects on
mean or the environment, : ’

(¢) Several commenters argued that
EPA has no authority’to require data rel-

. atdve to the basic manufacturing process .

of the-technical chemical, § 162.83(b) (3)
(!)(A) (2), or of the pesticide formula-
tion,’ § 162.8(b) (3) () (B) (2). They sar-
gued that these provisions are am at~
tempt by the Agency to regulate quality
control. Section 3(c) (5) of the Act pro-
vides that the Administrator shall reg-
ister a pesticide if he determines, in part,

that its composition is such as to warrant -

the -proposed claims for it and if he is
satisfied that it will perform its intended
function without unreasonable adverse
effects on men or the environment. The
Agency Is required by statute to deter-
mine the exact composition of the pes-
tictde and pesticide formulation. Con-
taminants which will.cause unreasonable
adverse efiects on the environment may
unintentionally be introduced into the
pesticide or the pesticide formulation by
& modification of the manufacturing
process. The data specified at § 162.8(b)
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(3 (WA ) and § 162.8(0) (3 GV (B
(2) have been required by EPA prior-to
the promuigation-of these regulations,

_pursuant to the authority of the 1947 -

FIFRA. Nothing in the legislative history
or language of the- amended Act indi-
cates a modification of that regulatory
authority. Such data, moreover, are re-
quired before issuance of an experimen: -
tal use permit, pursuant to section-S of -
the Act, for use of an unregistered pes-
‘ticide product. 40 CFR 172. 4(d) (3r iy,
40 FR 18780, 18784 (April 30,1975), - .. -

(d)- Section 162.8(b) (3) (1) (A) (3). Te-
quires data on the purity of starting and
intermediate materials used in the man-
ufacturing process. Several commentérs
suggested test methodology for securing
these data. These comments have been
considered in developmg t.he Resistrahon
Guidelines.

(5) Section 162. 8(b) (3> (1) Datc Re-
quirements for New-Registrdtion. En-

. vironmental Chemistry. In response: to

comment, this Section has been substan- -
tially rewritten to clarify the conditions.
under which specific data relative to the
environmental chemistry of the pesticide
will .be required. ‘Data on fleld stability,
persistence,."degradation, accumulation; -
and mobility are generally required only

if the pesticide is intended for outdoor-
- application. Information to support the

“safe disposal” of the pesticide formula-

tion and pesticide container, as defined at_
40 CFR 165.1(s), is generally required of

all pesticide products. The applicant is

referred to the Registration Guidelines

for the detailed conditions for the data

requirements and for acceptable test

methodology and protocols.

(8)" Section 162.8(b) (4) Data Require-
ments for New Registration. Product
Hazard. (a) In response to comment,
§ 162.8(b) (4) has been substantially re-
written to clarify the conditions under
which specific data relative to product
hazard will be required and to refer the
applicant to the-Registration Guidelines

. for the detailed conditions for such test--
Ing. The Guidelines specify, in addition,
whether the data are to be derived from
tests on the active ingredient(s), the pes-

- ticide formuwlation, or the major metab-

olite(s) - degredation. a.nd/or reactmn
product(s).

As is discussed below, no mutagemc
requirement normally exists for reregis-
tration. For purposes of new registration,
the applicant Is referred to the Guide-
lines and Appendices thereto for the con-
ditions under which such testing will
be required and for the protocols to be
followed. The Guidelines have just been
published as proposed and the Agency
especlally welcomes comment concernlng
this data requirement.

(b) In response to comment, §1628
(b) (4) (1) (C) has been amended to re-
quire, instead of merely diagnostic and
antidotal Information, diagnostic, first
eid, palliative, and/or antidotal informa-
tion. Commenters correctly pointed out
that the language of the proposed regula-
tions was too restrictive since there is no
known effective antidote for the majority
of pesticide products, following sufficient
exposure.
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P Sectidn 162.8(c) Dete Reguire-
. ments jor Revepistration. (2)- Several
cocompcarers asgued that the dats re-
quiccmcnts for reregisitvation axe too

© lcalent and that they showld be identical
to- the detn requirements for NGW regis--
tration. Other commenters armued -that
tha dnts requirements for reregistration
are tco burdehsome. The datn require-
‘ments for reregistration heve bean tad--
lored to eddress the pasticular concerns

" regerding pesticides alreadyre@stered by
-the As&acy. -

We have indicated uwse usa p&tberm._
chegaicel stxuctures and expesurs levels
for which n determinstion on. 81y po-
tentisd - risks to the heslih and safety
‘of men of tha environment is required.
prior to registration. Xn Ught of the use

history and prior remistration of. thess -

pesticides, wo have determined that evel-
" uation of the date lndicated at §183.8(c)
is necessary and suicient for the deter-
© mination of whether. ox ROt reregistra-
. tiom of the pesticide product will ecause
an unreesonable adyerse cffect on mAR OF
the covironment EPA realizes thet full
compllance with the dats reguircments
Imposed om pew registrations would be
degirable for reregistration ‘es well By
Cctober, 1876, however, EPA ‘must rereg-
ister_in excess of 30,000 pesticide prod-
ucts. 1t would be edministratively lmpds—
" sible to reguire all of these products to
satisfy the data requitements for new

registration. Flve year renewals of reg- ~

istration, bowever, will be processed on-
& stemgered basis; "It is at this junction
~ thet thethen current data requircments
for new registration will epply to alf
producis previoualy registered hy the

- Ageocy.

Regstrants of pesticlde products that‘
come within the criteris specified 2%

addifonal data prior to reremistration
unless (1) suck dete have previously bzen-
submitted to the Agency and the dats
meet the intent and rellability standards
specified in these regulations and the
Registration Guidelines, or (2)_ the Ad-
- ministrator determines, pursuant to sec-
- tlon 3(c) (2» of the Act and §.182.6(b)
(5) (11) of these regulations, that the date
cannof reasonebly be compiled within
‘the time for reregistration, that the pes-
ticlde otherwise sstisfies the wequire-
ments of the Act and these regulatalons,
and that the pesticide doss pet meet or’
excéed e cxiterin for risk set forth in
$162.11(2) (3). In this latter case, the
Administrator. sy classfy snd rereg-
ister Bhe pasticide for 2 reasonable period
of 8me pending completion of the re-
quired testing. The reader is referved to
. the discussion of § 182.6(b} (5) (1) , abowe.
(b) _Szetion 162.8(c) (3Y ) heg beo
modifcd in response to comumens (o alter
the conditions under which & teratogenic
-evalunion of o pasticide will be reguirved
for reregistration. The proposed regula-

tion hes requised the tésting “if the peg-

ticide usz results in significant exposure
te women in residences enclosed working
- spaces oF their immediate vieinity.” The
"Agency hgs determined that this. dats
reguirement wes teo restrictlve_ The

R
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QU&ESS ANB RE@UM&W@NS
p!&cecﬁ exmmﬁa to o poteatialy Mde

. oun pastieide in ot 29 imapoRtand o the
fact of exposuxe. AcCOrdingly, o tarato- -

genie cvaluntion of the acive ingredicnt
1In & oxemaellan test system s sequlrcd
ag' o condition of registvation I the
peaticide mny ressonsbly be' expestzd to

result in exposure to femnle humeana™ -

(¢) Sections 182.8¢¢). (1), (1D and (v)
specify, - rospecively,- tha.s _r oncogenic,
chronic fecding, and reproductive studies
of the sctlve ingredient(s) will be re-
quired for pesticides which need o toley-
ance or an exemaption: from the reguire-
ments to obtaln & tolerance. Scversl com-
menters vrged. the Agency t0 recousider
these sections,. noting that thio require=
ment represents o chanse from the e
isting policy of reguiring only subscube
feeding studles In support of petitions
for tolerapees. for neglaible residues,
,Secti@m 40 CFR 180.1(1) defines the term

“pegligible  residue™ to meam  “say
" amount of & pesticide chemical remsins
ng in of ol & raw agricwltural com-
modity or group of xaw ssricultuesl
comxoditids. that would reswit in e dedly
intake regarded as.toxicologically Angig=
»iflcant on the basis of sclentific judgs
ment of gdeguate safety data. Ordinsrily
this wilk 2dd to the diet an amount.which
will be less. tham 1/2000th of the amount
that hes bezn demonstrated to have no
efflect from feeding studies om the mest
Sensitlvg-animel specles tested. Such
toxicity studies shall usually include
ot least 90-day feeding studies in two
species of memmals.” (Emphesis added)
In: the pest, the Agency has freguently
considered 90-day feeding studies to be
sufdcient to support the petition for the

- establishment of & tolerance for negli-
gible residues. However, the Agency has -
_- deteymined that the results-of such S0-
§ 162.8(c) , will be required to submit sucky -
o residue is toxicologically insignificent.,

day studies cannot always esteblish that

A 90-day time. perlod ‘will generally ke
insdequate to confidently predict tho.
effects from life time cxposurs, Human
exposuré to some chemicals such &g
- carcinogens can have signidcant chronie
‘effects even-at very low levels. 1orcover,
as explained In the regent decision of
the Administrator suspending the regis-
.trations of. pesticidas containing Aldrim
and Dieldrin and ix the -United States
Court of Appeals for the District of
Columbis Circuif opinion efirming that
decision, a,lt.bcush no efect mey theo-
retically exdst, in cemecer testlng it is
often lmpossible fo detérmine suck. o
safe level. Furthermorxe, the Agency is
aware of no date to justify welving of

the requirement for chronic feeding and
- reproductlve studies for those pesticides

which leqye residues in focd at very low
Izvels. An explonation of the waiver of
data scquirement provision appears-ab
the Preamble d.!scussion of § 162 8(5) (3)
‘ahove.

() Sectlon 162 8(c) (3) (m) .as pro==
posed, has been deleted from mae final
regulations.” The Agency is curreatly
re-evaluating coxisting requirements for
mutagenicity testing snd protocols as
part of the development of the Gulde-

Unes. Unéil this review is completed, 2d- -

Lo NP

REGISTER, VOL 40, NO. 129==TRURSDAY. JULY

Gitionsl mutagenlc testing i g0t be

required {or purposzs of rercgistzation,
except where the Agency - detesminesg
that, for an individuel pesticide or pestl-
cide produet, mutascaie cvalustion
should b completed a9 part of the re-

§182.8(d).

e Lt T L emaee

re@sm&ioxx dezemmaﬁen pursuang to .

(8) Scotion 162.8(d) Additional Data.

Thig gectiom hes been rewritten 10 em-
phesize and clerify for.thc registrant
hig-Guty to submit any additional dats

requesied by the Administrator. In addi--

tlon, ¢ new paragraph hes beca ncluded
. to stete In the regulstions the registrant’s
duty pursusnt to secton () (2)- of the
Act, to Immediately submit to the Agency.
sny factusl informintion regarding ad-,

verse egects on man or the envimnment.

“of the pesticlde. Such information iv-
cludzs published or unpublished. lab-
oratory studies, \whether or mot com-
“tained ia the genemli Hteraturg, and
accidens experience. These reguircments
reeognize that the registrant Is in the

best position to monitor sack sourees -

vwith respect to o particular pesticide;
and st additlonsl data may be required

where 16 Is appropriete in order to eval- .
untz cficacy or hazard. Moreover, the
"Agency will also- telkke into account evi«.

‘dence submitted by other parties.
Section 162.10 Labeling Reguirements.
" Section 162:10 tmplements the new label-
ing requirements of FIFRA, as amended,
and attempts to improve the communica-

.ive-value of labels and labeling in gen- :

eral. Scection'22(a) (2)(G) of the Ach.
makes 1% uplawful for & person fo Use -
any registered pesticide in & msnner!:
“Inconsistent with its iabeling. Several!
commmenters suggested that the phrase .
“use incomsistent with the labeling” be
defined in these regulations. Such, & task

would be impracticel Because the phrase”

hes o dikerent meaning in each of sev-
exal regulstory contents. In order to re- |
spong to spccific questions as they asrise

and keep the public informed of Agency i

policy in this regard, EPA heas instituted .

8 serleg of Pesticide Enforcement Policy. .
Statements to provide public notice of .

instences in which, deviations from the

precise language of a product label will ¢

not subject the user to enforcement
Uability. See 40 FR 19526 (May 5, 1975).

Meony chenges i labeling xequ!rements :

were recommended by participents in

the First Netional Syraposium on Pesti- .

“cide Labellng, Sune 3-4, 1974. Most of”

these suggestions have been incorporated |
into these regulations, as for example

.the format changes and grouping of use °

end werning and precautionary state-
ments. Adoption of some of the recom-

mendations. will bz deferred until after-

completion. of the reregistration effort

because of the complexity of the provi-
- slons and the faxr reaching effects which

.exe ¥ be enticipated. Included within
this clasg are suggestions that nontech-
nical homeowner pesticide labels be ac-
cepted _and that master labels for use
directions on an active ingredient basis
be adopted. Oficials of the EPA will be
conducting Regional Lebel Symposia to

= -
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secure public participation in the devel- |
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opment of - forthcomlm standards for
pesticide labsls. .
~ (1) Section 162. 10(a) (2) Prominence
end. Legibilfty. Section 162.10(s) (2) (1)
(A) provides.that all requireq Iabel texts
must. be set in 8-point. or larger type.
Several commenters argued that this ge-
quirement is  overly burdensome and
that it does nct provide latitude for small
products. The type size requirement is
mandatory because it tmproves the com-
municative value' of the label text. A
manufacturer of a smeall pesticide pred-
uct, In accorcance with § 162.10(a) (4)
(1), is encouraged to securely attach
labeling to the immediate container of &
pesticilde prcduct. Such labeling must
regsonably ha axnected to remain afiived
to the immediate container during the
foregeeable conditions and period of use.
o (2) Section-162.10(a) (3) Lenguage to
"be-Used. All label or labeling text must
‘appear in the English language. The
proposed regulations had provided, in
addition, thet when text in another lan-
‘guage Is considered necessary, the com-~
_plete label text must appesr In both®

languages. Several commenters argued -

" that space limitations do not always
-permit complete dual lenguage laheling.
* This requirement has been deleted from

* thess final regulations. The Agency may -

- determine that for 2 perticular pesticide.
© additional text in another language Is™
required to protect the public. I that
case, depending on the nature of the
hazard of the pesticide, the combplete
label text may be required in hoth lan-

guages, or the phrase “If you cannof -

read English do. not use this product
until properly instructed.” In the lan-
guage of the anticipated user of the pes-
ticlde may be accepted. i
(3) Section 162.10(a) (4) Placement of’
- Label. (8) Several questions arose con-
cerning § 162.10(a) (4) (1), as proposed.
These regulations are intended to con-
" tinue EPA’s present practice of requiring
- & full user-label on the outside wrapper

or container of & retall package, if the ~

* immediate container of the pesticide is
enclosed within 8 wrapper or outside

. contalner throagh which the label of the .

" immediate container cannot be clearly
‘readl. The language of this section has

been rewritten to clarify the Agency’ s._

intended practice.
(b) Several commenters argued that'
the requirements at § 162.10(a) (4) (D)
 for labeling of tank cars and other bulk:
* containers, as proposed, were inconsist-
ent with the requirements imposed by
the Department of Transportation on
these same containers. The Environmen-
tal Protection Agency is concerned with
securing uniformity of regulation. Ac-
- cordingly, this section has been rewritten
so that the EPA regulations concerning
transportation of pesticides are consist-
ent with the regulations of the Depart-
ment of ‘Transportation concerning
transportation of hazardous materials.
A separate subsection has been included
to specify the labellng required for pesti-’
cides stored in bulk containers.
(4) Sectlon 162.10(2)(5) Folse o7
isleading . Statements. (o) Section
162.10(2) (5) provides that o pesticide"
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is misbra.nded if its labehng is false or- 3(c) (5)(B) of the Act specxﬁcam; re< -
misleading in any particular, including —quires the Administrator to determine
both - pesticidal and non-pesticidal that labeling is-in compliance with the
claims. The specific reference to non- Act before registration of & product. Re-
pesticidal claims had appeared in the view of the final printed labeling is, .
proposed regulations at § 162.4(b) (5). therefore, necessary before any applica-
Commenters argued that the Agency tiom for registration is approved. TPA
lacks statutory  authority over the non- will review the tinal printed labeling as
pesticidal claims of a pesticide product. quickly as possible. If {t is identical to
Our response to this comment is found the conditionally sccepted labeling, no
above in the d!scussion of § 162.4(b). appreciable delay in approval of the ap-
- (b) Section 162.10(a) (5) (v)- provides plicationshould occur.

.that any statement which directly or in- (6) Section 162.10t8) (3 Na*ms ‘o be

directly implies that tue pesticide or de- Used in Ingredxent Statement. A com-
vice is recommended or endorsed by any menter objected to the language of
Agency of the Federal government is § 162.10(g) (3), as ' proposed, arguing

. misbranding within the mesaning of that common names. are assigned.to”

§ 2(a) (1) (A) of the Act. A commenter active Ingradients hy gpeciel naticnoal
correctly polnted out that under certain and lntemational organizatmns such.as
conditions of sale pesticides are required the American Standards Asseciation and -

o meet government specifications. A the International Standards Organiza-

. yregistrant may, in these circumstances, ” tion, and that the Agency should merely

inc . _te thoat "is nroduct conforms to sn  accept these names. Section 25(c) (6) of

- Agency specication. He may not. how- the Act authorizes the Administrator,

ever, lmply t>~& his product 1s i com- after notice and opportunity for hear-
mended or ena ..sed by the Agency. ing, to determine and establish suitable

-(c) Several commenters objected to -names to be used in the ingredient state~
the language of § 162.10(a2) (5) (vi). They .ment. Accordingly, the Agency will com-.
argued that & per se rulemaking a trade- pile end promulgate by regula,tion a. list
mari which suggests one or more;, but  of acceptable common names. Interested:

‘not all, principal active Ingredients in e — parties. will be afforded opportunity-to-

pesticide a false or misleading statement. comment before adoption of these names, .
is not-1nx accordance with accepted prin- and consideration will be given: to those
ciples of trademark law. In determining = names assigned by. the special national
whether or not to register & trademark, and international organizations. .-

the Patent Office makes no ‘determina— (7) Section 162.10(g) (4) Statement of
tion of its legsality under the FIFRA, 8s Percentages. A commenter suggested .
amended. Therefore, registration of 8 that if the use(s) -of the pesticide is ex-
trademark cannot be accepted as-evi- pressed as weight of active ingredient
dence that a name is legal under the Act. per unit area, & statement of the weight
If & name is false or misleading, it is 8 of active ingredient per unit volume of
violation of FIFRA, as amended, whether the pesticide formulation should:be re-

* or not 1¢-has been registered as a trade- -quired in the ingredient statement be-

mark, - . . - . . . =- cause unless the precise total weight per
-.€(d)" Several commenters were con- unit of volume is known, it is impos-
fused by §162.10(2) (5) (), as proposed. sible to determine the amount of procd-
It has been rewritten to give examples of uct to use. The Agency agrees that this
non-numericel and/or ° comparative information is necessary in such -in-
statements on the safety of & pesticlde stances, and has included such a provi-
product which the Agency considers to. sionin § 162.10(g) (4).

be. false and misleading, within the (8) Section-162.10(g) (6) Deterioration.

-meaning 'of 'section 2(q)(1)(A) of the (a) Section 162.10(g) (6) (1), as proposed,

Act. " required the statement “This product is

* (5) Section 162.10(a) (6) Final Printed subject to deterioration. Not for sale or
Labeling. At the present time, before & use after [date]” on any. pesticide pred-
new registration "will be approved, the uct subject to significant deterioration.

. Agency requires acceptance of final Many commenters objected to the re-—
“printed labeling. These regulations con- quired label statement—*"This product is

tinue this policy with regard to epproval subject to deterioration.” They arguzd
of sapplications for mnew registration; that it has unnecessary negative conrzo-
§ 162.6(b) €2), and cxtend the policy to tations since all products are subject to
cover epprovel of applications for some deterioration, and that such 2
amended registration, § 162.6(b) (3), and statement i1s not required of products,
epproval of applications for registra- such as film and drugs, which also may
tion, § 162.6(b) (5). Commenters gener- deteriorate over time. They also main-_
ally objected to this policy. They argued talned that the phrase “Not for sale or
that -the practice is burdensome and use after [datel” will adequately pro-
laden with delay. Some commenters tect the public. The Agency agrees that
made & distinction between applications e statement of expiration time will ade- .
for new registration and applications for - quately protect the public and accord-
amended or reregistration, arguing that ingly these regulations have deleted the
%;ux;h &cceDt:n:ee gi’fﬁnal printedl 13}381- requirement for the label statement
appropria efore approval of an  «phig prod ¢ deteriora.—-
‘application for new registration, it s not . ) product Is subject fo _
g?n%;:;yugegg;;fﬁgfgggguﬁ‘& “(b) Sectlon 162.10(g) (6) (1) provides
Agency can make no such distinctlon in that the pesticide product must meet all
“the cese of label review since section label claims up to the expiration tme in-
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dicatzd on the I&BEQE. Savem coxxmenizers whieh xm,y apm&- ezsewhere. The humm

orrued taat the responcibllity should fall  hazoed signel word, § 162.10(R) (1, child
oo B congdence of te pesticide product  hazard werning, § 163.10(0) (1) (11) aad
to romove the product from the chravanels in esrtodn instances, steteoacnts of prag-
&7 t=ndo ofter tha dato of expiretion bas  Heal tseotmiecnt, § 162.10(1) (1) (M), musy
LBl & rodistmnt may cotobligh by of) oppoer oo the fromt powel. Statse

contxest orcustom o mutially beaeficlal ments regrrdios bamypd to huwnang and
werldns ralnHonahdp with hig conglance, dom@sfée sodmaeds, § 1GB.10RY (2 (), en-
TRo lerp? reopoasibility for sole ef the virommentsd hoesd, § 162.10(k) (2) i,

peoddide produse rexedng, ReWerRer, with 'mﬁ or chcmicad hazeds, § 162.,

botlh tho monofectuxes and the qig—
tributer waicg thero o & guamatee pug- -
ghamt o goztionm 12(b) (3) of the A\c?»mdL
§ 162.13 of Cacse resulatisas.

(9) Scgtion 162.10(3) (1) Inert Ingredi-
entg, (o) Sovcral COmmENIRTS aTTTed: that
the Adminisizator has Do stalutory aus:
thority to reguirs thet the nsme of &4
‘imert msredicat appear on labeling even

pﬁwﬁc&l
10(R) (3) (), ore Fequined 0 appear ua-
der 0 appmpm&a mm«amsm e!sav&hem
m@mbbe&, :
= (oo Meoay eommeam wag%tfsd
ehmges 0 seversl indicators fos- deter—

minibg. the toxdeity category 6L & pestls
cide a9-8et for&h I the mble a8 [}182.1@»

@Y1, .
~- (1) Enhmeiam ZCs. me mposed?ege

_ when the Adsindstoater determines thet wetlons provided that (e inhalstion
" o ngredicnt wey $oe & hezesd o we Lo of © peaticlde cowld ba expressed,
or the cavironment and that the vser depending
should be given nofice of the hesapd. product, &' termis of mlllirrewas per Btes
Suck & poition contradicts the Admin- for dust or mist or parts per milllom of
istmator’s bogic obligpHon. wader the mediumm for &8s o YRpors. A commenics
amended FIFRA of detezmining the rislzs axgued thed use of these two. scales ig
whick mey be posed by o pesticide and  confusing, and thaf. the Ascacy couwld
impssing the necessery regwaiory re= easily conwort from ome scele to tho
quirement to edeguately control am wn- other. To clarifly this Sectlor, the scale
© peasomnblo flslkk, Depending or (ke risls
" involved, the Administeator Is authorized liow of medium hes been deleted.

by the amended FIFRA t0: (1) deay reg- -~ (11)- The numerica} eriteris for assign-

of toxicity on the besis of parts per mil-.

e, - e m e
. . - T Yl g
. b B R
. . . «

(c) 8cveral commaenters asked that

-the provision et §182.10() Q) (1) D),

requiring the bumean hazord signal word
“Caution” om.all Toxicity Category IV
pesticides, \be deleted. They correctly
pointed cut that § 163.18() (2) (D (B)
poovides that Do precsutionsxy state-
meats are regeired for Category IV pes-
tietdes. There is. o caxtragistion be-
twween these tw7o sections. A precsuvtion-
axy stotemcat 1S pot o bhumewn hegerd
slgnel word, It Is the cuxrcat Agency

- practice to regwise the homexs hazerd

sisngl word “Caution” om &l Category
IV pestiéides. The natuxe of pesticides,
in generyd, is such that all muss b@ han-
dled with eawtion. i

T - () Commenters argicd thas the prea

camt&onarsr statements outlined - in -
§163.10(R) () (D, Y, sa]d (8 sxe
confuging end maomplete. THeR Sec- :

on the formmulatlon of the<idoms are intended merely to be Dustra-

&ve of -precatttionsry statements wh.lch
may be accepted. The statements should
be modified to reflect the specide hes-
ards of & particular pesticide product.
(11) Scctlom 16210() Directions for
_Use. Section 162.10(3)3(2) () bheg been~
“smended to speclfy with greater clarity
statements whick may be required In the
Dircetions for Use of products classified
for restricted uvse. Scction- 162.10(1) ()

istration or cancel an exdsting rogistra~ ing o toxiclty category on the besly of ax- (2\(D)  provides. that the category or

don, (3) cl v the pesticide for re-  inheletion LC. have been relexed im
stricted use, or (3) require specific label _ these fnsl regulations by g £actor of ten.
- statementis. Accordingly, the regulations: " On the basis of & Teview. of the use hig-
provide that the Administrator may re- tory end aveileble sclentific Hieraturs,
quire the Usting of inert ingredicats on EPA bag. determined that the proposed
labeling where the ingredients may pose: - tions were- overly sivingent and
o hazard. This requirement ‘dozs not “that the public and the environment will
aficct the Administrator’s suthority to bo protected under the regulstions as
reguire tesiing of inecis or to take other now published. Individusls exposed
resulatory actlon ¥ the label statement. pedticides meeting the proposed criteris -
docs not protect against the heazerd. would very. Wkely heve - experienced
' (b) Other comunenters suggested that dermelly toxde "effects more simnificant
all inert gredients be listed in the in- then the inhslation efects. ™~ . -

‘gredient statement or, In the alternaiive, - (3). Eye effects—Several commenters
that those-inert ingredients known to be. correctly pointed cut that pursusmt teo
. hazerdous Be lsied in the ingredient the regulations . 28° proposed - sub-
-statement and an open file of all the staxces which ere corrosive to the
. inert ingredlents of each pésticide prod- €ve “were not explcitly. placed into
uct be meaintained for public-inspection.  Toxicity Category I. This wes an Grror.
FIFRA, as amended, does not require the The Agency intended to continue its cur-
"name of all inert ingredients to be con- rent practices regarding assignment ofa
taiped in the label Mngredient statement toxicily category on the basis of eye ef-
and therefore, barring 2 determination fect. Language to this efect has accord-
‘of hdzard to man or the environment, Ingly been included. Other commenters.

the name of the inert ingredient(s).of 8 proposed schemes which uvsed conjunc«'

pesticide foraulation will not be required ~tivitis and iritis ag indleators of toxicity
in the label tngredient stetement. In the for.cye eflects. The Agency interprets

cvent of an accident, #t often is impera- .
tive {or the stiending physician to idexn-
ti{y the ingredients of the pesticide
formulstion so that appropriate medical -
treatment can be provided. EPA is con-
sidering Institution of & toll free tele-
phone service to provide such imformea-
tion tn the case of & medical emergency.

(10) Szetlon 162.10(M) Warnings end
Precautionery Statements. (a) The come
ments indicated much confusion regard=-
ing. placement on the label of the warn-.
irigs and precautionary statements
required by this secHlon. There are two
genera) categories of warnings and pre-

thess conditions es within the generic
term “frritation,” wh!ch Ls used m thesa
mmﬂ&tlom. B

(3} Skin eg’ects—As wmz the toxic.lty
categories for eye eflects, the proposed
-regulations regarding skin effects did not
. clesrly Indicaie thet substances corrosive
to the skin £all inte Toxicity Category L -
"Languasze to thet efect hes beep in-
cluded in these finel reguiations. In ad-
dition, the tosdeity category into which
8 pesticide will fall on the basis of skin
efiects has bezn relaxed bacause the
Agency hes determined that the more
stringent criterls comtained im the pro-
posed reguletions are nob. necessary to-

cautionary statements—those reguired t0 - protact asaingt anticipated adverse skin
appear on me X’ronis panel and those effects i’x'om pesticide use. -

~ ot ‘_ . e
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categories. of & certificd applicator to
whom use is restricted must be included
in the Directions. for -Use unless the
Ageney determines that the product may -
be used by axiy cexrtifed applicator. Sec-
tiom 162.10D) (2) (x) (B) provides that a
statement that the pesticide may be ap-
plied vader the direct supervision of a
certifed applicator who is not physically
present at the site of appHcetion hut
nonetheless available to the person ap-
plying the pesticide, will be required in
-the Directions for Use, unless the Agency
determines thet the pesticide may only

ihe applied under.the direct supervision

.of & certified applicator who is physically
present. -

(12) "Sectlon 163. 10(1) Statement of
Use Classification. Section 162.10(j) re-
quires that by October 22, 1976 all pesti-
cide products must bear the appropriate
statements of use-classification as de-
scribed in paragraphs (1) and (2) of
-that section, General Use Classification .
and Restricted Use Classiﬁc&mom re-
speciively. - .~

(a) -Secticd 162. 10(1) 2) pmvidm that,
‘I use of & pesticids Is restricted to 2
certified applicator, the following state-
. ment I3 required op the product label:
“For retail sale to and application only
by Certified Applicators or persons under
their direct supervision.” Many com-
menters. argued that this provision is
without statutory authority. The legisla~
tive history of amended FIFRA clearly
indicates that Congress contemplated-
that certain pesticides should be removed
from. the general public domain, for use
only by certified applicators. In the pres-
. entation of the bill ‘on the Senate floor -
it wes explained: “In order to provide
for & more finely tuned control of. pesti-
- cide use, the bill provides further for the
~ division of pesticided into general use

2 et RO ¢
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pesticides and. restricted use pesticides
°.s o o The sale of restricted use pesti-
cides could be limited to certified appli-
cators who had proven their ability to
use them properly and who face loss of
cextifcation if they use them contrary to
.regulation.” 118 CONG. REC. S1589¢
"(September 26, 1972). Moveover, the
"Agency has determined that many acci-
-dents occur because 6f improper trans-
- portation and storage practices. The re-
" striction on sale of these restricted use
pesticides is designed to minimize the
risks from their use. A certified appli-
cator .will have established his compe-
tence in proper handhng, transportation
a.uu bWL déﬂ \.::Lux.uqueb
Many of the objections raised to this
Section were the result of misunder-
standings. The Agency does not intend
to preclude an individual who i3 preperly
certified from following the common
practice of having a third party, who is
propertly instructed as to the correct
manner of storing, handling gnd trans-
porting the pesticide and who is properly
supervised by the certified applicator,
purchase the restricted use pesticide on
" his behsalf. Such activity would -be con-

sidered to be within the direct supervi-.

sion of the certified applicator. The cer~
tifted applicator’s spouse, employee or

tenant may be within this class of com- .

petent person. Moreover, the regulations -
do not require that & distributor be cer-
tified In order to purchase a restricted
use pesticide from the manufacturer. In
order to clarify this position, the phrase”
“retail sale” has been substituted for the
word “sale,” which had appeared in the
regulations as proposed. -

Any product classified for restncbed
use may be limited to use by or under the
direct supervision of z certified appli-
cator. Moreover, pursuant to section 3(d)
(1) (C) (1) of the Act and § 162.11(c) (5),
of these regulations, the Administrator
may additionally or alternatively impose
other regulatory restrictions. Several
commenters argued that the regulations
as proposed did not provide for appropri-
ato labeling in the case 8 pesticide is only
restricted pursuant to any other regule-
tory restriction. The language of § 162.10

D@D @) hsas accordingly been
amended to clarify that the requirement

for & label statement restricting sale and -

application of a pesticide to certified ap-
plcators, or persons under their direct
supervision, applies only io pesticides
whose registration so restricts them. If
any other regulatory restriction alone'is
imposed on the pesticide’s use, the Ad-
ministrator will define the approprisie
labeling for the terms of restriction.

. Several commenters argued that it is
overly burdensome to impose this re-
striction on sale of restricted use pesti-
cides by October, 1976. They belleve that
most applicators will not be certified by
that date. Extensive commitments have
been and are continuing to be made to

. the Institution of & fully operative certi-
fication program. If by 19786, i3 is evident
that an insufiicient number of pesticide

epplicators have been certified, consid--

eration will be glven to a.mendlng theso
regulations.

FEDERAL REGISTER, VOL. 40,
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(b) The proposed regulations had pro-
vided that any pesticide for which some
uses are classified for general use and
others for restricted use must be sep-
arately labeled in accordance with speci-
fic1 labeling standards, and marketed as
separate products with different regis-
tration numbers, one for the general
use(s) and the other for the restricted
" use(s). Several commenters argued that
this provision is beyond the statutory
authority of the Agency. Section 3(d) (1)
(A) of the Act specifically authorizes the
Administrator to require separate paclk-
aging and labeling to distinguish the re-
stricted and the general uses of a pesti-

Py
vivg. -

The purpose of tHis section is to prevent

. pesticide misuse and accidents in the fu-

ture.- - In order for the provisions of
§ 162.10(J) () _ discussed above, to have
any pracw.al edect, products must be
separately labeled and marketed iccord-
ing to use lassification.
argued that the requirement of separate
labeling ' will encourage. deletion from
product lebels of specialized or_minor
crop uses. EPA is commitlied to support

of- minor and specialty crop uses and IS ~were modified and the rationale for the --

encouraging individual States to register
pesticides for these uses pursuant to sec- -
tion 24(c) “of the Act and the reg'ulations
thereunder. -

Several commenters a.rgued that al-
though it is reasonable for restricted
use(s). not to appear on the general use
iabel, generel use(s) should be permitted
on the restricted use label. The Agency
recognizes that 8 certified applicator is
well qualified. to use a pesticide for both
its restricted and general uses. There-
fore, & provision has been included in
§ 162.10(§) to permit both the general
and restricted uses of a pesticide to ap-
pear on the label of g restiricted use
product. Such products are subject to all
provisions of § 162.10(j) (2). It would be o
use Inconsistent with the labeling for an
individual, other than a certified appli--
cator or someone under his direct super- -

_vision, to use-such 2 product even for its

general use(s). .

~ (c) -‘Several commenters suggesbed
changing the placement and wording of
the classification statement for general
use preducts. The proposed regulations
had provided that the statement “Gen-
eral Classification—available to the pub-
iic” must appear following the heading
“Direction for Use.” These commenters
suggested that thls label statement be
permitted on the front panel of the pes-

- ticide product, as well. EPA feels that

emphasizing the general classification
of the product is likely to mislead the
public. Therefore, the suggestion of these
commenters has been rejected and the
statement of general classification has
been modifled o delete the phrase
“ayallable to the public.” In addition,
explicit language has been added to
8 162.10(¢J) (1) to indicate that any ref-
erence to the general classification that
suggests or implies that the general
utility of the pesticlde extends beyond
those purposes and uses contained in the

Directlons for Use is considered a false

or misleading statement within the

NO. 129——THURSDAY, .JULY

Commenters-

meaning - of section
Act. .

Section 162.11 Criteria for Determina-
tions of Unreasonable Adrerse Efec:s.
Several commenters objected generally
to § 162.11 on the grounds that utilizing
specific criteria for determining “unrea-
sonable adverse effects”, as that term is
applied to registration, cancellation ax@
classification decisions, is arbitrary and -
_premature, Little if any direct justifica- -
tion for this charge was included with -
these comments, nor were specific sug-
gestions made for improving the criteria. -
Other .commenters suggested that the -
Agency include a criterion for determin- .
ing the acute toxicity hazard posed by a
product as diluted for use. Pinaliy, some
_commenters criticized the proposed regu- -
lations for failing clearly to set forth the
procedures for applying the criteria in
reaching a final decision.’

In order to respond to these comments,
both general and specific,- the Agency
has significantly expanded its preamble
discussion of the scientific, policy and.
legal justification fyr the individual cri- .
teria- selected. In some cases, the criteria

2(Q) (1) (A) of the

‘medification is clearly set forth. The. .
Agency agrees -with the comment -that =

~ criteria for use dilution are appropriate

in assessing some forms of exposure to*
acutely toxic pesticides. The criteria se-
lected and the reasons.for adopting use—.
dilution criteria are includeq kelow. Fi-
nally, the procedures for applying the
criteria, the method of rebuttal, and the
standard to be applied at the various
stages of review are all set forth In the
regulations. An extensive discussion of -
these procedures and the legal justifica- -
tion for them is included below. .

The title of this Section, as proposed,
was “Unreasonable Adverse Effects.” A
commenter noted that this proposed title
suggested that all registered pesticides
would give rise to “unreasonable adverse
effects.” Since- the Section’s primary
function is to specify the conditions
which determine whether a pesticide is

- to be registered and how its uses are to be

classified, and since these determinstions
ultimately depend upon an evaluation of
the pesticide’s potential to cause unrea-
sonable adverse effects, the title of the
Section is chianged to: “Criteria for De-
terminations of Unreasonable Adverse
Effects.”

A, Statutory Standards. The basic en-
vironmental standard for major regula-
tory determinations under FIFRA, as
amended, is “unreasonable adverse ef-
fects on the environment.” The term is
defined by section 2(bb) of the Act to
mean “any unreasonable risk-to man or
the environment, taking into account the
economic, social, and environmental
costs and benefits of the use of any pes-
ticide.” The term “environment” as de-
fined by section 2(J) “includes water,
air, land, and all plants and man and
other animals living therein, and the in-
terrelationships which exist among
these.” FIFRA sapplies the statutory
standard in fve separate contexts: (1)
In determining whether to approve or
deny 2n application for registratiop

3, 1978



(FIFRA see. 3(e) (BY and (6}); (3) im.
dotarmining whether % lssus botico 0f
ntemt to concal regictration of to hold
o ‘heoring (FIFRA 8ct.-6(D)); (3 im
detormining whether finelly to cancal
reFistention (FXFRA ses. 6(d)); (&) im
determaining whether o suspend & regls-
. trotion pending the completion of & can-
elintom procecding (FIFRA 826, 6(e));
and (5) in detocrmining whother o pes-
Heldo sbotld ‘ba classified for general oF
regtsictsd vse (FIFRA sec, 3(d) (D)), I
- the- stebtutory tests. demanded . precisely
the game determingtion in eaeh of thess
dieront contexts, it would ba: impos-
sible for EPA-to perform these digtinct
rogulatory functions. Moreovér, 16 is fn-.
conceiveble that the déterminstiom
nezded. to trigger the formal adminis—
teaivo. revicw would bo the same 2g-
that reguired to meke & finel determi-

132
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othe? thim the Secreta.ry o£. Agricul-
ture’s refussl to issue & cancellation no-
tica regarding all reglstered uses of DDT,

which wwould beve set the forrasl admin-

istrative hearing process in metion. Act~
lng under FIFRA prior to: the 1873
amendments,” the Secretary refused to
isgue the notice pending further study
_ of the benefits of the uses of DIUX and the
adequacy of substitutes, although he had-
found thet use of DDT poses & substom=
el risk to man and the envifonment.’
The court held thet FIFRA required ige -
suames- of .. cancellation noticer when

_there was & substantial question of safety
‘regarding continued use of the pesticide

natiom after such review hes bzen com- -

pleted. Congress obviously intended that.
the determinstions required-inx epply-
Hing tho statutory test in these different
contexts wowld very according to tho
purpose -of cach diferent regulatory
function. Therefore, EPA must apply dif-
feramt factors and criteria in determining
“ppreggonable sdverse - effects o the
corronment” depending on the specide
regulabory determination involved. Thosa !
factors end criteries which EPA has de-
termined are relevant. to the particular
determinations pf “unréasonable advérse-
efests on the environmen ’are con~
tdned i § 162.11. .

and that the weighing of benefits againgt
such risk shiould cceur in g public foruxa:
Th@—loglslatﬂvo bistory supporto. tha cone -
‘cluston that Congress niended ony “Gubstas-
tinl gucstion of sefety to trigger tho lsguanco

of coaccllstion notiess, ehifting to tha mnne,

ufacturez the burden of proving tho safeey o
hig product.’ .

Por when Congroas crontes & pmeedure tha%
givea the public o rolo in declding tmportant.
questions. of public policy, that procsdurc
may- not Ugnt!.y' bo-sidesiepped by- adminiss

teators. The concslintion . docision doss BOS -

‘turn. on- & scientific egiessmont’ of hozard

alona, The statute leaves room to balancs the -

bonedto of. & pasticlde ageddst 1ts visks, The
process. o & dolieato one; in which greaier |
wolght chould bo accordsd the valuo of o

pesticido for thoe control of discele, and lcas

weight should bo accorded its value for the
proteciion. of & commercial “crop.. The giat- .

" utory schomo contemplates that thesa ques-
" tiong will bo explored {m the full light of o

B, Admiénistrative: and Judwial mtef‘o '

pretations of the—Statutory Sianderd:

In developing the criterie for registra-
tion, clessification; and cancellation, the-
Agency hes been guided by the admin-

istzative and judicial interpretations of -
-tho besic statutory standard. These in-
‘terpretations are set forth in orders is-
sued by the Administrator in court de-
cisions in review of. the Administrator’s.
-orders. The Administrator hés. deter=:
‘mined thet in applying.the standard-
of “unreesomsble adverse efects” for
purposes of denianl or ‘cancellation of -

 twigger tne s,d.mmistmtive process 4:39 P.Zd'

rogistration, & notice of denial or can-~

cclietion or notice of intent to hold &
hearing to determine whether the regis-
tration shotild be-denied or cancelled, as
appropriate, shall be issued when he
hes determined that a substantial ques= .
tlom of safety exists as to the use or con-
tinued use of the pesticide and that ap-
plicable court decisions require that such
noidce bo issued under these cirqum-
gtences. .
The Administrator has further de%ere
‘mined that the regulatory actlons speci-

fed 4n this §162.3%1 sre in accordance safety and to establish thak the beneflts -

public hearing and not resolved bohind the
. cloaed doors of tho Secrotary. There may well
bo-countervailing factors that would justify

on admimigtrative decision, sfter committce-

consldemtion and g public hearing, to con-
tinue & registration  despits o  substantisl
degreo of risk, but thoso factors cannot juge
 Hfy o refusal. to lssue the notices -that

ot 508-4." v

“In. rejectlxsg the notion khai; cost/
benefit anelysis wes required priog th
the initiation of pubnc hearlngs the
court obsexrved that:

Public hearings- bﬂng the publtc into

-

o

~the decisifonmaking process, snd cwente o

record: thaet: facilitates judicial roview. If
heerings are held- only efter the Sccretary

‘i convinced beyond o doubt theat cancella-

with his: prior oxders end court deci-.-

glons affrming those orders. Tho basis

tion io neccgsary, then they will. bo held too
seldom and .too lats in the procsss to serve

either of these mnctions eﬁecﬁvely Id. ot

895, . - v

The administrauve hearing also serves
the Important function of affording the
" registrant an opportunity to challenge
the Agency’s determination that the pes-
ticide poses & substantial question of

of use outweigh the risks.

Since the decision in EDF v. Ruckels?

for these determinstions is more fully ~ haus, evefy court which has addressed

set forth im thé following discussion. .

— 1. Substanticl Question of Safety: Ini-
Hatlon of e Formgl Heoring Process.
In Environmental Defense Fund, Ine. v.
. Ruckelshaus, 439 ¥, 2d 584 (D.C. Cir.
1991), hereinafter referred {0 a3 EDF v.
Ruckelshous, EDF challenged, a,monig
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°Prlo1? to tha - 19‘72 unendments, FIFRA
‘provided for o determinstion that o notice
of caacellation should bo issued 1f, among
othez things, continued use of the pesticido .
would ko “injurious to ang mn" or tho.
envlronmene i ;

e

the questiom has embraced the "substa.n-
tial question of safety” rule.® -

1n Dow Chemmicel Company v. Ruckels-
haus. 477 ¥.24.1317 (1973) the Court of
Appeals for the Eighth Circuit recog-
nized that cancellation of pesticide reg-

Jstrations under FIFRA ‘“Is o situation

of extreme : complexity, - interweeving
economic pressures.with the most basic
considerations of hwmean safety.” 477
F2d at 1326. Dow Chemical Company
chaliénged the AdministratoPs notice of
intent to cancel 2,4,5-T for. failure to
male ultimate findings of the unaccepta-
bility of the pesticide in determining to

‘issue thst notice. The court held that

the cancellation notice was mot review- .
able since it “merely. sets in motion the
- administrative process thet terminates
ina reviewable final order.” 477 F.2d at
- 1323. In so ruling the court adopted the-
-“substantial question of safety” test for.
issuance of nofices of cancellation and
" rejected Dow's claim thet such & notice:
may not be issued until the Administra-
tor-has made the ultimate ﬂndi.ng re=-
quired by FIFRA: .7~ i

Sinee tho registrant hm 5 edutmumg

" burdon of: proof to establish that 189 product.

is entitled. to rogistzotion, Soltherm Nat1
Mfg. Co. v. EPA, 470 F.24 184 (8th Cir. 1973),
if the Administentor hes o substantial doubt
as to safety, it 1o his duty . . . to lgsue the
cancellation order. And the canceust!on or- '
der will remsain {n effect until tho registrant
satisfies tho .Agency- that registzationr is
" warranted. 47T F2d &t 13244 (footnote -
omitted). - -
In E’nmrmzmental Defense Fund Inc
v. Environmental Protection Agency, 465

24528 ¢(D.C. Ciz. 1972), o case arising -
under FIFRA prior to_the 1972 amend-

‘ménts, EDF challenged the Administra- -

tor’s refusal to suspend the registrations
of, Aldrin/Dieldrin .on the basis that in
. ‘balancing risks and benefits he falled to

~_consider the adequacy of substitute pes-

ticides. The suspension procedure at is-
sue provided for suspension effectiye im- -
medistely -without a prior public hear-
- Ing—=g procédure equivalent to the emer-
‘gency suspension of FIFRA § 6(c) (3.
Stating that [wle are not clear that the
FIFRA requires separate analysis of
Benefits at the suspension stage . . . ,
the court nevertheless agreed with EDF
that having undertaken risk/benefit
analysis, the Administrator was required-
fully- to consider pest control alterna-

- tlves. Having acknowledged that the Ad-~

‘ministrator may weigh risks and bene-.
fits in a summeary suspension determina-

tion, the court distinguished -that de-
termination from the m.ltiation of can-

Lo E’nvﬁmmeﬁtal De,‘eme Fuﬂd w En-
oironmental Protection Agency, 510 P.2d 1203
(D.C.- Cir. 1975), Dow Chemical Co. v. Ruc-
" kelshous, 4TT P2d 1317, 1319 (8th Cir. 1973);
Envivonmental Defense Fund v. Environ-
mental Protection Agency, 466 F.2d 528, 533
(D.C.- Cir. 1972); Steorns Electric Paste Co.
v. Environmental Protection Agency, 428
P2d 293, 307 (7th- Cle. 1972); Wellford v.
Buckelshaus, 439 F.2Q 598, 601 (Dc cu»
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U Accordingly, .in cases arising -under

‘FIFRA prior to the 1972 amendments,.
- Yhe-courts have uniformly held that
. where & substantial question of safety-
- 83 to use of & pestictde Is found to-exist,-
-provision must be made for an oppor-
. tmity for balancing the risks against
"the. benefits of- use of the pesticide in
&~ public hearing. :

The legislative history states that the
effect of these decisions under the pre-
1972 statute is not changed by the 1972
axnendments, but rather is incorporatad
in the revised statute. The Senate Com-
mittee on Agriculture and Porestry stated

in its report on the 1972 amendmeqnts -

to FIFRA that the amendmenis “carry
forward” . existing law: notice of inten®
to cancel registration must be Issued
“where a substantial question of safety

{“{the amended FIFRA] preserves cax-
cellation cziteris by existing law®™)., < -
This view has also recognized in the

-adoption of section 16(2) of the amended

FIFRA which provides that the decislon

to register or not to cancel registration

shall be reviewable in district court where
2 trial de novo would be conducted solely
to determine whether a substantial ques-
tion of safety existed. The Senate Agri-
culture Committee Report on section
18(a) stated that: ) T

Where, however, the Admintstrator has de-
termined no substantial question of safety
exists which warrents formal review, ond
thus hos refused to hold o hearing, review
should Yo by & district court sirce there is no-
record for the court of appeals. Id. ot 13, -~

Thus, under the 1972 amendments,

Congress intended that “unreasonable
" . adverse effects” as applied to the issuance

of denial and cancellation notices would

_be determined by the presence of g “sub-

stantial question of safety.” As applied
to a decision finally to deny or cancel
registration, the determination of “un-
reasonable adverse effects” would include,
in addition, 2 balancing of risks afd.
benefits. . ’ ' "
In its April 4, 1975 decision afilitning
the Administrator’s order suspending
registrations of Aldrin and Dieldrin, the
United States Court of Appeals for the
District of Columbia Circuit reiterated
in Environmental Defense Fund v. Envi<
ronmental Protection Agency, 510 F. 2d
1292 (1975), that the. *substantlal ques-
tion of safety” test remains the basis for
issuing a notice of intent to cancel or
deny registration under the provisions of
the 1972 amendments to FIFRA. 510 F.2d.
at 1296, n 4. Citing the 1972 amendments.
to FIFRA, the Court emphasized its ear-
lier holding in 5DF v. Ruchelshaus, supra
(1972) that “° ° ° FIFRA requires the
Secretary to issue cancellation notices
and thereby initiate the administrative

FEDERAL
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" [ cellation’ proceedings where the only
.. standard “for-the issuance of cancella-
" Son notices” 1 “substantial question of
‘. safedy.”- 465 P24 ab 533. IR
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process whenever there is a substantial
question about the safety of a registered
pesticide.” I8, T
- Where 2 sobstantial question of safety
is found to exist, the regiiations provide,

- —

;ﬂmminent halzﬁrd” is deﬁned by FII’RA
section 2(1) to mean “a situation which
exists when the continued use of a.pesti-

cide during the time required for cancel-
lation proceeding(s) would be likely to

in zccordance with Court decisions and resull in unreasonable adverse effects.on
legislative intent, that & notice of intent- the environment or will involve unrea- -
to-deny registratlon, & notice of intent -sonable hazard to the survival of a spe-

to cancel registration, or a notice of in-

tent. to hold 2 hesring to determine.
whether the registzration should be can-—.

celled or denied, must be-issued. Follow-

. ing issuance of the notice and convening

of a hearing, the regulations provide, in
accordance with court decisions and leg-
islative- intent, an opportunity for the
risks and henefits from nse of the pesil-’
cide to be fully considered and weighed
in o public forum.* - -

cies declared.endangered by the Secre«-

tary of Interior under Pub. L. 91-135.”
Thus, the statutory test of unreason-

able adverse effects which applies to de-_

nials of registration and to cancellations
also applies to suspensions, and, before
& suspensicn order may be issued, the
cancellation. process must have been ini-

tiated Section &(g) (1), Therelore, the

- regulations de not set forth procedures
- governing suspension but it is appro- .

_appealed to him.

. PIFRA .malkes @ precedural -distine~ Priate briefly to set forth recent case law
tion between denials of registration and Which will guide the Agency’s determina-

can..uation ’ resistration. Im the case  tion 2s {o the presence of an “imminent -

of a new application for registratic, the b

Administrator ~ay grant or deny regis- . The courts have repeatedly “cautioned

< ) mts.n Senate Committee on Agricmmre—-mmm- The effect of denial is to prevent that the term ‘imminent. hazard’ is not
. and Forestry, S. Rep. No. 92-838, 92d
- Cong. 2d Sess. 12-13 (1972); See aliso
= Committee of Conference, Federal Envi-
. ~roomental Pesticide Control Act, S. Rep. .
* - No. 92-1540, 924 Cong. 24 Sess. 32 (1972) 1g
_Administrator may elther .continue the

the pesticide from being introduced into. Hmited to a concept of crisis: ‘It is
commerce untl administretive pro- €nough if there is substantial likelirood
cedures—such es.sectlon 3(c) (6) hear- thab serious harm.will be experienced
ings—have been exhsusted. In the case during the year or two required in any
of an existing registration; however, the
. {cancellation) process’” Environmental
registration: or cencel the registration. Defense Fund, Inc. v. Environmental Pro-
Unless the registrant fails to request a - ection Agency, 510 F2d at 1297 (D.C.
hearing within 30 days of the initia} CIr- 1875). (Emphasis in original) quot-
cancellation order, cancelled registra- - i€ from -Environmental Defense Fund,
‘tions remain in full force and effect until Z7C- v Environmental Protection Agency,
-after a decision has heen reached on the 468 rad _at 540 (D.C. Cir. 1972). Of
record by the Administrativé Lew Judge, 'COUTSE, as in the cancellation proceeding,
and by the Administrator if the case is the Administrator-does not have the bur-
i den of proving that a pesticide is unsafe

Because of these inherent differences Since the statule and case law place

and for cancellation, which allow con- Of 2 product requisite for compliance with

‘realistic projection of the administrative -

finued use of cancelled pesticides pend- the labelling requirernents ° © © at all

ing = final decision following an admin- times on the applicant and registrant.”’

istrative ‘hearing, FIFRA also provides EDF v. EPA, 510 F.2d at.1297 (D.C. Cir.

for accelerated procedures with respect 1975); EDF v. EPA, 465 P.2d at 540 (D.C. -
_.to cancelled pesticides. In accordance - Tl T

with PIFRA section 8(c), where the Ad-
ministrator finds that “action Is neces-
sary to prevent an imminent hazard-
during the time required for cancellation
or. change in’ classification proceedings
¢ ° °” he may by order suspend the
registration after providing an oppor-
tunity for an expedited hearing on the
question of “whether an imminent haz-
ard exists.”

In addition, where he finds that such -

an imminent hazard exists, the Adminis-
{rator may issue an emergency order sus-
pending registration effective immedi-
ately pending completion of the expe-
dited suspension hearing.. The term

2 Prior to the 1072 amendmeoents,” FIFRA
did not crpllcitly require thet the risks
{costs) and benefits of use be balanced in
finally determining the registration or can-
cellation of pesticldes. However, as the Ad-
ministrator noted in the DDT order, tho
balancing test bad long been established.
“Both judicial and administrative precedent
recognizo that Congress intended the appli-
cation of a balancing test, that would meag-

Cir. 1972). - .- ... . .. o
The courts have consistently held-that

“the function of the suspension decision

is to make 2 preliminary assessment of
evidence and probabilities, not an. wti-
mate resolution of diffcult issues. We

cannot accept the propesition ° ° © that

the Administrator’s indings [arel insuf-
ficient because controverted by respecta-
ble scientific authority. 1t [is] enough
“that the administrative record contain

-respectable scientific-authority support--

-ing the Administrator.” EDF v. EPA, 510
P.2d at 1298 (D.C. Cir. 1975); EDF v.
EPA4, 465 F.2d at 537 (D.C. Cir 1972).

The courts have distinguished between .

cancellation and suspension by requiring
that cancellation notices issue whenever
there Is a substantial question of safety
and defer thorough consideration of
benefits to the public forum, whereas in
the case of suspension, “the statute em-
powers the Administrator to take account
of benefits or their absence as affecting
imminency of hazard.” EDF v. EPA, 465
F. 2d at 538 (D.C. Cir. 1972). Accord-

ingly, ewithin the constraints imposed by -

ure the risks of using o particular chemical FIFRA- and by case 'law as explained
ogelnst its benefits.™ Order, Consolldatsd briefly below, the Agency intends to con-
DDT Hearings, Opinlon end Order of the #lnue evaluating the need for suspen--~

Administrator, 37 PR 13369 (July 7, 1972). slon by taking into account, upon issu- |
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ancs of & notice of intent to cancel in ac- Adm;nistx-m: ] deeision the Court em-’
cordenice with these “regwiations,” risks . phesized the expertise of the Agency In
and benefits of vse, the expected lengik evaluating the environmentel and bumss.
of any cencelintion procecdings; any rel-. health risks of the use of chemicals and
. evant mapufecture, distributing, or use sppropriately deferred to the expert con-
£ycle; ang sy other pertinent factors. ~~ clusions geached by EPA cven in the face
-2, Test deta for evaluction of risk. gm -of congdicting scientidc .opinion. -
determining the festora end criteris Q8. o .o' o w0 ag v court ox0 confrontsd with o
tntdnting o cancellnton or depdal pro- - ,problemm 1o administrotive 10w, Dot i choms .
Ceeding botauise of “unreasomeble ad- istry, Blology, médicing, or ccology. It is tho
" Yerse cflects on the environment” and ~ adminiotrativo agency which hon bean eolled
for ieguing Gnal orders in such proceed- upon to hear aud ovalunta testimony in oll
ings, ths Administrator hes been guided . selentific dolds relevant to 1ts ultimate queg-
by the gencral principles and policies de-
veloped In previous cancellation and sus- 556 582 of DO Tuo EPA Admiz rappree i
pension proceedings which have Dee. sy, rocord of sovon months of public hearings-
sbirmed by United States Courts of AP>  and tho summarics of evidenco propered for
peal, The firgt major EPA action brousht  nim, hoard orel srgument, and now hag ox-
osningt & pestcide beecause of environ- -  rived 8t's declsion to ban most usdy of DDT.
mente) and humen health risks wes ghe It 1o'his doclalon which wo must fovisw; wo

- tion of permisgion or prohibition of the salo-

ceneclistion of DOVT which weg fuslly
. decided by the Administrator on June 14,
1972 * and subsequently affrmed by the
United Stafes Court of Appeals for the
.Distriect "ok Columbm C‘ircuit on Decexn=-
ber 13, 10732
In finding. that- DD‘I‘ should be ean=
celled, the Administrator applied severad -
generel principles and policies which
have also been applied in other proceed-
ings and ‘efc adopted in these tegulaso
tions. First, in sssessing the risks of the
use-'of & pesticide, both short-term-and
long-term offects on - men and other .
orgenisms mush be determined and con-
sidered. -
.Second, the mt\w; observations of
long-tzrm, chronic . effects, - particulasly-
' on man throush epidemiological studies,
- are of Umited value in det g the
registeabllity of o pesticide, since once.

the cfifects are actually observed in man -

_or the -environment, - the harm. bag
- already occurred and mey be Ixrreversi- -
- ble; Therefore, extrapolation from. labo-".
ratory studies on animsals must b3 util- -
ized to assess risks to man or the em- .
viconment. As the Adm!.nistmtoz stated
"in the Order: .
¢ 40 particulasly dxﬁcult to mtlc*lpcto tho

- long-rage oHects of oxposuxe to o 16w doco-
of o chomicol It may tako many yoars bo-
foro advergpe efccts would taln pleco. Dissasas
ko concor hovo an oxtendsd latency. Muto~
genle ef¥ectn will bo epparent only in futuzo

N can. Logily, 18 maey bo impeagiblo to

7 eTO BOE (O mega the 8smo doc!s&on ouzsexveo.
8.e% 1982 " -

Speciﬁc&ny, the Court held that, the
use of Iaboratory dete, senersd date, and-
recognition of “the . inherent. chemical
- chanracteristics of pesticides were sufd--
‘clent a9 & mater of law to.determing that
& pesticide should not be registered.

- “Rollanco on. gonesnl dato, copstderntion- of

muomeory experiments on cnimalg, gte., po=
. vido & cufdeions basis to suppest the Admine

" istzeters findings, evon with regard to m : :
= - " determined thaf “for purposes of carcin-

ﬂp@cl&lmof‘DUI‘.ld &81256. Ca

", Purthermore, the Court held fba.t the
. Administrator was not required to deter-
mine and balance the risks and benefits
of each specific use of & pesticide to de-
terming that “the use [of & pesticide] in
.general i3 hazerdous” and therefore can-
not be registered oy condnue ta ba
registered.
The general principles a.nd poucies set
forth in the DDT ceancelletion opinion

and order recently were epplied and ex-

panded in the decision of the Admiinis-

trator to suspend virtuelly

' pesticides- Aldrin and Dieldrin” As in
the case of the declsicn to cancel DDT,

) "’the decision to suspepd Aldrin sod

Dieldrin was besed on several years of
edministrative inquiry lnto the risks of
Aldrin and Diel and meny honths

-of camecellation heerings,. evidence of.

which weas incorporated into the suspen-
_slon/bearing The Administrator’s opin-

abl uses of the

. rolnto obsarved pathology i mon to  poe- jon, which considered and weg preceded
ticulns chamdenl beeouss of tho innkility t0 by em extensive recommended decision
ieolnto control Eroupo which aro nod axposcd by the Chief Administeative Lew Judge ™

. mt&omodegmm&emnofthapopuc

~ ioton® O T Mo hearings, and tho suspension hearings,
On Decemb@ i3, . 1973 the Umted focused o the single Issue of the cagcin-

. States Coust of Appeals for the Dzstncs ogenie xisk of Aldsin and Dieldrin. Be-

. . of Columbis afirmed the Administrates
. Opinion and Order holding mg his decia clent. evidence to ﬁnd 8 carclmgen!c Hsk
. dom s by tad Co; ee al, Opmloa
so 13 1V ghell Choemiend mpmny. "
evidenca. Morgom. ln _rey%ewing thra' .cnd Oréc? of o tos, 30 B 37268
— RSP S > (Ock 18, 1974).
© Coaroliéitcd DDY -Heoringo, Opinlon 3 Whilo tho Ozdor of &o Adnmusmto?
momwmammmm.wmmw ‘did not axplicitly edops tho Gudings end Feoe'
(July* 7, 1673). . - copipg ©f thoe Adminictrofivo Law Judge, 1%
~ B Inoonmont@ Defensa Fund v. Ervirone “is clcarly implicts in and tadesd sufusss hin
monted Frotestion Agency, 480 F. 24 1307 . [tho Administzator's] cntiro cpinlon, that bo
(D OC. Ciz. 1673). necopts tho Administeativo Low Judge’s fpde
B Cpindczcodl Oz, wmfcotnotalsuﬁ ings and rosoDADS RGPS, RGO O diZaroneo
1337 1 comEantary io pando oxplicit.° EDF v. BP4,
DROr V.BPA,QPEQ 1247, . 810 F. 24 05°1804. (D.C. Cir, 1878).

B . P

. who presided during the cancellation

fore deciding whether théxe wes sufil-’

DOpﬂn!on,swmsss'?zm -

SO :f mm Dus@amu, veL. 4@, N©, xzz@;mwsmm Juw 3, 1975 AR
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froxn Aldrm and Dieldrin, the Kdmims
trator, as did the Administrative Law

'

< o ’

"Judge in his recommended decision, set

forth the general theories for evaluating
the carc enicity evidence on Aldrin
and Diel . First, the Administrat:r

- afdrmed the scientific validity and ad-
ministrative necessity of using experi-.
mentel animeal data in evaluating the
risks pesticides pose to man and the en-
vironment.”” Second, es in the DDT Or-
-dex, he rejected the notion that in the
face of positive laboratory data of car- .
cinogenicity, regulatory decisions which .
will directly effect the public health
must be’ deferred -pending completion of
-epidemiological studies, which require : .
many years and in’ any event provide
-data. for malting public health decisions .-
.only. after the public health may have
‘been irreversibly jeopardized. Third, the

- Administrator’ questioned the results. of
epidemiologicel studieg where the chem-
{eal is.environmentally ubiquitous and all .
populations have received chronic expo-’
sure.” Fourth, the Administrator rejected
the distinction between “benign” and
‘mealignant” tumors and “tumorogenic’
and “carcinogenic substances” for pur-
"poses of hazerd evaluation because of
“the increasing evidence that many tu-
mors “can develop into cancers.” He

. ogenicity testing, they should be consid-.
ered synonymous.” © Finally, the Admin-
istrator agreed with the finding of the
Administrative Law Judge that no safe
level of exposure could be set for the .
pesticides Aldrin snd Dieldrin which had-
been demonstrated to be carcinogenic in -
, even at very low levels. Accord- '
ingly, the Administrator concluded that
“a substance that will tnduce cancer in .
experimental animals -at any dose level,
ne matter bow high or. low, should be
treated with great caution’* = ;
"On April-4; 1975, the Court of Appeals
foe the District of Columbis, in Environs
“nental Defense Fund v. Environmental
Protection Agency, 510 F. 2d 1292, af-
firmed. the Administrator’s Order and
Opinion. The Court upheld the Adminis-
trator’s findings and policles set forth
above 23 being within the expertise of .
the Agency. Specifically the Court stated: .
Tho ‘Administeator’s fadlure to dotermine &
threahold 1ovol of expoduro to aldrin/dieldrin.
deco pot ronder his detarmination improper,
for ho bod concluded thot the concept of & -
threzhold expesuro level has no prectical sig- -
nificancs where cercinogens aro concerned..
Thio 18 due in'part to the irroversibility end.
long latency pericd of coreinogens. “[Wlhero
tho mnttor involved is ao consitive and feight-
vileden o5 cancer,” and tho gtatute plecea the
.burdon on tho registrant to cstablish tho
m&ycﬁ’h&gpmuct.waehannoc essuming
o gubgtantiel showing of danger, require the
Admmsmwe o meko meossiblé proofs In

- Bid. ot 37370. . :
O Theso principles were recently ree.ﬁrmed

by tho Administrator in bhis decision to demny

tho Stoto of Loulsiona’s roquest for emes=

goncy uso of DD oa cotton. S0, Statemend

of Reecong for Downiel cad Supplemensed

Stegemont, 40 F& 16080 (Aprd 8, 1978) )
Dig. o8 3T36T -

-~



"rev'lawlng administrative acttons, courts
“cannot fairly demand tho perfect at tho
""exmpencs of tho achisvable.” Tho Admintstra--
tor's. conclusion 1o within tho sclentific ex-
pertiso of the ngency, and is not infected by .
_.arroe of law. Compare Enviropmental Defense
- pund, Inc., v. Ruckelshcus, supra, 143 U’.S.
“App. D.C. ot 86, 438 P. 3d ot 586,
' . Tho valldity of axtrspolation to hamans
“from dats derived from tests on animals is
plso o.matter within theo agency’s oxpertlse.”
- Thero was testimony before the Administra-
tor to support such extrapolation, end this
court has scknowledged the significance of
test animal data when cancer la involved.
Use of animal date 1s particularly appropriate
where, @3 here, saccurate ecpidemilological
studies cannot be conducted becauss the vir-
tually universai cuntamication ¢f humene hy
residues of aldrin/dieldrin make It lmposslble
to establish an uncontaminsted human con-
trol group. The long latency pertod of carcino-
gens further hinders epidemliological re-
seerch, and the othical problems of conduct-
ing cancer experiments on bumen bsings aro
too obvious to require discussion. Although
. extrapolation of date from mice to men may
~ bo quantitatively imprecise, it Is suficlent
to cgtablish & “substantial likelihood"” that
‘harm will result. {Citations omltt.ed], Id, at
... 129&-1299@ .

~= " Finally, the Court affirmed the Admin-
~ istrator’s balancing of the risks and
" benefits of the use of Aldrin and Dieldrin -
- i his decision to suspend, noting that if -
the EPA suspends, as in the case of Al-
drin and Dieldrin, the burden is on the
proponent of registration “to establish
that continued registration poses no safe-
ty threat” or “that the benefits outweigh
the risks,” Id. at 1302.

In accordance with the principles of
hazard evaluation in the exhaustive DDT
and Aldrin/Dieldrin administrative and.
court procegdings, the use of animal test
. data is the foundation for hazard evalua<~
tion criteria for new and old pesticide
products. Such datz are used to evaluate -
both the short termr and the long term

effects from the use of a pesticide; there--.

fore, in § 162.11, both acute and.chronic
effects criteria are set forth. The hazard
of acute effects, as is explained below,
.generally can be quantified on a com-
parative scale. The hazard of chronic
effects, however, Is generally not subjéct
to precise quentification and must be
evaluated as part of a qualitative assess~
. ment of risk. In the following sections,
the specific criteria for assessing both’
acute and chronic efiects and the ration-
ale for the selection of specific criterion
are set forth.. As explained below, these
criteria serve as initial hazard indicators
which set more formel procedures in me-
tion to determine classification, registra-
tion and cancellation. The criteria do not
impose additional data requirements.
Data requirements are set forth In § 162.8
and the corresponding sections of the
Registration Guidelines.
C. Acute Toricity Criteria. Severa.l
commenters questioned the propriety of
utilizing numerical toxicity criteria as

= The Court also afiirmed the Administra-
tor's use of mice data in essessing the car-
cinogenic hazard of Aldrin and Dieldrin de-
spite stronuous objection by tho petitioners
that mice are not valld indicators of human
carcinogens.
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hazard indicators for the dual purpose of
determining whether, as an initial mat--
ter, & pesticlde should be classified for
general or restricted use and whether &
pesticide is subject to & rebuttable pre-
sumption -against registration or con-
tinued registration. For the reasons set
forth below, the Administrator has deter-
mined that such toxicity criteria are valid
indicators’ of presumptive hazard and
serve the important reglatory- function

.of screening those pesticides which re-

quire additional scrutiny to determine
whether they should be registered or, if
registered, whether they should be classi-
fled for general or restricted use. As dis-

‘eussed helow, the particular numerical

criteria employed vary acdcording to the
anticipated rate of exposure, type of use,
and anticipated hazard. -

1. Existing Numericel Criteria. Numer-
ical coxdcity -ritcria -have, of course,
been used in this country snd abhroad
as indicators ¢ hazard for many years.
In 1949 Hodge devised & numerical scale
in which chemicals were clessified into
groups categorized by simple descriptive

phrases—‘‘extremely toxic,” “highly tox-

ie,” -“moderately toxie,” etc.—using the ..
oral LDi a3 the numerical criterion for -

" categorization.= - scale was' subse~
quently medified by Gosselin to apply to
‘Tormulations rather than technical
chemicals with the object of preventing
polsoning, since the formulated product
had wider distribution and exposure than
the technical material. Gosselin’s scale
was .further modified and expanded by
inclusion of numerical criteria (LD, ox
LCw) representing dermel and inhsla-
tion toxicity and formed the basis: of"
regulatory interpretations under the
1947 FIFRA, fo determine the warning
(signal) words and precautionary state-
ments required tq appear on a product
label.* ..

a. Use of ezwﬁng to:rzctty categorzes
for. precautionary labeling. This same
method-is used for determining the ap-
propriate signal word and precautionary
statement for labeling purposes under
these regulations, although some mod-
ifications have been made to the inhala-
Yton end skin and eye irritation criteria.
.Thus, numerical toxicity categories are
established for <formulated products
based on dermal, inhalation, and oral
LD» or LCsx» values; and qualitative de-
scriptors are used to evaluate skin and
eye effects. For instance, if & particular
formulation has a dermsal LDs of 200

-mg/kg or less, it falls into the highest

D e -t

©Hadge, H. C. and J, H. Sterner, Tedbula~
tion of Tozicity Classes, 10 AMER. INDUSTR.
EYQ. ASSOC. Quart., 93-93 (1949).

% For & discussion of history and develop-
ment of the LDw tast, see Principles and Pro-
cedures for Evaluating the Tozicity of House-
hold Products, NATIONAL ACADEMY OPF
SCIENCES—NATIONAL RESEARCH COUN-
CIlL, Publicatton 1138 (1964), and Loomis,
Ted A., -Essentials of Toricology, LEA &
FEBIGER, Philadelphia (1968). The valuo
obtatned for the LD« from an ¢xperiment
with o Gnite number of test animels is on o
ctatistical basis, an cstimato of the nctual

" doso required to kill 50% of sn exposed popo

ulatton.
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toxicity-category and must béar bn its
label the signal word, “Danger,” and the
precautionary statement, “Fatal -(Poi-

sonous) if absorbed through skin. Do not -

breathe dust (vapor or spray mistl. Do
not get in eyes, on skin or on clothing.”

In addition, the label must bear a state-
ment of practical treatment on the front
panel. See § 162.10(1) : Few commenters
questioned the continuation of this sys-

tem, as modxﬁed for labehng determms.--

tions .

b. Ezxisting toxicity categones for clcs~"
sification of pesticides. In enacting the
comprehensive 1972 amendments to
FIFRA, Congress recognized that these
long-standing label requirements had not
been adequate, stamaing alonc, tc pro-
tect the pesticide user or other persons
from the adverse effects of exposure to
acutely toxic pesticides. Accordingly, sec-
tion 3(d) of the amended Act directs the

Administrator to classify -pesticides-

either for general use or for restricted
use. Pesticides classified for.restricted use
will be restricted to use by certified ap-
plicators or subJect to other reg'ulatory
restrictions. :

Section 3(d) (1) (C) (i)

restrict a pesticide’s use to certified ap-
plicators if the pesticide is classified for
restricted use based on its acute dermal
or inhalation toxdcity. As discussed above,
the established method for determining
acute toxicity Is based upon laboratory

procedures that establish doses lethal to-

50% of the test animals. This method
was utilized prior to the 1972 amend-

ments to protect the user through label-

ing. Accordingly, the Administrator con-
cluded that it was reasonable to apply the
same system, including equivalent nu-
merical criteria, when determining as an

. of the Act -
speciﬁcally requires the Administrator to -

initial matter that & pesticide was too .

hazardous to be classified for general use.

Established as hazard Indicators, the
toxicity categzories serve expressly that
function in the classification scheme by
acting as an Initial screen for classifica~
tion. An applicant, however, as discussed
elsewhere in this preamble, is provided
the opportunity to demonstrate to.the
Administrator that a pesticide which
meets the toxicity criteria for restricted
use should nevertheless be classified for
general use because its labeling, formula-~
tion, packaging, or method of use coul d
reasonably be expected to numnuze—t ne
likelihood of hazard.

The classification scheme is further re-
fined in that more stringent criteria are
set for pesticldes registerad for domestiz
use (in and around homes and certain
areas of educational and health related
institutions) than for non-domestic use.
Specifically, if a pesticide formulation
intended for domestic use falls into tox-
icity category I or II, it is considered a
candidate for restricted use; if the for-
mulation is intended for non-domestic
use, it is considered a candidate for re-
stricted use if its dermal or inhalation
toxicity or skin or eye effects places it in
toxicity category I These toxicity cate-
gories are used explicity in § 162.11(c) (2)
which specifies criteria for classifying

. pesiicides for reregistration. The same

3, 1975



criteria are used 1’462-11(0) (1) which
ac‘ritenslar Dewly rec-
tstared pesticides. FPurther protection to
. the useér is provided by classification cri-
" teria in these sections based on chronic
ot delayed toxic-effects, discussed infra,
“and by §§163.11(c), (3) and (4) which
require consideration of adequacy 7ol 18~
beling, use history..accident data, n.nd
other appropriate factors. .
2. -Additional Numerical C'ﬂtertc for

- Protection Against Hazards not covered.

by Existing Categorication. The LD. and
LCe criteris used to define the toxicity .
categuries are. the experimental values

- determined for the formulated product.
“The degree of acute toxicity of the for-

. .mulated product is determined in order -
. to-protect users from accidental exposure- dren. under tén years with the most sig-

.- during handling and. storage. However,
.. ‘human exposure to pesticides also occurs 5 years. Qecupe: tional poisonings account

and after application of the pesti-

e s — o— -
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eralu.se.Pubushedsurveys sunest that
pesticide poisonings constitute.a signifi-
cant amount of all chemical polsonings
in the United States and that most in-
cidents of human poisonings by pesticides
fall into one of two categories: polsoning
of children, usually in the home, and
poisomngotappneators.ﬂayutmre-
‘ported that, de-pend.lnz on the sample

-.year, pesticides- havé accounted for 8 to
13 percent of aH poisoning from solids or

.liquids-~with an estimated fatality rate
of 0.65 .per 1,000,000 ar approximetely -
150-200' people per year and a rate of
nonfatal to fatal polsonings of 100 t6 1
or approximately -15,000-20,000. persons-
per year. Purthermore, of those poison=.
ings approximately one-half involve chil-

nificant portion involving children under
for an estimated 15-percent of poisonings
experiencing

‘Cide, These activities involve, in many ' with pesticide applicators
cases, the application of a substance that. _ the. highest rate and manufacturing
. hu been diluted from 'a concentrated workers experiencing the least number. .
-formulation. Therefore, to protect appll=

cators and other exposed persons, inelud--
-ing children, from hazardous exposure to

. pesticides during-and after use, it lsmec-

‘These estimates have not been corrobo--
rated by the Agency; however, we have-
determined that they indicate the scope
. of the hazard arising from pesticide use.

essary to apply numerical criteria based =~ In.the case of wildlife, most docu-
on thertnx!cmrofth.epesucideasdﬂuted mented/ cases of substantial immediate-

" for-use. Depending on the degree of dilu~--

damage- refer to_poisoning of mammals

. -tlon, such criteria may be more: orileéss -and birds feeding on contaminated food
stringent than - those imposed. on. the. . or on treated baits, or to kills of fish and *
-formulated product. In addition; thiee other _aquatic organisms resutting from
“criteria have been included for pesticides - contamination o:! shallow waters > Tox-

-

.‘ 4

4_wmch.posehaza.rds;

. intended for outdoor application to pra= _

- tect against hazards to wildlife. The cri- .

teria are based.on the amountof active’ Pes

- Jingredient which will remain after the
appueauon of the use diluted product. -

» Report of thc Secretury’a commmioh of

.-mental Health, U.S: DEPT. EEALTH, EDUCA-
TION, . AND” WELPARE, 304-319 - (December

. Thred steps are involved in the: setting 1969) ;. Davies, .J. E..et al. Epidemiology and.

ot these numerical-criteria: (1) dgterxp.l- " Chemical

nation of the principal types of i
" exposure levels encountered under- cohdi_

Diggnosis - of Organophosphate
- Polsoning, In “Pesticide Symposium” (w B.

) esﬁmaﬁon of. . Defchmann and J. L. Radowski, eds). Ind,

‘Med; Publishing Co., Mlami (1969), Lande, S.”
.8., An Epidemiological Study of Pesticide Exz-

* tions of use of the product or of: simitar: .poyure in. Allegheny Couniy, Pennsylvania,
m'oducts and (Hi), ‘applicatiorofa asafety ~ 29 ARCH. ENVIRGN. HEALTH, 50-06 (1974), °

" factor to provide a margin of,safety for
" individuals ‘exposed to.these levels. .. -

-.~Fhe purposé of the following: discus--
sion is to explore each one of these steps -
in detail in order fully to.explain the
‘Agency’s choice as to a particular num-
‘ber. The discussion immediately . below.
sets forth general principles of exposure

theanucipatedhazardcfmmhexposure

‘as developed from field surveys and nu-;

.merous publications. The next sectton

.Hayes, W." X, Pesticides and -Human Toric-
-4ty, 1860 ANN.. N.¥, ACAD. SCI. 40 (1969),
-Hayes, W. J., Epidemiology and General Man-
agement of Poisoning by Pesticides, 17 PEDI-
"ATRIC CLINICS OF NORTH AMERICA, 629
(1970Y:.Lisells, F.-S.; Epidemiology of Poison-

ing by Chemicals, 34 JOURNAL OP ENVIR.
HEALTH, 603 (1972); and Whittock, N. W
Kell, J. B, and Sandifér, 3. H., Pesticide Mor-
didity in Soutk Caroling, Revisited, 68 JOUR~
NAL OP THE SOUTH OAROLmA IC'AL

"to acutely toxic pesticides and describes ASSN., 109 (1973)..

% Hayes, Pesticides and Rumau Tozictty,
supra 40-—45. Hayesx repom that for Call-’
. fornis, ons of few states with‘ a mmeowy
accident reporting system, pesticide work~

discusses ' the - selection of appropr]ate injuries. for 1960-63 ranged from 837-1,013.

safety factors to a.ddm the a.nﬁcipa.ted
hazard. .

: The final section expla.tns the Agency’s
choloe of criteria, including an explana~

tionotwtw, in a particular case, the gen-
principles of exposure, hazard, and -at 634.
- Silection of safety fa.c..s were or were not

£ulty utilized. )
strabz;lhl ~0f exposure posind dam

*‘-h
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For the same period approximately 20 per-
‘cent of the deaths caused by pesticides oc-

-’ curred from occupational expusurs. For the

period 1964-67, California had reported an
annual average 6f 1,300 octupational poison -

ings, Hayes, Epldemiology and General Man-

emt of - Poisontng by Peaticidca rupm

’Report of the, Secretary’: Cmnmtnion on
 Pesticides and. their Relationship.to Envi..

ronmental Health, US. DEPT. OF HEALTH,
' EDUCATION, AND WELFARE (Dee. 1989) P

Lo ed T
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ticides and their Relationship to Environ- ~

~

icity to nontarget insects and other
beneficial invertabmtas is often of sig-
nificance ® but 1§ difficult to prevent by
means of classification.
b. Estimating exposure levels for crit-
feal types of e. The most impor-
determinatlon -for assessing the
haz&rd posed by an acutely toxic pesti-
cide is the estimated exposure level
likely to result from normal use, If that
level is sufficient to produce an adverse
effect, exposure must be limited through
improved application techniques and the
use of protective . clothing, and- other
proper safety procedures. Even the most
acutely toxic pesticide can probably be

. used-safely if the applicator fcllows

proper use and safety procedures to
avoid a hazardous exposure. Conversely,
a dose of a much less acutely toxi¢ pesti-
cide can result in severe injury through
avoidable accident or improper negli-
gent application techniques and proce-
dures. In amending the Act, Congress
found that substantial numbers of users
of - pesticides did not follow label direc-
tions. and overused and mistsed pesti-
cides. Congress, through Section 4 of the
amended Act, addressed these problems
by requiring that only applicators who--
have demonstrated competence be al-
lowed to use-acutely toxic pesticides. Ap-
plicators can be certified under the pro-
vislons of Section 4 if they have dem-

. onstrated their competence to use acutely

toxic pesticides safely.by avoiding dan-
“gerous exposure to themselves and other
_nontarget organisms.-Accordingly, in de—
the classification. criteria for
acute toxiclty, It is' essential that EPA
estimate the amount of exposure likely .
to be experieniced by both the applicator
and” by other persons, including by- .
standers and children, as a consequence
of. improper application. If _the exposure
levels would result {n toxic doses or doses
that have unreasanably small ‘margins
of safety, the pesticide should be clas- .
sified for restricted use. .
- The .exposure an applicator will re-
ceive in handling or applylng a pesticide
-or the exposure any individual .will re-

“cedve as a result of the pesticide’s appli-

cation can then be related to the LCy
and LD, doses obtained In laboratory .
experiments to determine the approxi-._
mate .danger assoclated with'that level
of exposure. Exposure during. applica-

" tlon is largely to the product as diluted

for use. Accordingly, the use-dilution
LDs'has been added as a classification
screening measure. The numerical cri-
terion is computed as explained below: -

1) Dermal exposiure to applicators:

.outdoor spray application. . Extensive

measurements are avallable of the
amount of- exposure to applicators and

-others during routine pesticide applica-

tions carried out according to customary ‘.

practices:. Summarizing thelr own work

fare——————
= Rudd, R. L, Pesﬂctdﬁ and tha ‘Living

Landscape. UNIV. OF CALIFORNIA PRES3



. and .that of others, Wolfe eg 6l”
-Iated over 80 exposure studies lnvolving
more -than 5,000 measurements of &x-
pesure 0. 23> peoticide chemicals I o
variety of. formulations and under. &
veristy of methods of application. X
most studies tha dexmel 2nd respiratory
- exposuxes to -the acidve ingredient were
-smernsured - and . the -use dilutlon . was

~ gtated, 1L el of the sctive-lngredicnt as

‘mea\_mxedeWQJ.Ze, ¢t el. was gssusmacd
- b3 bo residucs of the use-diluted product,
“thén the ratlo of the sesidue to the diin-

tion rate would give an accurate meas-,

~m‘e of exposuxe to the use-dnuted prodo

v\n@v - You Land bu moos.
D ye WwCne Akl LW

2o BOWETSE, the, mcéhacm

"acttve ingredient . residue resulted fromi-

Jtotad exposure to.the applicator from
+ Both exposure to the use-diluted product

. and the formulsted product Therefore,.

—the ratio of active ingredient residue o
- Qflodon rate overestlmates the amount
“'oﬁ-ezpmum attributable to the vge-di-
Jutzd product Thus, s factor is nciuded
T-ix - the computadon . celculate . the
.-amount of. total exposure arising solely
-grom coppllcalionr- of the use-diluted
prc:nluc& The exposure - studies cited
-above do nob nclude dats neccssaxy fox
eomyuting this - factor. However, based

on. lmowledge: of..the. ectivides whieh, .

wwafe snalyzed: in- the exposure-studles,

its value is. cstimated to b2 two™ The
rates of messured exposure (o the use-

dituted product. were then computed -

' according to the. i’ouowing equamon.
. - e

L zf————' e
P . . wa" '_._- .;; .
azpommmeotothe uso-dnutcdl
producs (mg/he) PR

nw

mmmed v2luc of anposuse rate
w cotlvo: mgxedlens (mg/m?)

Por ou?door spmy appucamons, ost of
' 8¢ dermal exposures measuxed by Wolfe
et ¢k and computed by the above egua-
. Hon fell into the range 3-50 g/br.; cal-
culated as the rate of depositior of the

“diloted product mmng on the skin of-

——— N
L P Welfe, KR.,W. Durham. amﬂ 3. P Amo
Uemngg. _Ezposurs of-workers o pesticwes i&
ARCE.~ ENVIRON. EDALTE, 622 (1967).

Wolfe, H. R., J. ¥. Armstrong, D. C. Staig,

and 8. W. Comer, Ezposure of spveynmien £6-

pegelcides. 25  ARCEL ENVIRON HBAL’I'E’,
29 (1972). S — :
.2 To Mlustrate: o
© %2 o measured petive lngredlent doposxtlon
.of 10 mg was assumed to be tho residue of ©

. 8% uso-diluted product, then tho pesticide
worker must have boen cnposed %o 10 mg=200

. - 08
- mgof usg-diluted produce -

Howovor, I£ of-the 10 mg octive m@e&xen%
doposition, only § mg resulted from cxposuro
Lo tho uso-diluted product, with tho other
S mg resulting from ogposure o tho WAe
dilutcd formulation, then the worker wag
exposed tw § mg=100 mg of usc-diluted

05 . :
product. The lattee ezamplo refecto the ine
troduction of o foctor of tWo to cccount for
tho {act that tho meraured depesition cceusrs
to workers, who {n the course of thetp normal
“netivities, ore oxposed to bom ﬂ.lluted ond
eadiluted producto. <

P3BERAL

tasbmo

mto of ditutlon (%) * A

an agﬁeultuml worker mthmxa specie.t
‘protective clothing: » number of indi-
viduzl mensurements of dexrmal exposure

‘were 28 bishk ag 325 g/hr. Although the

hizhast of these dgures Tepresent excepe
‘Honaly bed practice, the measurements
of Wolde et ¢l indicate thas dermal.ex-
posurg levels of up to 125 /by to difuted
. product can bz expected 0 occur duxing
vormal. agricultural use, and - exposures
of up to 50 pg/hr oftsn. cocur cvemn wikth
‘expericnced -operatoid. - Furtheormrore,
Wolle ¢ ¢l bes docuxtcnited that users
and applicators frequently £ail to follow
dﬁxectzcns ?equirmg protective” clothing
-aad respirabors.” Bagsed oR AR B-DOUr
working dey by & 60 kg persom, such
‘practices would result In exposures of up

‘to spproximaiely 18 g/kg/day for the ..

unsikilled applicator and 8 g/kg/day Lor
the sitauet 2p, _atur respestdvely.”

C () Darmel cxposure o eppliceborss .

‘other foriules. 2. The above cstimsates
. 0% dermal exposures were- derived pri-
merily {Xom meaAsurenienis of exposure
to spray formulations. The relatively few
direct messurcments  of -exposure {rowm

-poteniisX of bezird from exposure to the .
‘vse-dilutzd product. However, since drift
of deoplets appeass to-bea major factor -
leading - to - higher "expoSUZEs, - products.
formulated 28 mists can be expected to
‘glve exposures similar to sprays.®

_ Other formulations, such as dusts ané
‘granuies,.are applied o undiluted form. -

- Since the exdsting LDw, on the formulated
. product offexs protectiom. to the appli-
- . cater from dermal exposure to the un-

‘diluted product, no additlonal criteris
bave beer provided for formulaﬁbm
othex' than spray and guist. v

- (1) Indoor ezposure. Fae fewer datza
-gre avellable on exposure levels to indoor
users of pesicides. Although Wolfe et 6k
(1267) listed.only two lndeor: studies,
one of these imvolved & case in which
indoor house spraying resuited in dermal-
and Tespiratory exposure to the active
ingredient of 1,755 awd 7.1 mg/he re-
spectively—some 2-3 times larger than
the bighest Grures lsted in the Wolfe

stodles * o3 resulting {rom outdoor use,:

suggesing thet indoor uses may resulg
in higher rates of exposure,-both t0 ap-
plicators end to others exposed to the
“pesticides. However, the fact that pesti-
cides aze usually sprayed imdoors only
" for short periods decreases: the hazard.
Accordingly,” it is uniikely that.typical
indoor exposixes would approach those
expericnced by outdoor users working for

a mn day. ‘Th.!s ﬁndi.ng 1s supported by

GWolXe.E.B J. P Amsm.’ong.D C. Stalg,
ond 8. W. Cower, The Use of Protective
Clothing end Lguipment for Prevention of
Ezposusc te Pesticides, PROCEEDINGS OF
THE WATIONAL -CONFERENCE ON PRO-
CECTIVE CLOTHING AND SAFETY EQUIP-

- MENT FOR PESTICIDE WOREKERS, 155
(1972).
. = Wolfe, ¢¢ &f., op. cit. (1967, 1873). o

- DWolfe, a¢ ¢l., op. c18. (31972).

% Thesn figures refer % cctive ingredient
Grposuro, Rot 0 tho weo dilution expesure
dezived i i:ho preceding dlscusston )

- : A
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acc‘ldent dat& whiclx do not mdica.t& 8"
substantial frequency of poisonings from
indoor use other than accidental inges-
tions by children.” There Is indirect evi-
dence from residue moritoring that.in- .
door uses are xespounsible for 2 sub-

‘stantial portior of the average. person’s-

exposure. to- pesticides,” - bug such low
level exposure would involve subacute or
chronic .toxic. effects rather than acute”
poisoning. Chronic toxicity hazards are
addressed under the criteria of §.162.11
(> (1) and (2). No criterion is included
for dermal cxposure to the use-dﬁuted
product in domestic situatlons. - -
- (iv) Respiretory ezposures. The meas-
uvrements summerized by Wolfe et el
suggest that o most _cases dermal ex-’
posures grestly. exceed r&epiratory'ex- i
posures, often by a factor of 50 or more.™
The largest reported. respiratory expo-
.suxe wes only 1.4 g/hr, to 2 spray formu.- _
" 1atdon, and even In this case it is not clear
that o sobstamtlial part-of the material
was in- droplets -small enough to enter
the-lungs. -Accordingly, 1t seems lkely
that resplratory ‘exposure would -be of

. serosol spplcation indicates very lttle. much. less ‘signifieance "to spplicators

than dermal exposures. According to ac~
" cident summsrics; the principal hazards -
pesed by mptmtory exposures would be-
‘to smell chlldren ang to asthmatics. ™

- (¥} Accidental ezposure. to chzldren
When pesticides are. used..in domestic
situations, there is “the possibility that
the pesticides may he accessible to chil-
dren or pets. As discussed above, polson---
ing statistics indicate that the possibility
is frequently realized since approximate-
Iy 60 percent of all poisonings invoive
young children. Labeling is of ro value in
preventing accidents if the child can gain
access. to the pesticide  product. Studies -
of domestic accidents reveal several gen=-
eral characteristics of pesticide accidents -
affecting children. For children under 2
years old, exposure is generally by inges- ..
tion, particilarly from bait pesticides,™
moth balls and rodenticides used i in-.
door treated areas. For children aged 25
yeaxs, - oral exposuxe, pa._rtlcularly to

- S Enyes, smpm. : T
O Radomski, J., Delclm:mn. W. B zmd cu- B
zep, Si-8.. Pesticide Concenrtrations in the
Liver, Brain end Adipdse Tissue of Ternmaz-
Eospital Patients, BPD COSM'ET 'roxxcor,
209-220 (1968). h
% Howgver, it must be roted that a pea’t- -
eido {3 more rapldly and completely absorted
through the respirstory route than through
tho' dermal route and thorefore o -small” ex-
posure may bo toxicologically significant.
Whero indoor spraying is-continued over a
ng period of ime, o may be quite
Gﬂgmﬁcant For oxnmplo, -Wolfe et al. kave
rzeported that: °[Ijn tho case of DDT .
indoor house spraying wes sbout $.times as
hazardous g dagging for alrplane dustng
of fruit orchards, approzimsately 7 times es
hozardous 2s outdoor house spraying, snd
over 30 times 28 hazardous as operating an alr
blagté cprey mochine in g frult orchard.”
. Wolfa ct al., Ezposurc of Workers 20 Pestto
cides, supre st 828, - =
SLande, S. 4n Emdemﬁologicmz Study of )
Pesgticide~Ezposures fn Allegheny County,
Penngplvesic, 39 ARCBL ENVZBON H.EALTH.
20 (1974). e o N
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mmddmalexpoumtmmmtyw
of formulations but

particularly from
’ dustormmﬂoformnbﬂom'nxposum
. for children aged 2-8 occurs in all areas

of pesﬁddauu,’both lndoors and.om«
doers.” -

Ithdiﬂculttoesﬁxmbetheprecm
‘degrae of exposure of small children to-
. pesticides, but thare iz evidence from
documented incidents of fatal and non-
fatalpoisoninxsthatchﬂdrenagedzor
less can easily ingest 5g of a pesticide.®

Based on a typical weight of 10Kg for such.

. & child, exposures of up to 0.5 g/kg of the
product as diluted for use would be ex-
pected, at least for these formaulations.
- For older children up to § years (Le,; up.
to about 20 kg in weight) ingestion of up -
- - to 60g seems likely in the typical accident
- involving drinking from a bottle.® This
exposure would be as Iarge as 3 g/kg and _
- might involve ingestion of the formulated

(undiluted) product unless the .product- water. Most significant incidents of dam-

maoldmspeclalpocksgwdedgnedror

" -child protection:

. Thereigless lnformatfon on dermarex-
posures to children, although the fres
quency of significant poisonings by- the
dermal route indicates that dermal ex-
. posures may bg as significant as oral ex-
posures, -particularly for children over 2.
years of age.”’ Eye exposures are also
significant for children in the age range
3-6. Both these factors have been taken '
- into account in setting the classification
criteria for skin and eye effects.* '
(vi) Exposure to sensitive wildlije.
' Critical exposures to mammals and birds
occur -primarily through contamination
° of thetr food.® The-precise routes of con=
tamlnation. and -the species at greatest
ﬁskva.ry gree.uy wﬂ‘.h the type of :ormu-

..”"

‘®Landé, 8. 4n Epidemiological s:ﬁdy of
Pesticide Exzposure in AllegenRy County,
Pennsyloagnia; 29 ARCH. ENVIRON, HRALTH-

'-‘ .90 (1974); Gehlbach, S. H.,, W. A. Williams, J.

-

. DREN, 427 (1861).

Landacapa supm.

8. Woodall and J. I. Preeman, Pesticides and '
Human. Health-—An . Epidemiological Ap-.
. proach, 88 HEALTH SEBVICES RBPORTS
74 (1974). .
50 Studies also lndlcate signlﬂesnt potttons
.of domsstic pesticide users simply do not-
recognize the haeard that pesticides poes to
children. For example, according to a study
' reported in the- o/ the Secretary's
Commission on . Pe - and Thelr Rela-
- tionship to Environmental Health on the use
of pesticides in one urban ares it was found
. that many families ignored label direction
. “Locked storage.was riot emplayed
by 88 parcont of all families; 68 percent stored .
pesticides withinr easy reach of small chil-
-dren; 54 percent stored the. chemicals near
‘food or medicine; and- 68 percent never wore
protective gloves during usc or washed their
hands after application.” Supra at 148. See
also Baltimore, C. L., and R. J. Mayet.Astudy
of Storage, Child. Behavioral Trgits, and
‘Mother's Knowledge of Tozicology fn 52
Poisoned Pamilies and 52. compm Famie
les, 42 PEDIATRICS 313 (1968). - .
a Jones, D. V., and C. B. Work, Volume of
a Swallow, 103 AM.-J. of DISEASESrOP GB.'IL-

@ Lande, supra. P -
a8 - ; o

wrd. .
SRudd. R. L. Peaﬁctdea aﬂd the L!ving

)
- . -
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lation cud the way in which the pesticide of measured exposures. Hence, the cal-
-is applied. For example, baits and treated culation of exposure presented above
: seeds may be eaten directly; sprays and refers to individuals exposed more in-
dusts ‘may contaminates vegetation or temsely than average. and no additional
fruit usod for forage; insects and fish safety factor is required to protect-them.
msy,aequmsuhle (1) A& factor to allow for individual

causg secondary- poisoning. The most ooricbilily and sensitivity in Aumans.
significant exposures can generally be Studies of the absorption of pesticides
predicted. from experience with similar “through humar skin, for example, have
-formulations of other pesticides; rheas- shown that the eficiency of dermal ab-
uremantsote::posmlevelscanbeob— sorption varies widely from one part of
- talned in test plots. - .the body to another and among individ-

- In the case of aqustlcspeda. themost uals.* Feldman and Maibach have statel
1mporr.a.ntexposure!suma.uyt.hrouah that “assuming a normal distribution 1
the water in which-they live, Average Derson in 10 will absorb twice the mean
exposure levels can be estimated by cal- - value while 1 i 20 will absorb 3 times
culating the amount of- pesticide that this amount.* Accordingly, a safety fac-
wmﬂdbedeposlted.perumtaresotwater tor of 3-8 would be required to protect a
- swrface under typical conditions of appli- high' percentage of individuals whose
cation (corresponding to ths widespread dermal absorption is greater than aver-
pattern of use for the type of pesticide age. -
involved) and assuming that the material - In addition to Mﬁons in the ef-
is uniformly mixed through the body of clency of absozptivn, there are wide var-
iations in the sensitivity of different in-
age to aquatic animal populations.(fish, dividuals to a toxicant even under stand-

, crabs, ete.) have taken place In ardized canditions of exposure. This
shauowwaters(ma.rshesa.ndstreamsless variability is expressed in the form of-
than 6 inches in depth). Purther, many dose-respense curves, which relate the.
pesticides are formulated in such a way Dpercentage mortality within samples of
thaf they stratify in a thin layer at the _exposed afiimals to the dose or concen-
surface or bottom of still waters:- Ac- tration to whick the .animals are ex- .
cordingly, an average depth of & inches posed. The steeper the slope of the dose=
is selected as representative of the water respone curve, the smaller the safety fac-
bodies in which aquatic organisms are ior required to protect the more sensi-
at risk. The species to be considered are tive individuals, and vice versa.
those chmctermic o! such shauow In some cases the slopes of the dose-
 waters., - . . response curves are known. Gaines ® has .

c. Safety.. factors m Act requhm tabulated the acute oral and dermal
that the registration and labeling of pes- toxicities of a large number of pesticides
ticides be such as.to prevent “unreason- to rats, including in most cases estimates |
able adverse effects to the environment.” 0f both the LDa (the dose required to
Accordingly, if a pesticide is to be classi~ Kkill 50 percent of ‘a-test group) and the
fled for general use, the anticipated ex~ LDa (the dose required to kill I percent) .:

;. posures to the formulated or use-diluted ' For nearly.all the chemicals, the ratio

‘producst resulting from handling and ap~ between the L and the LD was be-
plication typical of those practiced by - tween 2 and 4. Therefore the Agency has
untrained persons should fall short of determined s safety factor of 3 below the
the lethal- exposures '(LDx or LGw) by LDwisappro te, since normally it will
factors sufficlently large to ensure that be sufficient to protect about 33 percent
:risk of injury to man or nontarget wild- ofa population of ratsfrom acute poison-
life is small or negligible. The margin of "ing. Since the human population is more

" ‘safety required to render a specific injury - variable in sensitivity than the strains of

sufficently unlikely depends upon the type rats used in_ toxicity testing, somewhat
‘of. exposure .and. upon the .persons or larger safety factors would generally be
anfmals most at risk. Each type of expo- required to provide comparable protec-
sure and the corresponding safety factor - tion to humans.
must be considered seéparately. (iify A factor to allow .for 'uariabtlxty
(). A factor to allow for variations in and sensitivity among wildlife species.
exposure. Studles of exposure during ap- - Where the. slope of the dose-response
plication, for example, show that the -curve is unknown, as for many wildlife
level of exposure depends.on many fac-" Specles, 1t may be estimated from meas-
tors, including environmental’'conditions urements on comparable species or more |
(especially wind), the method and site ®generally from toxicological models. A.
of applications, the technique of the ap~ Wwidely used toxicological model is based .
plicator, and the applicator’s ability-and on the empirical result "that dose-re-
“willingness to- wear prescribed protective sponse curves for many toxicants graph
clothing. These factors have been found as straight lines over a wide range: of
to vary exposure levels 200-300 fold.“ i
B e A
arly expec vary epend-
ing o soveral factors In pracice, how- Lorvesmeola Eeneeiion n Mo, ARCE
eyer, ii-> dgures and methods outlined in  man and Matbach, Percutaneous Penetration
of Some Pesticides and Herbicides in Man,
- posure levels resulting from typical uses TOXICOL. APPL. PHARMACOL. 128 (1974).
have been derlved from the ‘high ranges © Feldman and Maibach, supra.

«* Matbacly e¢° al. Regional Variation in ‘

" @ Gaines, T. B._dcute Tozicity of Pesticides,
ldrssg;ox!COL APPL PHARMACOL. 513
(1

R "Wolte. et ai .mpra (1987)
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" ability paper. The slope of the line varles
. according to the -test organism and the

.. nature of the toxicant. From a cross-sec- -

--tion of existing dose-response data it has
-—been estimated that a typical slope is 4.5
"-probits per -log cycle, and & minimum
- slope about 2 probits per. log cycle. The
Y latter situation corresponds to & very
"' variable test population with some indi-
vidnals displaying high sensitivity to the .
" toxdeant. Prom: this model it can be esti-
mated that @ dose or_exposure. 10 times

" lower thanr the LD., or LCe would be ex--

pected to lead to & mortality rate of
-about 0.01 percent under typical slope
_conditions, but to- 2 mortality Tate of 4
percent under minimum slope conditions.
A dose-response § times lower than the

LDy or LC» would be expected to lead -

to.-mortalily rates of about' 0.l percent
" and 10 percent respectively. These figures
are used as the basis for.selecting a safety
factor of 5-10 for setting the classifica-~
~ tion criteria for protecting wildlife. These

" factors would be expected to-provide an -

ample margin of safety for 2 typical
- species, but only marginal protection to
‘the-most varieble specles. Even larger

- safety factors than 10 would be desirabls.

to ensure protection: of specles in which,
~even a single death. is of special concern, .
for instance the death of-an endasngered

_ specles.
(v) 4 factor to allow ‘differenices on
sensilivity between test animals and man.
- A:safety factor of 10 is commonly applied

‘to extrapolate from test animals to man -
on the basis that¢ the variability of hu--

man sensitivity is greater than the vari=
ability of test animal sensitivity. Where
precise data are. available on toxdcity to -
humans-—from accident records on pres--
ently registered products—the _use. of
smaller factors may be justified. -~ .
d. Selection of overell safety faciors to
prevent unveasonable adverse effects.
-Eachk of the safety factors -discussed
sbove is individually desirable {0 protect
against .hazards posed by extreme snd
unusual exposure. However, i£ all the
safety factors are applied lndependently,
the process might simply serve to pro-
tect against extremes of extremes, It is .
Impossible to devise criteria that could
climinate all hazards for pesticide use,

and the statutory standard does not con--
template such stringent criteria. The -

criteria slected must provide aginst un-
reasonable . adverse effects, not all ad-
verse effects. Therefore, it is necessary to
- select safety criteria that will reduce the
‘probabllity of injury to en acceptable
level, considering the number of individ-
ual persons and the populations of im-
portant wildlife at significant risk, the

probable frequency of sensitive individ- -

uals within the populstions, and the
probability of sbove-average exposure.
Accordingly, safety factors between 3 and
10 have been used to provide protection
against unreasonable adverse effects for
the principal types of hazards discussed

sbove. The precise safety factors used in-

setting nurmerical criteria, end the ra-~
Honsale for sclecting them, are set forth
in the next sections, -

S Ta3g

. doses when plotted on logarithmic-prob-
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. 3 Numencal C’riteria for Use C'lassiﬂa
cationr. . General numerical criteric for
use classification. The Administrator has
determined that pesticide formulations
which fall into Toxicity Categories I
and I¥ will not generally cause unreason-
able hazards if handled and used by un-
trained persons. In addition, pesticide
formulations which fall into Toxcity
Category II will generally not cause un-
reasonable adverse effects if used by the
normelly more skillfu’ applicators who
apply pesticides in nondomestic situza-
tions. However, for the reasons given
above, the Administrator has determined
that additional numerical criteria besides
the toxicity categories of theformulated
pesticide. axre needed - protect ‘against
certain adverse efiects. -

b. Additional. numerical cﬁteria for
use clresificatirs. /2) Acute orael toxicity.
‘As shown ab.s2, childrerr may be ex-
pected to Inges., under-certain c.ndi-
tions, pesticide. .tored or used in do-
mestic situations at doses up to 0.5 g/kg.

This is predicated on the assumption that
- the child gzing sccess to.the pesticide

chemical mixture. Xf, however, the pesti-

cide-formulation is specislly packaged in-— pesticides. Therefore;..

8 .container that is “child-resistant” in’
the sense that - children under 5 years: -
cannot normally gain ‘access in o rea-

sonable amoung of time, the possibility of

exposure Is minimized. Accordingly, no
criterion is given for acute oral LDsx on
the formulated product. The Agency will

_be publishing regulations shortly, pursu- -

ant to the autbority of section 25(c) (3)
of- the Acj, concerning standards for
packaging of the formulated pesticide
product. -

- A criterion s provided in thae regula-
tlons, however, to protect the child from

ingestion of the product in domestic ap--

. 'plication sites afier 16 has been diluted
for use; Normally, the container in which
a pesticide is held when diluted for use is
accessible to children. A safety factor of
3 s applied _to the 0.5 g/kg exposure
figure. The resulting criterion is an acute
oral LD of 1.5 g/kg on the product as
diluted for use. The products that have

an acuts oral use dilution LDw below.

this figure will be candidates.for re-
stricted use classification.™ A relatively -
Iow safety factor of 3 is justified becauss
accident date can be used to supplement
toxi't.:ity criteria in {dentifying product

2 Becauss it io dimcult %o measuro tho
toxicity of materials ot very high doses, the
Guidelines ro currontly proposed specify that
Rumerical tozicity measures arc not required

" if the oral ok dermal LD,, exceed 5 g/kg. For
tho purposd of dotermining whothar & prod-
uct meats the numecrical criteris derived im’

this ocection, {8 will bo permissible to
estimats tho LD, of p pasticide preduct from
measurements of ¢oxicity meads of higher
concentrations. For czample, ¢he LD, of o
product as dlluted for use may be estimated
os XY, whero X 1s the LD, of tho formulated
product ond ¥ 1s tho factor by which the
formulstion is dlluted for use. In cases where
tho LD, of the formulated product exceeds
8 g/kg, 1ts toxicity may bo catimated in tho
correspondlng way x’rom tho LD, of the activo

ingrediont.

-
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uses that should be classlﬂed for re-
stricted use. - :

(1) Acute dermal tonctt‘y As show"
above, applicators and others may be ex-
posed to doses of the use-diluted pesticide
in spray or mist formulations as high
as 16 g/kg/day, when the pesticides are
applied by unskilled or careless applica-
tors. Since the exposure an unskilled
applicator may experience {s known {rom
the feld -studles conducted by  Wolfe
et al.,, & precise LDy criterfon can be.
selected to adequately protect applicators
receiving such exposure levels. Apply-.
ing the minimum safety factor of 3 to an
acute dermal LD, of 16 g/kg/day would

-result tn an LD value of 48 g/kz/day.
However, LDs values and LD values are-
based on expérimental animal exposure
of 24 hours. Since applicators normally
are only exposed up to & maximum of 8
haurs, using experimental data based .
-on & continuous 24 hour exposure em-
ploys 2 safety factor to protect humans
who are only exposed for-¥; the time.
Moreover, Durham, et ‘al.,-has shown
that bathing after exposure results in a
rapid decrease in dermal absorption-of

-since the - pers-
cent of pesticide dermally absorbed -is.
-partizlly a. fanction of. time- the actual.
-absorption . of. the- pesticlde -may -be .
-much less than the imdicated dermal
exposure if the applicator washes after
application™ Accordingly, an acute
dermal LD, criterion of 18 g/kg/day has
been selected; it takes into account an
approximate safety fagtor of three. =

A safety factor of 3 is justified by the
following considerations: (a) the safety
.- factor is applied to tne high range of
exposure values measured in actual Seld
studies; (b) accident data can be utilized -
to supple.ment numerical criteria o
identify -pesticides whose use, shoulz2 be:
restricted. However, a safety factor lowes
than 3. would not be appropriate since
measurements of actual exposure i{n the -

.field indicate that toxic doses may be ap-
proached under conditions of widespread
and comxnonly recognized practice ct .
use.” | sl
For reasons sta.ted above, this cri‘eron
is applied only to pesticides used in ron-
domestic situations. Although domestic
indoor applications at ¢times may invelve-
imense exposures, this fact is more than
offset by the short periods of indoor ex-_
posure normally experienced by non-pro--
fessional applicators. The dermal and in- -
halation toxicity criteria of the Toxicity

Categorization Scheme are sufficient to.

protect unskilled persons exposed indoors -
against acute effects of pesticides in

Categories IIX or IV. :

(1) Hazards to tevrestrial wm‘ldh!e
‘The principal hazard to terrestrial wild-
life occurs from contamination of their
food with pesticides. To aford a measure
of protection for mammalian specles,
pesticides intended for outdoor use which
resulé in residues exceed.ing one-ﬁfth of .

2 Durham, E P Wolfe, HR., and Elllot..
3. W. Absorption end Excretion of Pevathion
by Spraymen, 24 AR.CB. EN’V'IBON HBAL’I‘B,
881 um) . ] .
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thé acute oral LDs will be candtiztes for
restricted use.- The Agency realizes-that
certain situations exist in which e sub-
acute dietary LC.» may be a more appro-
. priate standard of- mammalian toxicity.
However, given the difficulties in obtain-
ing such data for meaningful- mam-
malian indicator species the criterion em~
ploys the more readily obtainable acuts

T RUiEb AND -REGULATIONS

S Acute Orai To:icizy No acute oral
toxiclty criterion is included for deter- -
mizing a rebuttable presumption against
registration. Such a criterfon was in-

¢ :ded in the propcsed regulation
£§ 182.11(b) (2) (1) (D} ] and-was the sub-

_ject of a. number of comments. The

Agencr has concluded that trained, com-
patent spplicators wiu be able to mini-

oral LDw.. Acceptable protocols for ob- mize the hazards te children by adhering

-.taining subacute dietary LC. data are
available, however, to represent. toxicity 2
to. avian species. Accordingly, pesticides
intended for outdoor use which. resuit in
residues exceeding one-fifth of the syb~

acute dietary LC. will also be candidates -
for restricted use. The criteria also spec~. causes or wwill cause unreasonable ad-

ify that the residues are to be computed .
immediately after application, the time
" of maximum residues. Since these resi-
dues. may degrade over-time, an addi-
tional safety factor ls thereby incorpo-
rated. . .
The choice of & slfghtLv h!gher safew
factor for aquatic wildlife than for ter-
restrial wi.dlife is based on the fact that
birds and mammesls, uniike aquatic wild-
ife, have the ability to at least partially
‘limit their exposure to pesticides by mov-
~irg out of {reated areas or by switching
to alternative fpods; moreover, some ani-
mals cease feeding when they start to ex-..
serience toxic symptoms.
‘iv) . Hazards io caquatic m’ganisms
.2 principle hazard ‘o aguatic orga-
- "=izrms occurs when pesticides are applied’
mtlv to shelovw water, especially when '

_Pproduct, or

to general safety procedures and specific’
label directions for use. If based upon the
use and accident history data of the’
products, the Admin-
istrator determines that even when used
by trained: applicators the pesticide

verse effects on man or the environment,
the pesticide will be denied registration
or carncelled in accordance with § 162.11\

"(a) (6) of these regulations. .

 (2) Dermal Toxici’y Criteria. All pes~
Heides in Toxicity Category I will be
candidates for restricted use classifica-
tion and unless it is shown that the risk
from: use of the pesticide is not as great’
as indicated by this criteria for risk, use
of the- pesticide will be restricted to cer-
tified applicators. Yet as the literature
cited above indicates, even skilled appli-

_cators may receive potentially lethal ex-

~oolled by unskilled persons in contra~ -

- 3de:. of iobel directions for-use and
LSAounonely statemenis. A measure of”
‘oo likely exposure is the averzze ccacen-
zsation of the sesticide when applled to a
water body 8 incz as deep. A safely factor,
2 5 would rviic an adequate M.a.rgin

SR but the moss sauisitive
i fms' a- . Tcaal factor of 2 i ap-
.16 . - cerrestrial wilclife, ac- -
e have no mears of es-

N)mva.n* Assringly,

BT MC@ use vhich
Liow wrater
o LTL sl

‘. _5 .

~e

"':¢
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decd Lmerw, for LG Jable-

M} Apaingt Rv.fzstmtm ” Re-

posure to the highly concentrated and
toxic - formulated pesticide and to. the
use-diluted pesticide. Accordingly, acute
dermal toxicity criteria for both the for-
mulated and use-diluted pesticide are in-
ciuded to determine if there is-a rebutta-
ble presumption against initial or con-
tinued registration. For the formulated
.product, a criterion of an acute dermal
1Cxs of 40 mg/kg or-less- has been
selected. Producty meeting this criterion
have an LDs, that is Y,ththatoftheLD.

o? ke non-domestic use pesticides, end
’;ésth that of the LDs of the domestic
use pesticide initially classified for re-
stricted use because of dermal toxicity.
Clearly, the mzrzin of safe exposure for
such-pestic. s i cxtremely small tnd
such pésticiies mmust recélve particua:
scrutiny before the Administrator can
determine that the pesticide will not gen--
gmw cause lm.reasonable a.dverse ef-'
e&m .

acute derma.l m.a ot s/g/kg d’i-

tée:mu for thh use-dilution of pestlcides
o d.aev
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reasons discussed above in the explana-
tion of the dermal classification crite-
rion, this criterion incorporates a safety
factor of 3. .

(3) Inhalation Toxicity Criterion. An
inhalation toxicity criterion of an LC..
of 040 mg/l or less has been selected
to give rise to a rebuttable presumption
against registration. Pesticides meeting
this criterion have an LCi that is Ysth
the LCs« of the non-domestic use pesti~
cides which are candidates for restricted
use because of inhalation toxicity.

(4) Wildlife Tozicity Criteria. Based
upon the considerations discussed in the
determination of classification criteria,

.the following criteria have been selected

to safeguard wildlife by giving rise to a
rf:uttable presumption against reglst.ra-
tion: N
‘If 8 pea’efcide ] mgredient(a), mtabo-
lite(s), or degradation product(s):
(1) Occurs as a residue immediataly fol-

. lowing application in or on the feed.of a
mammal

lan species representative of the

' species likely to be exposed to such feed in

amounts equivalent to the average daily in-
takes of such representative species, at levels

.equal to or greater than the acuts oral

LD., measured in mammalian test animals .

.88 spectﬂed in the Registration Guidselines.

(2) Occurs as a residus immediately fol-

lowing application {n or on avian feed of an

avian species representative of the specles
likely to be exposed to such feed in amounts’
equivalent to.the average daily intake of
such representative species at levels equal

--.to or greater than the subacute dietary LC,,

measured in avian test animals as specified
in the Registration Guidelines. .
(3) Results in a maximum calculated con-
centration following direct application to a
8-inch layer. of water more than 14 the acute
1C, for aguatic repreeentative

: organisms.
“of the organisms likely to be exposed as

measured on test animals specified in the
Registration Guidelines. -

Pesticides which meet- the criteria for

avian and mammalian feed residues
would cause an estimated 50% mortality
among exposed populations; pesticides
which meet the criteria for the protec-

-tlon of aquatic organisms would cause an

estimated 15-20% mortality among ex-
posed populations. Pesticides which will
result in such toxic levels and severe mor-
tality- rates on exposed wildlife popula-
tions. obviously must be closely scruti-
-nized before registration is approved and

“used under stringent restrictions. -

D. Chrowte Tozxicity Criteria. In addi-
tion to the acute effects from a single ex-
posure to pesticides, a detezmination of
“ynreasonabla adverse effects on the en-
vironment” must include-an analysis of
auy chrovic effects which may result
L2 exposiire 1o a pesticide. Accordingly,
cr,i%erm_zor determining chronic effects

* . for segisiration and classification are set
Zoria in §§ 162.11(a) and 162, 11(e). Sev- -

eral commznters questioned the lnciu-
sion of these criteria in the proposed reg-
ulation and thelr Individual basis for se-
lection. Therefore, each of the criteria
containzd in the final regulation and
their basis ore set forth below including

.discusc.on of any modifications to the

eritesis

containcd in the proposed regue
lation. e )

- iewe



. 4. Screening Criteria jor Classification.
+ "Tne chronic eRects criteria which indi-

. ents oS 80 inital matter that the pesii-
" cide will ba classified for restricted use
. aro qualitative in nature. Chronic toxic-
.. ity effects cannot casily be evalusted on
& comparative quantitative scale, a3 can
- tho ecute-toxicity LDo and LCo valuecs
. Curonlc effects .by defimition are. those
caused by repeated and prolonged -ex-
poswre. The chronic hazard of & pesit-

' cida 13, morcover, & function of its chemi-

cal and envirormental characteristics
- such as porsistence, mobility, and poten-
- tial {for biomagnification in focd chaing,
and. biceccumulation in humen tssue.
"EBumens and other organisms- will gen-
erally be exposed to pesticides which axe
. highly persistent, mobile and bicaccumu-
-lative. The major issue regarding pesti-
_cides with these properties is whether the
pesticide should be registered. Classifica-
Hon of & pesticide use as restzicted in all

Hkelfhood will not reduce the threat of.

exposuwre to large populations. Accord-
ngly, while §162.11(c) authorizes the
classification decision to be based on an

evaluation of chronic toxdcity efects, -

_..-such -pesticides will be classified- as-re=
. -gtxdcted use only where restrictior of use
.. to o certified applicator could be anticl-
- pated- to- limit. the. exposure or-whers &
regulation could be promulgated pux~
suant to § 162.11(c) (5) with restrictions
to control the-exposure. o T
2; Screeming Criteric for Eebuiiable
Presumption. Section 162.11(=2)(3) (i1)
sets forth three basic risk criteria for the
determination of-chronic effects -which
if met or exceeded by “a pesticide’s in-
gredient(s), metabolite(s), or degrada-
tion product(s),” give rise to a rebutta-
ble presumption: against registration or
. continued registration. Section 162.11(a)
- {3) () (A) provides that such & pre-
_sumption shall srise for eny pesticide’
which Induces “oncogenic effects in ex-
perimental mammalian species or in man
as g result of oral, inhalation, or dermal

‘exposure; or induces mutagenic efiects,..

" ag. determined by multitest evidence.”
With respect. to oncogenic effects; this
criterion Incorporates. the .policy and

principles established in the DOT can-.

cellation proceeding and - the Aldrin/
Dieldrin suspension proceeding.

~Positive oncogenic. effects in man 39 PR ot 37269-70; EDP v.

would obviously {rigger very serious
scrutiny. However, as nofed above, such
results are rarely available because of
the long latency period of tumor induc-
tion, because of frequently encountered
widespread contamination which makes
it impossible to establish an uncon-
taminated control group and because of
the ethical and legal problems associated
with conducting cancer research on hu-
mans.* Because of the difdcutties of ‘ob-

 Seg Consolidated DDT Hearings, Oplnion
and Order of the Administrator 37 FR 13389,
13371; Shell Chemical Company, et al, Pind-
ings of Pact and Conclusloas (FIFRA Dockcts
No. 145 etc.), 32 FR 37249, 37232, 37234;
Opinlon and Order of the Admlinistrator on
Suspension of Aldrin-Dlaldrin, 39 FR 37265,
37270; EDF v. EPA 510 P. 24 at 1299; Supple-
mental Statement of Reasons for Denial—
State of Louisiens Request for Emergency
Use of DDT om Cotton, 40 FR 15940, 16850.
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-taining reliablo human cancer data, th'e_.,

oncogenie criterion refers 1o positive-on-
. cogenlc ofects in mam or “im experi-~
mental mammealian species.” The use of
snimal test date o cvaluate humen
cancer risks hag been widely accepted
by tne scientifc community and by pub-
lic - policy-meking agencles. Morcover,
‘such data axe particularly  appropriate
because the relatively short life span of
- test anbwals allows for testing for the
entire Iatency period ~nd because of our
relatively woll-developed understanding
of the pathological development of tu-
mors in micez and rats. When compared
o the millions. of people who may be
- exposed to- the pesticide, the number of.
snimals used in oncogenic- tests is ex-
trémely small. As in the case of acute:
- toxdeity .testing, the variability of hu-<
“man response to carcinogens Is generally
. greater the. thac of tks test animals.
Accordingly, 23 noted ahove, 2 1 sitive-
‘oncogentic efit " in any test animal Is
sufiicient to-characterize the pesticide
- 83 posing a2 cancer risk 0. man. By the
same reasoning, negative results from.
oncogenic animal tests have only Hmited

- Bo-superseded by positive results. ‘The
- number and: seasitivity of the- test sni-

" population are the princi
.. this imited utility® - - - =~ .. = _:
-~ The Administrator in. his Aldrin/
Dieldrin suspension order also specifically
concluded that because of these inherent
- limitations of animel testing “a sub-

ped.reasons for

stance that will iInduce cancef in experi--

-mental snimals af any dose level, no
‘ matter how high or low, should be treated
with great caution.” ® The Court of Ap-
peals unanimously affirmed this finding.
" As noted sbove, negative results are of
limited value and elthough & no-effect
fevel may theorciically exist, it is fre-
- quently impossible to establish with sufi-
‘clent confidence to justify sanctioning
-widespread human exposure” - . -

"B 8co gonerally, Consolidateq DDT Hear—
Opinton nnd Order of theo Administra-

- %ot 37 PR ot 13371; Shell Chemlical Company,
-¢¢. él.- Pindings of Pect and Coanclusions; 39
FR_ob. 37353, 37234; Shell Chemical Com-
pany, ¢¢. gl. Opinion of. the Administrstor,
EPA, 8310 F. 2d 08
1299; Siatement of Ressons ond' Supple-

mental Statement of Reesons for Danlgle— -

State of Louisiana Request for Emergency
Uso' of DDT on Cotton, ¢0. FR ot 15940,
18950. -

& Admainistrator’s Aldrin/Dieldrin Findings,
-39 FR o8 37288. . . .

ZThls view was mirrored i the recently
published “Repozt’ of tho Commlttes for
Working- Conference on Principlea of Proto-
cols for Evaluating Chemlicals {in the Environ-
ment,” “{Tho term no-cHect levcl] 1s statis-
tically monningless and thereforo of limited
valuo stneo 16 merely means that no cfect
w7as observed inm studies using o group of
onimals of particular size. Such an observoe-
tion 19 completely compatible with the preg-

ence of an edverse offect, which In further .

“studles with larger sample gizes or with dif-
ferent types of obsorvation might lead to o
positive outcome.” Environmontal Studies
Board Natlonsl Acedemy of Engineoring and
Committeo onr Toxicology, National Research
Council, Frinciples for Evalucting Chemicels
{n the Environmenst, (1973).

-Morcover as en additional outgrowth
of the Aldrin/Dieldrin proceedings and
as explained previously in the discussion
of §1623(bb), the term “oncogenic” is
used in the regulations because the Ad-
ministrator had determined that the dis-
tinction between “benign” and ‘‘malig-
nent” tumors is not meantngful . {n
determining the hazarqd of cancer to man
on the basis' of tests conducted oa s
laboratory species, given the “{ncreasicg
evidence that many tumors can dsveicp
into cancers.”  He has determined that
“for'purposes of carcirogenicity testing,
they should be considered synonymous.”*
— In making the determimation that the
" rebuttable presumption is activated be-
" cause of & finding. of chronic eRects, the

Agency will take {nto consideration the

type of effect, the statistical significance
‘of the findings and whether the tests
_were conducted in sccordance with thé

material requirements for valid tests as
recognized by experts in the fleld. Where
testing produces positive chronic effects
- but such effects ere not statistically sig-

nificant or such tests were not conducted

- in accordance with the material require-
- significance sand this should. normally. -ments. for valld tests- as- recognized. by~

‘experts-in the feld,'additional statistical
. analysis, histological or other patbologis

.mals as compared to the general humen €22 Feview, or testing may bs required’

-evér thougk the rebutitable presumption
.msy: not have been- triggered by tha

initial test results. . - -

- -While neither the DDT cancellation

proceeding nar the Aldrin/Dieldrin sus-

pension proceeding considered the haz- -
ards to man from exposure to mutagenic

substances, governmental agencies and

sclentific group3 which' are . currently

" 'weighing the hazards -of— introducing

potentially mutagenic substances into
the environment stress the inherent risk
to man® Purthermore, on the basis of
tests on microbfal systems, there is in-
creasing. evidence indicating & correla-
tlon between carcinogenesis and outa-
‘genesis.” At this time without additional

... ‘corroborative evidence;, however, there
~~-=-is no single animal test protocol which

‘‘has been demonstrated as a sufiiclently
_reliable indicator of a substance’s muta-
genic hazard to man to give rise-to a .-
rebuttable presumption against registra-
tion or continued registration. There-
_fore, the mutagenic.criterion requires a
showing of positive results in more than
one test system before regulatory ection,

- other than requiring -additional testing,

. can be justified. The Guidelines for reg-_
istering pesticides set forth the - condi-
tions under which: mutagenic testing is
required and the Appendix to the Guids-
lines sets forth acceptable test protocals.

1t is not the policy of EPA to ban all
pesticides which produce oncogenie or

' Administrator’s Aldrin/Dieldrin Findings,
39 FR at 37287 (October 18, 1974); EDF v.
- EP4, 610 P, 2d at 1300 (D.C. Clr. 1973).
© Principles for Eveluating Chemicals in
¢he Environment, supre; The Testing of
Chemicals for Carcinogenicity, Mutagenicity,
Teratogenicity, published dby tho Minlster of
Health ond Welfare, Canads (September,
1973); apd Environmented Muscgenic Haz-"
erds, 187 SCTENCE 503 (1978).. -
. © Principles, supra, ot 147. .
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mutagenic effects. Rather, the cost

control, the levels of exposure; and the lation. -
~

of thatfinding a8 3 major bacls fof cancel- and commonly recognized”* use pracs

‘- tce; (4) the need for “specialized ap-
paratus, protective equipment or mate-

benefita of use must also be taken in ac~ . E.EmergencyTrcatment.Sectlonz\(q)
count in any final regulatory decision. . -(2) (D) (i1)- of the Act provides that any rlal” normally not available to the gen-
This Section 162.11 establishes a frame- pesticide which is “highly toxic to man” eral public; and (5) the effect of failure
work for axriving at these decisions with is misbranded unless the label bears “a  to follow directions for use in czusing
full opportunity for the public and statement of a practical treatment (first” delayed or chronic adverse effects. Fur-
other Interested parties to participates . = ald or otherwise) in-case of poisoning.by thermore, the use. and aceident history
- ‘The second criterion for chronic ef- the pesticide.”* Accordingly, where ..of a pesticide or a similar pesticide will
fects set forth in § 162.11(a) (3) (iD (B) thereis no practical treatment in the case bear on. the evaluation and application
provides that a rebutiable presumption” of paisoning. by the pesticide, s rebut- of these criteria to the classification de--:
shall arise If 4 substance “produces any tabie presumption against registratién cision of a particular  pesticide. These
other chronic or delayed toxic effect in or continued registration shall arise. In criteria were cantained in the proposed
test animals, at any dosage up {0 a level, such an instance, there would be a seri~ -regulations and have not been modified.
«as determined by the Administrator, ous question as to the legality of regis- They were selected as representing the
which is substantially higher than that tering the product.. s -oen o factors that would determing the degree
to- which: humans -can reasonably be = The. language- of the criterlon of that an unskilled applicator could be ex-
snticipated to be exposed, taking. into §162.11(a)(3)(lil) has been modified to pected to follow label directions for use
- account ample margins of safety.” The clarify that an emergency treatment. and required safety procedares. They re- -
. dosage to be tested will be specified in statement is only required for treatment . quire a weighing of the complexity of use
“‘the- Begis&?eﬂoerlxs stnldennu. I!:ldetfg; of~ acute poisonings frem a' single of a pesticide in accordance with label.
mining the lev which positive exposure, S -4 T o2 ingtructions, the likelihood that instrue-
results will give rise to a rebuttable pre- F. Rebuttal of- Screening Criteria for ° tions cormmonly will be followed, and the
" sumption the Administrator must take Use Classification. and- -Presumption adverse effects likely to-resuls if the Iabel
into account ample margins of safety Against Regisiration. As is discussed instructions are not followed. Seeandly,
and evaluate among other things: the above, the criteria set forth in §§ 162.11 the applicant or registrant may submit
statistical rellability of the test data, the .(a)(3).and 162.11(c) () "and (2) are data or arguments challenging the find-
degree of varying sensitlvity estimated intended as screening mechianismsto de- ing of the Agency that the criteria have
for exposed populations, and the nature.- terminge as an initial matier which pesti~ peen- met or may -be able to estabilsh
of the chromic effect: produced. Chem- ‘cides -are “subject.to a presumption  that the formulajion, packaging or .
{cals have been found to produce againstregistration and which pesticides method of use of the product is such as
.- deleterious effects after prolonged and are candidates for restricted use classifi- -t5 eliminate the hazardous route of ex-
repeated exposure to many organs and' cation respectively. - © . - " “‘posure. For example, a pesticide which
functions of the body including the - - The final decision regarding the regis- maets the criteria for restricted use clas-
lungs, central nervous - system, hema-  trability of a product and its use classi- gifeation on the basis of dermal risk may
" topofetic system;. metabolism, kidneys, fication i3 made only after consideration ' he marketed as a granular formulation
reproductive systems and others. There- of the risks and benefits of use of the pgther than ag a lquid formulation and
fore, i -adverse effects of such a-nature” pesticide as proposed to be registered. therehy-reduce the hazards of dermal ~
~will be produced by expasure to a pest~ - The criteria of these sections are indi- expogure. So too,-if the formulation of
“"clde at any level up to a level exceeding . cators of potential liazard. The applicant - the pesticide is extremely taxic while its
. possible human exposure-taking into ac- . or: tedggmnt, as tbe case may be, may ‘‘use dilution is not, the pesticide may be
count ample margins-of safety, it'is ap-- establish to.the Agency’s satlsfaction packaged as a “closed system” to prevent
. propriate that the regulations provide a- -that the hazard anticipated by the. acute hazardous exposure during mixing. And
rebuttabie presumption against registra« or-chronic screening criteria will not in  fourthly, the applicant or registrant may
- tian or continued registration of the pes- fact occur. The reghlations set forth the demonstrate that the benefits from un-
ticide. The pesticide’s potential for pro~ elemerts which the applicant or regis- restricted use of the pesticide outweigh
ducing. such effects i3 determined from trant must demonstrate to rebut the pre~ the risks of unrestricted use of the pesti-
studies required pursuant to §162.8 of sumption of the screening criteria. . cide. All these determinations are in ac-
these regulations, the-Guidelines, and: . ..y, s0 u0n One of the decisions cordance with the statutory mandate of

" * The proposed regulation also provided
_that a presumption against registration
~would arise if evidence of teratogenic
* potential was found, irrespective of level
. of ‘exposure in test animals.-However,
> the Agency has determined with respect

.to teratogenic effects, that the dose at-
which the effect was observed in experi--
mental animals and the dose to which,

- vent the hazards associated with userAc-

pesticide should be restricted to use by or istrator determine whether general use
“under the-direct supervision of certified ¢lassification of the pesticide will cause
applicators is whether label Instructions ;k‘uxéreasoréable adverse effects on the en-
standing alone will be adequate to pre- mment.” ' o
it 5 sddilon to e sereening crtete
cordingly, the regulation at §162.11(c) (e provides that- “if the
(3)_sets forth the criteria that will be . Agency determines.that based on human |
evaluated in determining the adequacy toxicologlcal data, use history, accident .
of the label and Iabeling to prevent un- dats, monitoring data, or such other evi-

reasonable adverse effects on the en-

dence as the Administrator identifies,

~shumans may be exposed must be consid-

ered befors s rebuttable presumption Vironment. These criteria include an -He product use(s) may pose a serious--

to man or the environment, '

against registration arises. Therefore,
evaluation for teratogenic effect is in-

corporated in, the criterion at § 162.11(a)

3 (B). \

The final criterion set forth
(8) (3) (11 (C) establishes a. criterion to

protect against significant reductions in.. —————

local, regional, or national populations of
non-target organisms or fatality to memn-
_bers of endangered species. In the DDT
cancellation decision, the Administrator
found that DDT can reasonably be an-
ticipated to result in such chronic effects

on non-target organisms and included . Act

in § 162.11

evaluation of: (1) the complexity of re-

need for specialized training of exyeri-

ciated with the use; (3) the “widespread
® A registered pesticide which Is mis-
branded is in violatinn of sectton 6(b) and
must be cancellou, ¢ 1 application for » new
tion/must be denied pursuant to ssc-
ton 3(c)(5) and (6) if “its ladeling snd
other material required, to be submitted {do
mt]_' comply with the requirements of this
CI N\ : B

o~

‘which can be prevented by classtfication
for restricted use,” the use will be classi-

_fled restricted. Thus, although based on

the screening criteria a pesticide would -
be a candidate for general use classifica-.
tion, it could be classified for restricted .

© This language has, been interpreted by‘
the Eighth Circuit Court of Appeals to mean
the uses and practices commonly followed

-which are not approved on the label and Ia--

beling. Southern National Manufecturing .
Co. Inw. v. Envir ental Protection Agency,
4TO . 22 194 (18732). . e ’

~
e

P



wse on the bm:is uﬁ other emdence mrail
- gble-to the Administrator. -

thet. ooy product use classified fod xe-
a@:\c&ad'm and limited to epplication
¥ 5y oz nnder the direct supervision of 2
exrtided applicator may “additionslly oF
- siterratively” bave other resixictions fm-

".poezzd by yegulation A commenter argued.

_.thad the “other restrictions” suthorized
© foyeaction 3(A) (1) (C) (1D of the Act and

- ‘provided for by this Secction of the-reg-

ulations con be imposed only in liew of,.
not I addition to, & certified applicator
- resteiction, However, such an interpreta-
- tior: confilcts with the legislative his-
- tory of this provision. “Section 3(d (2)
(C) () cstahblishes 2 system to. assure
& foll .and fair consideration of alterne-
give or additional restrictions which the

. :ﬂdxnmlstmtor may wish to impose.” Sen-

-~ ata.Agriculture Committee Report, at 21.
~The restrictions cited in the regulation
~.gre intended merely 23 examples of the
. 4ype of restrictions which may be im-
posed under this authority.
2, Presumption Against Regz.stmticm o7
Ctmtémd Registration. .. &3 explained
_kﬁove, .& rebuttable. presumption arises
.Aagmnst registzation or continued. regis-

- - tration of any pesticide which meets or

" amceeds the criterin for risk of § 162.11
" (2)(3). When the presumption arises,
the party seeking new or confinued regis-
tration may rebut the presumption by
-sustaining an afirmative busden of proof
spectded in the reg'ulations. In response
to comments, the Agency has elaborated
- on how the rebutteble presumption will
- be applied. Accordingly; § 162.11 has been
- modified to specify the procedures, meth-
.ods and criteria for rebuttal of a pre=
-sumption agzainsg tegistratxon or con=
K ﬁnued registration.

- The regulations piovide that, upon &

‘determination that a pesticide meets or
exceeds the criteria for risk §162.11
() (3),.the Administrator shall issue no=-
tice to the applicant or regisirant of the
.pesticide of this determination and state
that the applicant or registrant has the
opportunity to submit evidence in rebut-

~ tal of the preswmption -in accordance
-with the provisions of §162.11(a)(4)..
The Agency will consider comments re--

_~ ceived from all interested parties regard-
- Ing rebuttal of the presumption against
" pegistration. The burden of proof, how-

ever, rests with the applicant or regis-"

trant of the pesticide product, as the
case may be. Section 162.11(a) (4) pro-
vides that “the party seeking new or con-
tinued registration may rebut the pre-
sumption by mstai.nlng the burden oi
1) In the case of 3 pesﬁcide which
. meets or exceeds the criterla for risk
set forth In paragraphs (3) (), or (1),
- tHat when considered with the iormula=
tion, packaging, method of use, and pro-
posed restrictions on and directions for
use and widespread and commonly rec-
ognized practices of use, the anticipated
exposure to an applicator or user and
to local, reglonal or national populations
of nontarget organisms is not lkely to

FEDERAL
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. result im \ény sxgniﬁcamz ascute a,dverse
- . effects; oxr

-~ Fixdly,. o3 peart of the classu.ﬁcssﬂo'\-'
dmzmm .3 182.11(¢c) (5) provides

) mﬂmmeofasp@sucme wh_lch
meets of exceeds the cxiteria for risk

set forth in parsgrepb (3) (1), that when

considered with proposed restrictions on
use -2ad widespread and commonly rec=
ogmized. practices of use, the. pesticide
<will not concentrate, persis or accrue (0
Jevels in men or the environment likely
to resuly In any. signiﬁc&nt chx‘onlc
edverse elects.”

(1i8) That the debezm!ngnon by "the
Agency that the pesticide meets or ex-
ceeds any of the criteria for risk w&s ln
’ erTor; .-

- These proviswns for xebu%&l of 2 pre=
sumption fszainst registration permi
submission and consideration of evidence
o show that the levels of exposure neces~
Skwy 0 €0 & 27 ldentifed a2cute, sub-
acuts or chronic effect will no% result
from- use of *he pesticide. 4s in .ae case
of rchuttal on the lmitial determination .
that o pesticide use showld be classified
for xestricted use, it mey be possible o
shovw that the initlal determination of the
Agency ‘thet the pesticide met or ex--

ceeded the criteria for risk was in error -
- oE. that the. .formulation, ~packaging,

method of use, directions for use, or label ~
and labsling sre adeguate to prevent the
-hazards from use of the pesticide, In the
case of the pending reregistration of &
pesticide product, in particular, evidence
as to the use and accident history of the
pesticide, or 2 similar pesticide, will be
carefully considered in the evaluation of
acute risk. Ip addition, in the case of &
presumption against registration oa the
basis of chronic toxicity, it may be shown,
for example, that the chemical charac-
teristics of the pesticide are such that it
has 2. very sbort half-life and that ex-

. posure will not occur or that the pesticide -

is not mobile ip the environment and will
not concentrate and bicaccumulate in
man or other organisms. With respect
to o pesticide which mests the criteria
. for risk set forth in paragraph (2)(3) (i)
(4) (oncogenic or mutagenic efects), the
. presumption may be revutted by showing
that use of the pesticide will not result in-.
residues of .the pesticide’s ingredient(s),
metabolite(s) or degradation product(s)
in man, in food or in media other than
{food to which significant portions of the
human population are exposed. Thisis in
keeping with the principle established by
the Administrator and afirmed in court
decisions that it is virtually impossible
to establish 2 no effect level for oncogenic
compounds. The Agency has determined
that similar reasoning applies to muta-
gens. Similarly, the rebuttal opportunity

is not intended to permit rebuttal of the -

presumption when trizgered by onco-
genic or mutagenic efects solely because
of 2 negative response in test animals
a8 different or lower dose level or
through evidence that a tolerance has
been established for the pesticide’s ingre-
dient(s), metabolite(s) or .degradation
product(s). In the case of elther acute or
chronic hazard, moreover, it may be
shown that the risks from use of the pes-
ticide ean be minimized and brought

withixx acceptable limits by restaictions
on use, as for example, restriction to use
by ‘or under the direct supervision of a-
certified applicator or in accordance with
any other regulatory restrictions lmposed
pursuant ta section 3(d) (1) (C) (). of thet
Act. In summery, the rebuttal considera~
tions take into account the mdw*dual
characteristics of the pesticide and eval-
uate the potential hazard after comsid< -
eration of the lizelihood that exposure
will result from use ¢f the p%acideas
proposedtobe registered.

. X the Administrator dete.ﬁnmes t.hat
the px'aumphlon agaipst registration has
bzen rebutted, in accordance with § 162.-
11¢2) (4), and that the pesticide other- .
wise complies with the requirememts of
the Act and these regulations, he shall
register the pesticide or continue any
registzration already in effect. In the case
of ax application for registration far
which notice of approval is published,
pursuant to § 162.7(d) (2) of the regula~-
tions, such notice shall state the Admin-
istrator’s determination and supportin.,
‘findings that the prwmpuon has ..een.
rebubted. s

If an appucant ()4 reg!strant fa.ns 'co -
rebut ‘the presumption, the regulations
provide that 2 notice indtiating final ce-
terminsation of cancellation or denizal of -
regisfration must issue. This is in a,cccrc'.- .
ance with the court decisions and statu- -
tory requirements which provide, as dis-
.cussed above, that the notice must issue .
where a substantial question of safety is
determined to exist. Failure to rebut the
presumption establishes that sdcir a sub-
stantial question exists.’ .

Although a formal notice must issue
following the determination that the pre-
sumption has not been rebutted, the stat- -
ute provides some fiexibility in the type
of notice to be issued. For instance, under
‘Section '8, the Administrator may issue
‘@ notiee of intent to cancel registraticn
pursuani to section 6(b) (1), and the reg-
istrant Is entitled.to request a formal
adjudicatory hearing following receipt of
the notice. Or pursuant to section 6(b)
(2), he may issue 2 notice of intent.to
bhold 2 hesring “to determine whether
or mnobt [the pesticide’s]l registration
should be cancelled ¢ ° °." The legisia- -’
tive history males, it clear that the pur-
pose for including the section 6(b) (2)
notice procedure was to permit “the Ad-
ministrator to. initiate formal review
without placing & stigma on a product
when he is not convinced that the reg-
istration should be cancelled.” Senate
Committee on Agriculture and Forestrs.
S. Rep. No. 92—838 92nd Cong. 2d Se<s
12-13 (1972).

Where a substa,ntial question of saxet'
exists with respect to a2 pesticide, the
only circumstance in which the Adminis-
trator may not be convinced that can-
cellation should occur i{s where he may
have reason to believe the benefits out-
weigh the established risks. Accordingly,
the regulations provide that in deter-
mining whether to issue a notice of in-
tent to cancel (section 6(b)(1)) or a
notice of intent to hold a hearing (sec-
tion 6(b) (2)), the Administrator may

S N
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tolko ioto sccount & preliminory stod holding the henring or thet it would not
. secommacndntion a3 to the belance of otherwise sexve the public welfewe.” As &
. -zakg c0od boacdis. Based or ¢ o= generl rule EPA plamg to withdrew the
- _. meadodor thnt benefits appear to out~ notcs I the proliminery ste recome
welsh the fslk, the Adoministrator may mcndatdon or subscquent Agency invest-
~'degids to lzsue o scctior 6(D) (3) nodes gatlon fadicates thet the benefits from
. .ond thereby ini@ats o formel adiudice~. use of the posticide cutwelsh the risks
. tory heaxlng where the benedt/rFigk.bale erd 4 there is no party willlng, to pes-

ance conld ke fully considered in the pubs
* e forum for purpeses of makdnr o gned
‘detesaaination a8 to cancellation, withs

Helpats in the- heexing who will esfue
egainst registradon of the pesticide. EPA
will follcww_this general rule 20° g8 NOt O

- ol any stiswas which may be: essocieted misuss scarco AgEnCY re3gUrces oF sub-

" with. 8 gection §(b) (1) hesring. In order ject registranis. to tho UMDECCSSary og-
w0 oid im thic prelminery stefl rccom- pemse of hearinss in which all the pariles
mendation as (o benefits, the regulations sagres * thetl 4he "pesticide showld be

- pormads the reglstrent to submis evidence . registered. R
as to benedts g6 the same time 25 be ud= "« With respect to the finsl risk/beneflt

| Gextolzes to” rebut the ~presupiion -determinetion wder any of the forego-
- ageingt continued registration under the | ing procedurcs; the statute, the- legisla-
spzeided, risk criteria. | Coo o v Bigtory, and judicial interpretatlons
Sizallexly, with respect-io. denlals of - thet the  Administrator may
* regigtention, theo regulsiions provida for find. thes the benedis .of use cutwelgh
fggumnce of & potice of denial pursuznb the risks even where this risk is deter-
_to scetion 3(6).(6), upon the determing- -mined.to. pose & substential question of
tion that the applicant has falled 0 re- safety. Moreover, In striking the balence,
but the pregumption ag to risk. The ap- certedw risks end certain benefits must be
plicant may then request e hearing which - given more: welght then others. As the
would correspond to-the hearing wmdge: coust statzd i BDF v.. Ruckelshaous,
~goetion 6(b) (1. Based on 8 preliminary supre: . - Lo Tl LJmie
. e recommendation that-bencfits ap- .

~ pear to outweigh' risks, the Adminisira-

Tho' process 18 o dolicato ono 1R “whi
ghould be sccorded the valuo

o

greater weight

LE B DT e e

to ba subject to this Act In order to
out the purposes of this Act. )
Instrumaents of & character unneces-
385y t0 be subject Lo this Act include (1)
those which depend for thelr efcctive-
ness more upon the performance of the
person using the device then on the per- -
formence of the devicz itself, and (2)
thege which operate t0 entrap vertsbrate
animels Preducts generally felling with-
A these twoe catemories Include rat.and
mouse weps, 8y swatiers, tlllage: equip- .
ment for-weed control and fish traps. -
Instruments detlared {0 be devices
subject 20 §2(q) (1) and section 7 of this

CazTy

" Act iaclude but are not lmited to: (A)

certain ultraviolet light systems, ozone™
generetors, water fliers and alr- fliers

- (except these-containing substances or -

mixtures-of substances which ave pesti- -
cides), and ulirasonic gevices; for which -
_cladms. are mede to kill, inactivete, en- -
trep, or suppress the growth of fungi, -
besteris, or viruses in-various sites; (B)
ceriain hish frequency sound generators, -
_carbide cannons, foils, and rotating de- -
- vices; for which cleims -are made to repel -
birds; (C) black Ught traps, Gy traps,
‘electronic and hegt screens, fiy ribbons,
and Oy paper, for which claims are made
to kil or entrap certain insects; and (D) -

tor may decide, as provided in the regs - of o pestictde for tho. control of disones, cad . Mole thumpers, sound repellents, folls,
ulations to issue & notice of intent to hold “less woight should bo. accorded 1t3 valuo for - and -rotating devices, for which claims

‘g formal adjudicatory hearing similar. to
& sectlon 8(b)(2) proceeding. The au-

- thorily for the regulations to provide for
thig-corresponding section 6(b) (2) -pro-

ceeding for denials of registrations rests

on the general suthority of sectlons 33 . tnorizes the Administrator to declare as |
: .= g pest all forms of plent and enimel e

_ (8),21 axd 8 of the &ct. e
‘- . The-foregoing procedures preserve the
requirements established by courts end’
the Act that welghing of risks and bzne=
AEmey not interfere with Initlation of
" the formel administrative process, where
& substantial questionn of safety exists,
- pnd et provides the flexibility. necessary-
for imformed, falr and. open Agency de-
cislons. . o <t e T
Finglly,

sidered st & hearing. In addition to the

issueg relating to safety considered prior:

" to issusnce of the notice, the balance of
_rigkg and benefits is the-third issue o be
considered by -the-Administrative Lew
Judge in the hearing. In hearlngs fol-
"lowlng issusnce of notice pursuant 'to
sectlons 3(c) (6), and 8(b) (1), the bur-
den of proof g9 to all issués rests squexre-
Iy with the applicant or registrant, as the
.case may be. XX the heering is a section
G(®) (2) procecding or the equivalent for
denlals of registration,  the burden of
proof as to risks rests with the epplicant
or registvant. The- Agency will puf into
evidence the prelimimary stafd recom-
mendadons as to benefits, and all other
evidence from the paxties to the proceed-
ing will b2 copsidered in arriving at o
finel determingtion es to whether bene-
fdts exceed risks, - - T
Ths regulation provides for the with-
drawal of the notice of intent to hold &
hearing prior to the commencement of
the heering 1f the Administrator deter-
minés thas thers is “insuficient public

intercat i the procecding to warrang igpbeofs’schaxjgm:wm‘lsunnec?w_sarfy

: , he regulations. set forth the
" burden of. proof-and issues- o be. con- -

tho protection of & commoreial' cEop., 432
2d g5 884, . LD T4 T g L

- Secilon 16214 Foris of ‘plent and.

pests: Section 25(c) ¢1) "of the Act au-

- (other, than. men and other then bac-
© teria;: viruses and other  microorganisms-
in or on Hving men or other Uving ani--
melsk-which sre injurious to- men or
-the eavironment. In response io.com-
- ment the-language of § 162.34(b) has
- beery'. incdified ‘to clarify those pests-
: which come within-the scope of emended

Section 163.18 Devices Subject to the
_Act. Section 25(¢) (4) of the Act author-
izes the Administzator to specify those
devices which are subject to the provi-
lons of paragraph 2(q)-(1) or section 7
of the Act. The proposed regulations at

‘§162.3(&) (1) and (4) had declared cer- .-

- tain. devices subject to the Act. For pur--
poses of clarity and thoroughness, & new
§ 162.15 has been added o these regula-
tlons to specify in detall those' devices

- Which --fall within the -purview .of

-amended FIFRA. The Agency realizesg
thet certein instruments and contrive
ances. sxe marketed in conjunction with
@ pesticide; in these cases.such products

“will. be considered as pesticides rather—

- then as devices. Devices deemeéd to bé
subject to the Act include, but. axe not
‘Umited. to, instraments for the purpose

. of " trapping, desifoying, repelling or
otherwise mitigatine any form of plant
or animal life and- varuses declared to be”

pests af §182.14, except those imstru- -

ments’ which the Administrator” deter-
mines either (1) to be adequately regu-
" 1ated by another Federal Agency, oF (2)

Sl e -~
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Animal Life and -Vi : - A
~ fe @ Vicuses - declared 10 - vices as he 8nds necessary to effectuate

are made to repel certain mammals, The
- Admimnistrator will designate such pro-
visions of paragreph 2(q) (1) and sec-
 ton 7 of the Act to.be applicable“to de-
the purposes pf the Act. ;3
- Sectlon 162.17 [§162.181 Registra-.’
tior Requirement for Inirastete Prod--
ucts. This séctipn of the regulations has:
“been rewritten to clarify the language’
and ifncorperate much of the’enforce-
ment policy that appeared in the pream--
ble of the regulatfons as proposed. The_
applicant for_ registration must comply”
with the datd réquirements for new reg- .
- istration provided however that the re-
quirement for. effcacy -data may "be
waived on the basis.of the recommenda-
tion of a State agricultural experimen-
tal Station or other Federal or State
agency euthorized by law to- conduact
-pesticide research. In addition, the Ad-,
ministrator meay initiate the waiver of"

-other date requirements, in accordance
with the standard of § 162.8(p) (3), in
“his notice to the applicant to submit-a
-full application for federal registration.
To ease the transition from State to’
Federal registration, these applications
-will be hendled in & group of like prod-:
-ucts rather then asg individual products.
If the applicant complies with the pro-
cedures of this section, pending the final
registration decision, either approving
or denying.the registration application,
he may continuez to sell or distribute the
product solély within Intrastate com-
merce subject to the requirements of
peragraph (£) of this section..This pol-
lcy 1s in accordance with section 3(c¢) (2)-
of the Act, .. _ C
"~ Section 162.21 [§ 162.151 Rules con-
cerning certain pesticides. This section
is intended es an open-ended settion to
include regulations the Agency promul-

-
e L3



‘gates in the future afecting registration
~of cegsifeation of specific pesticides, in=~
Hcludlng' any ‘other reguiatory restrice

YYons impesed pursusnt to section 3(d)

2 m (C) Ui of the Act.

*¢1) [Sectior 162.21(a) - Labelmg of -

. phosphormw posee products. This sec-

¢ tlon; 28 proposed, provided thaet pesti-

~ clde products containing phosphorous
¢ paste would be denled registration for

-‘mm, on, 6r around thg home.” The
Zgectionr has been deleted (rom these dnal

"zegu!zsuom. Pesticide products comfain-

- ing phosphoraus paste will be reviewed
_in accordexnce with all the provisions of
tbaeresulastzons.

77 (2) Sectiom 182.21(a) [§ 162.1503)]

‘Reqm?emmt of separatle registretiomn.
‘{a) Several commenters asked that the

5 ‘provision =t §162.21(2)(1) regarding
“separats registxations for certain fex-

- tizer-pesticide-combinations bs extend-
ek altermatively either to include all
" registration requirements or to encom-
‘pass - all {extilizer-pesticide - combina-

-t;&ons. Nedther of these suggestions is-
1 acceptable. . Whether separate registra-
tion of a fertilizer-pesticide combination
* Is necessary to carry.out the purposes of
~the Act must be determined or 2 cgse
by case basis.  Within the discretion
of the Administrator, I£ the percentage

‘ of fertilizer components vary and the
application rate of the pesticide remains

.constant, the fertilizer-pesticide com-

_binations may be registered as 2 single
product, provided that the range pro-
posed would aot require modification in
the labeling. The intent of this Section is
to lessen the administrative burden on
the Agency and the registrant,. whem

- feasible, -

. "An additional pubncation dea.nng with
the registration requirements for cus-
tom blending of pesticides will be fort.h«
coming shortly.

. (M A commenter asked that the pro-

-vision of §162.21(2)(2), permitting
plgment substituiion. ix paints with-
ottt sdgditional . registration in certain
{nstances, be extended to encompess

. pigment substitution in other pigment-

-,[

- pesticide mixtures. The -Agency Cur--

-rently permits . such pigmaent . substi-
tution for other products,. as - for
_example, fBea collars and shelf pa-
-per, where it is defermined that pig-
- ment may safely be substituted without
- affecting the efficacy of the product or
increasing any hbazard posed by the
product. A new § 16221(2) (3) bas been
included to clarify this policy. As with
peints, the specific formulation must be
submitted to the Agency and colors may

be specified as-additional brand names.-

(3) Sectiom 162.21(b) Clgims for Re-
sidual Bacteriostatic and/or Self-Sani-
tizing Activity ¢r Labeling of -Pesticide
Products. On August 23, 1973, the Envi-
ronmental Protection Agency published
in the Feoerat REGIsSTER (38 FR 22636)
2 proposed Statement of Policy with re-
spect to claims for residual bacterioc-
static and/or self-sanitizing activity in
labeling of pesticides pursuant to the
‘ suthority of sections 3 and 25(a) of
FIFRA, as amended. No final statement

./~ RULES AND REGULATIONS
oK pc;ligs; h&s 2s yet been publlshedin the
Feorrit RecisTrR. The Agency fecls that

thess regulations are & more sppropriate -

mece of dellnesting the permissible
clatms Zor residusl bacteriostatic and/
. or self-sanitizing activity in the lebellny
of pesticide products. Accordingly, & new
pssmgmpkz (b) hes beenr added to
s} 16224, - 2
" The pmposed Statement of Poncy of
'August 23, 1973, invited interested per-
song o subm!t writt 2 data, views ox ag-
-guments. All 6f the written comments
recelved were: referred $o the Agency’s
Axntimicrobial Program Advisory Com-
. -mfttee. The Advisory Committee Is
‘comprised of four represcptatives of the
pesticide industry, four representatives
of the Department of Health, Education,
and Welfare, one llaison representative
frc-_ the Fe “eral Trade Commission, and
three representatives and Executive Sec-
‘retary from *he Environmental 2rotec-
tior Agency. Jral views were presented
to the Comrmittes by several persons dur-
“ng the: meetings, All written comments
‘are on fle- with the -Agency. Section

~162.21(b) wes drafted In direct re--
.spouse to end after cmdemt&on of au -

“the comments received,

Section 16221 (by provides that Xa.beI

claims for residusl bacteriostatic and/

or self-sanitizing activity will be per--

mitted only when supported by adequate
test data developed by @ method which
simulates. the in-use situation of the
producé. Residual claims will be re-
stricted to the labels of those products
which. will, under normal conditions of
use, be exposed to conditions which are
_ 1deal for bacterial growth and activation
of the.residual chemicel. Therefore, re-
sidual claims will not be permitited for
dry’ treated surfaces which are likely
%o remain dry uvndexr n.ozm&l condmons
. of use.

The Statement of Policy as proposed
would have required registrants to com-
ply with its provisions within 180 days
of fingd promulgation. Several comment-
ers srgued that this requirement was
unregsonzble and proposed 8 -period of

.. 18 to 24 months. The Agency agrees that

18¢ days is an insuficient amount.of
time and will allow up to 18 months {rom
the effective date of these regulations
»for compliance with § 16221(b). In ag-
-cordance with § 162.6(b) (5) (1), if & pes-
ticide " product otherwise sa,tlsﬁes the
requirements of these regulations and
the Act, the Administrator may classify
and re-register the pesticide for 2 rea-
sonable period of time, pending comple-
tion of the required long term testing.
Sectlon 168222 Petitions - 20 Amend.
Several commenters argued that they
have not been able to make full com-
ment on the efect of these regulations
because they were not given the op-

poritunity to submit formal commenst on .

the Registration Guidelines and the reg-
ulations: simultaneously. EPA believes
that the regulations and guidelines can
be reviewed independently, Moreover,
drafts of the Guidelines have been cir-
culated among all interested parties over
the past several years, including 2s re-

e

cently as during the comment periogd for
these regulations. Industry and environ-
mental groups. have had ample oppor-
tunity to comment on each draft of the
Guidelines. The proposed Guldelines
which were recently published for for-
mal comment in the FEpeRAaL REGISTER
are substantially the same as the last

" -grafts which. were circulated to the

-public.
Nevertheless in the interest of fuli pub-
Hc participation in these regulations,
EPA will receive comment on those pro-
visions of the regulations which directly
relate to the Guidelines, during the
Guidelines comment period. Any such
comments received will be treated as-
petitions to amend these regulations and
should fully set forth the reasons for the
proposed modification and the proposed
modification itself. These regulations. as
now published are final and will be of
full force and effect 30-days after pub-
lication in tbe Feperar REecisTER. Peti-
_tions to amend these regulations . will be
considered as soon a¢ possible and will
.not delay the eﬁ’ecﬁvenas of. th&se regu~
Iations. - ¥

PROCEDM 7703! RE&EGXSTMTION-_

Prlor to the offective date of these
regulations, detailed procedures to be
followed by applicants for reregistration -
of pesticide products shall bé published
in the Fepprat RecisTER. This notice will
address solicitatiorn of spplications for
reregistration, the contents of the ap-
plications ard the Agency’s Iintended
policy regarding applications for amnand-.
ed registration and reregistration of dis-
tributor products. Registrants are asked
to await these detalled procedures be-
fore contacting the Ageney regarding re-
registration of a2 product.

Eflective date: August 4, 1975.. -

Dated: June 2§, 1975. T

Joaw R. QUA&LSS.
Acting Administrator.
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