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fiers are products which are intended to renier

to drink by removing pests (nicroorganisms) through
or pnysical means. Water purification devices

o (aicroorganisms) from water by using a physical

uch as ultraviolet light, filtration, or other non-cheamical
To qualify as a "purifier", the product must remove all’
causing microorganisms from the water, including bacteria,
, and cysts. Since devices are not subject to the regis-
reauirements under FIFRA, regulation of them falls entirely
e O0ffice of Znforcement, which must deternine if they comply
th the other requirements of the Federal Insecticide, Fungicide,
d Rodenticide Act to which they are subject. The key to the
zriiznce deterzination will be verification of label claias

rouzan a program of product testing. :
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The testing prOﬁram will exanine tne purifier claim used by
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ny producsts. If e product ¢laizs 10 be a Burifier but it does ™ —

t

rezove test organiszs in the efficacy test, the product is

zed to be mishranded and subject to enforcement action under

Ra, including Stop 3ale Orders to remove tne product from the
zetdlace qu tesuxng scheme designed for this program consists
two pnaaes. Phase I tests the ability of the products to .

move environzental coliforms. Phase II tests specific bacterial,
o
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and protvozoan pathogens likely to be found in water such
udozonas gerogenosa, Poliovirus and Giardia lamblia. To
n1tiza*te 2 purifier claim, a product must pzss both phases.
if it fails Phase I, enforcement actions will be taken,
.‘c szeniing time and money on the Phase Il tests.

ctjld 2
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The goal of the program is to remove from the market those
rcducts which &0 not purify water to prctect the health of persons
0 =ight rely on the products for safe drinxing water.
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Water purifiers are a class-of products which are intended
to rendar uncrocegsed water safe for drinzxing. They may be used
in 2cmes which obtain water from wells, by backpackers to treat lak
and streax Water, by persons wnose cozaunity water supply may de '
tez:orarily contzzminated, and by vacationers who may encounter water
of questionadle quality. Consequently, failure of a preduct to
ad°ﬂ“’téxj purify water may present a serious public health hazard.

Because purification of water involves the killing of micro-
organisas, which are defined as pests in Section 2 of FIF A, these
products are regulated by the Znvironmental Protection Agenﬂy
Thare are two 2inis of water purifiers: Those which employ a chenical
zeans to purify water, and those which use a physical method. Wnile
doth trpes are subject to the provisions of FIFRA, including but not
lizited to, Sections 7, 8, and 12 as well as Section 2(p) and (q),"
orly purifiers uvillzlng a chemical must obtain product re 1stratlon
FrEseFikay ‘B3TS28tion 3 of the Act. " Under-Section- 25{ecH{4)-0f  miman
A tae Adm1n1=t.a or is authorized to declare a device subject to
Act. dauer Purification devices are among those devices subject
re Act (see Ted. Reg. Vol. 41, No. 225, page 5'065, November 19,

The registration process for chemical purifiers is central to
the Agency's ahility to evaluate the risks a2nd beneiits presented
the product. If data submitted to the Agency does not sugport
the label claims made *o“ the chemical purifier, the Agency will
not rezgister the praduct. Inforcement of the labeling -and misbrand-
ing provisions of FI?? is very straightforward for chemicel-based
water purifiers. If a2 manufacturer m2kes claims on a label that d
not appear on the lzbel azcercted by the Agency 2t the time of regis-=
*‘atlon then the mamufacturer nas violated FIFRA by "making claims
in excess of those accepted at the time of registrztion,”™ wnich ig

a2 zisbrzniing violiation.

o’
“

AA

»

'zter purifiers which use a physical means of microorganisa
mination zre devices, and are therefore subject tTo the sane
direments of FTITRA as the chemical water purifiers exceot that
y are exemnt from product registration requirements. <Conse-

uently, since a premarket label review based on test data

as not performed, products may appear on the market with

label claias which false2ly exaggerate the capabilities of the
product. If the claims.are found %o be "false or nlsleadlng,' the
prnﬂuc+ is misbranded as defined in FIFRA Section 2{g) and subject
to enforcexzent action.

Ta2 ZIPA cannot reguire the manufacturer to substantiate the
clzins mad2 for th2 prodiuct, so to evaluate ths performance of such
devizces, ZPA nmust sanple and test the devices. The resulss of ladbo-
raiory analysis will document or call into guestion claims made
on th2 ladeling. The test resul%s will also form the basis for
enforcenent actions brouzght against a manufacturer maxkxing false or
mis . z2ding claizs.

-, g e



r2zulated IniusIity
A ]
wa<ter rurification device producers are genorally grall
tusinessz=2s, zlthough a few large cozpanies are alsd in tne markes,
There are a;prcx1_atel 50 purification devices now on the market.
°“oducers mu3t register thexr estavlisnments, but there,zay be soaxe
producers w20 nave not done this.

Almost any available physical method that might ¥xill a micro-
rganisz i3 employed in at least one product. The most popular are
l1<reviolet (UV) light, micropore filtration, chlorine generaters,
nd ozone generators. Ultrasound, reverse osmosis, electrolysis,
nd distillation are other known matqods used by purification
avices (See Appendix I). These types of davices are called "ooint-
f-usze" treatzent proiuzts, since the water is treated 1mgediately
efore use. "Small systems" treatzent products treat water intended
sr.o13e in.sz21l. VD“ZLHJIJEQM.,QEﬂ.K%lemﬁglﬁﬁalwﬁapﬁwﬁnqmé distri-
2:ion ne=work are part of the system. "S=z2ll systems” freaiment
nits are also regulated under FIFRA but the guality of the water
rcduced is resulated by the Safe Irinking Water Act. Eince the
ublic is protecteld under anotner iAct anl the resources of the O0ffice
? Tnforcezent are linited, these products will not be tested as part
T taig program. However, if such products are found to be inzfleciive,
n2y may be subject to enforcexment actions under FIFRA.

GO OW'I e oo AP P E O
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73a and its implezenting regulations clearly apply to devic es'
1" _e1ts of t“cse egulatlona are outlined below. State
s where devices are concerned. .

nce 1%t is desirable that Stop 3ale Use or Removal Qrders
ation-wide applicanility, this policy is to be adnministered
deral program. State inspectors who may collect evidence
rn that evidence over to the appropriate Regional office
orcezent actions.

auirenents of FIFRA

Producers of water purification devices are regulated under
-tke appliczble sections-includs. but-are. not.. linited.to §2(p).. ..

q) 7, 8 ani 12 of FIFIA (see 40 CFR 162.10 and 41 Federal

ter

51065, Yovemter 19, 1975). Based on these sectioas, the
vurification devices are gubject to the fzllowing requireaments.

Zstablishment Registration (Section 7)
-Pegistration of 211 producer estaebligshmants; establishmens
registration nuzmber on all products
-Annuel reporting of products

*3o0oks and Recoris { tion 8)
-Must keep records of brand name of device
-3t keep recoris of production data
-fust keep records ¢f distribution
=Mus< allow an authorized Inspector to examine
these records

°Product mus:t be properly labeled (Section 2 (p); 40 CFR 152.10)
-iugt bear the Establishment Registration Nuzmber
-¥u3t inciude warning and caution statements
-Must not be an imitation of other proiucts

*Product must not be aisbranded (Section 2{3)). A product
may be misbranded if its label:
-Lacks 2dequate directions for use
-Lacks adequate warning or caution statenments
-Bears a statement whnich is false or misleading in any
particular
~-Bearg a false or aisleading statement conzerning the
effectivaness of 2 product
-Bears a statezent which directly or indiresctly izolies that
device is rnccnmenied or endorsed by any agency of the
Tederal Government



Por greater detail, consult 41 Fede:. .l Register 51065,
Wovaember 19, 1976. All requirements of device producers descridved
in that documant aprply to producers of water purification devices.

TTTSA Tnforcezent Authorities

Pailure to z2dhere to any of the above requirements ,of FITRA may
e 22 unlawful =2¢% under 5§12 of FIFRA 23 follows:

"Failure to register the establishment [section 12(a)(2)(¥)]

*Failure to ke=p bOOkD and recorqs or to ermit inspection cf
books and records [Section 12 (a) §

*isbranding [Section 12 (a)(1) U)]

°Pailure to file production reports [Sectlon 12 (a)(1)(N)]



IA provides several remedies for violations of..its provi-
ns. If the purifier efficacy claizs are found to ke false, 2
isus public health hazard can exist, and a Stop Sale, Use, or
ovel Order will be issued 1mm°d1ately to limit the availability
tne product. Ponalties for other violations are to be determined
hrough avplication of the general FIFRA penalty policy and matrix
59 Federal Register 2771, July 31, 1974). Civil penalties for
branding violations, hhlch are npplled in addition to Stop Sale
rs, ‘are to be determined by consulting the penalty matrix for
fective Weter Purifiers, below. If there are severely misleading
ias, particularly in advertising material, the case may be
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refe:red to ‘he ‘ederal Trade Co"m1331on throuah headquaruers.

wisbranding Purifier Clainms

Water Purificetion Deviceg which fail the purifier efficacy test
are cisbranded. A Stop Sale, Use or Removal Order will bYe issued to th:
manufacturer of any product which fails the efficacy test. The Stop-
Sale is issued vecause oF the health hazard presented by the continue?
sale or use of tns product, z2nd will not be lifted until the product
comes into compliance with the Act. :

Tn a2ddition to thne S+top Sale Order, 2 civil penalty will be
assessed as described telow. The Civil ?ena“(/muat be assessed
witain fourteen days of the Stop Sale Order.

This is consistent with the penalties for similar violations in the
current FIFPRA Penalty Matrix.)

Ineffective Water Turifiers

I II III IV v
1. Category A 5000 5000 5000 5000 5000
2. C=ategory B 1000 1750 2500 3200 4500

1/ See A. T. Conroy's Memorzanium o Septeaber 12, 19380, "Interinm
Final Regulaticon Sestion 13, TITRA."



Categorv A - Products in this category failed Pnase I of the %testing

: protocol (see Strategy Overview page 1). Phase I tests
the 2bility of the product to remove a known group of
vathogens whieh commonly occur in water, so products
which fail are presenting the consumer with a potentially -
severe health hazard. -

Category B - Products in this category passed Pnase I but failed
Phase II. Since viruses and cysts are pathogens as
well as bacteria, a health hazard is also presented
by these prcducts, although the hazard is sonewhat
reduced by the rezoval of ths coliform bacteria.

Soze products in this category nearly passed
the efficacy test. It may be that a slight change to
either the label instructions or the product itself

T T jeUld bring the préduct “iato teorrlianve with-the-Acti-2F-—
- A 3top Sale Order would be issued in such cases, but 1%
nay b2 lifted when the zanufacturer agrees that ne will
imnediately incorporate those changes which eppear to
have a reasonable likelihood of remedying the problem.
The "modified"” device is, of course, subject to testing.

Recall

Another remedy that is used either as an alternative to 2 civil
ocpeiins or in addivion to one is a recall action. Recalls nay
voluntary or compulsory. If this remeldy is employed, the guidance

0T
be
in Section 12 of the Cass °roceeding Manual should te followed.

2/ TFor example, UV light kills viruses and bacteria but may
vereit §. lamblia cysts to persist in water. Since the cysts are
relatively large, 2 pre-filter on the system could predictably
rexove +them. Another example would te a chlorine generator whose
directions do not explicitly indicate the concentration and contact
time that are necessary for chlorine to effectively disinfect water



Cther Violations of FITRA

+As describ=d in the section on the Application of FIFRA,
the Azsncy has autherity to take enforcement action when
provisions of FIFRA are violateld., Violations which do not
involve %the purification claim (e.g. violation of Sections 2(p)
and (a), 7 and 8) are also to be handled in the regions .according
to current enforcenent poliey.

If enforcement actions based on violations of FIFRA which
do rot include the efficacy of the product are taken before the
efficacy tests are complete, the complaint or warning should
clearly state that additional action may be taken if the results
of the efficacy test should prove to be unsatisfactory. We reconm-
mend that all civil actions be initiated at the same time.

'CJ‘:- i - i_naﬁ—._e_i..t &t i [F ¢ - LT O U g N RN e e e .. -

Willful violations of PIFRA may Jjustify the filing of
crizinal charges against =2 manufacturer. PISED concurrence
wouald be rejuired for criminal actions.
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fvan below are crocelures for the capliance monitoring aspects of the
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with descripticon of responsibilities and deta {low

idelires for Selection of Devices To Be Tested

CMB-P2STD will select the devices to be tested and deteramine the
order cf testing tassd on criteria notel below.

Only "point-of-use" devices will be testel., These devices consist
ol those interded for use in a sirgle family household, camper,

b
o2y, etc.

Two catezoriss will be esteblished to help determine the order

. . . rmtrae e mre e s -

first catezory, which will Y2 given th2 highest

ority, will contain those products for which

e is reeson t oelieve that a violation

occured. This will de determined by consurer

or ccapetitor cmyplaints, scientific judsement tesed

on ths stuiy of product design, and failure o the

device in similar tests. .

14
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- The s2cond catsgory will convain all other products.
Tne order of testing for this cateszory will be determined
ty such neatral criteria as the mumter produced ani dise
tricuted, 2ad the aveilenility of testing spece. If
production data is not available for all devices, the
order of testing will be determined by random selection.

CiB~PISD will prevare tne sazmple request forms ard forward
then to the aprropriate Region for collection.

t the opening conference:

o

- The imspector should request efficacy data from the
mamfacturer pertaining to his/her device(s). The
mamufacturer cannot howaver, be requiral to subnmit
this data.

- The inspector shmowid =z2dvise the mamufacturer that
nis/her weduss is not teing singled out for attention.
The collection of his/nar device is mrt of a nationwide
effort to test watar purification devices.
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nspection of »0%k2z amd records will be performad in accordance
with the Pesticides Inspection Manual for the purpose of deter-
mining compliance with the record keering requirements (§3).

An offizial sazzle of the device will e collezted at the producer
estaslishzent according to ths Pesticides Inspection Mamal. The
official sazple will include labeling (including instructions for
installation) ani all other docimentation as rqquired (Notice of

Inspection, Receipt for Saaples, etc.).

2

- "Qptional Ejuipzent”, such es a jre-filter, which
is required for the quality of water the laboratory
will be using should 2lso be collected. Specific
giridance will be provided on the saaple reguest
fora.

- Because many of these devices are very expensive, the
~inspector should maie an aitenpt to have the mamfacturer =
donztez the device. Many mamfacturers have alrealy

indicated a desire to nhave their devices tested, and

a willirgness to donate them for this purpose.

1f the mamufacturer refuses to donate the
device, the inspector shouwld offer %o purchase it.

- ™0 sazples of the device will be collected unless
the cost of the device exceeds S700.

If the marufacturer reguests to install the device himself,
arrangstents with the teating lzboratory should be made
through TVE-7ISED,

IZ entry is denidd:

- The inspector s’mu%? £211low estzblished procedures
for dsnied entry. -7

- If 2 distributor of the product can be located
through reviewing.the advertising or contacting a
local trade association, then a marketplace sample
can ve obtained.

_3_/ Barlow's Decision: Guidance to Ra2zional Personnel: Conduct
cf Inszpections aftar tha Barlos's Decision (A.pri_‘l. 11, 1979)

-0~
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- If a projuct saaple obtained fram the zarketplace
£ails the elficaly test:., a warrant to conduct an
in-depth bocks an? records inspection may be
ottained. This will be necessary if production
and districution data is neeied.

2224 Inspection

when the requested semple has been collected, the "PRD
acrowledsment" copy of the sample request form will be

forvarded to Cro-PISED with the "Sample Identification”
section completed.

All non-corfidential irformation obtained by the inspector
w111 ©2 placed in the enforcement jacket and forwarded
to +n= =atm_:, laborauor:, along with the device(s)

- A sevo'mf’ copy of the devico's lab=7*n° is o be asserbled
by the inspector amd forwarded to C¥B-PISZD for coatract
manazement purposes.

b
Tegting

Efficacy testing will be performed by the State af New York,
Departzent of Health, Division of Leboratories and Research.

Zaon device will e exanined when received by the lsboratory
Jor any possidle defects resulting frem shipmant.

Chain of custody precedures will be followed for all official
saznles.

The dzsvice will Ye subjected to a series of microvial challsngss
mtil it feils or eihausts the series.

- All feilures will be corfirmed by a secord test
A secord device will be tested if the first one fails.

- ZIrforcement action will not be initiated unless both
saaples fail

The testing laboratory will bte subjected to a Quality Assurance
(QA) Performance Audit and a OA Systems Audit. These audits
w11l be initiated by PISED.

The testing lahoratory will submit to GVE-PISED a QA Prograam
znd ?rgjiect Plan.

-1t1=



* CB-PTSZD is to be xept i{formed of the testing status of the device.
™ informazion is to includa:

tne cfficial sample was received

]
(e
4]
b
D

- da%te tes®ing was initiated and completed

* Wnan tesiing is campleted, the laboratory will revies the test
rosul"s avﬁ dateraine if the device has failed efficacy testl.b.
411 test results will be placed in the device's enforcement jackzes.

- All enforcezent jackets will & directly to the aom‘op"ia"
Jezion fram the testmg laboratory for revies to deteruine
violations, and to initiate enforcement action.

- A copy cf the %est results will be forwarded to Ci[B-PTSED
fro::x tn= tes,mg laboratory to mmtor the contract.

° Tha tastirg laoo .ory w-ll re*‘am all devices for which

v;oL“m*s exdst mtil enforcement action is completed
or tha2 case is placed in permznent ebeyance.

V. Pesticide ITnfcorcement Manesszent System (PEAS)

The Regions will keep PTSD inforzmed as to the emforcement status of
the davice by entering relevznt information, such as the date they issued

LTt

a mrtizwlar order or penatty, the resulta of the exforcenent action, etz.

¥army mamifacturers of water purification devices do not appear t0 be
aware of Sechion 7 establishrent registra*‘ion requirements. To help notify
industT ..J of %n2se reguiresents, a letter t potentisl mamfacturers and
tnsir trede 2ssocizations has been pranarnd (Appendix III9%

The rasporses fram this letder will allow the Agency to campile an
accwrate list of manfactwurers, their products, and production and distri-
tution data

A press release has also been preparad annamcing the prograc o the
piblic andvr/l;&fymg industry of the establisnment registration requirerents
(Apperd .

s a2 result of this cutrezch progranm, it is anticipatad that the

ic 2ad the industry will report the exdstence of variaus cammanies
hoy suspect are not in campliance with the Act (establishments not
réd, oducts are ineffective, ete.). All information obtained by
ors should be Syrwarded o \,.E— TSED, Comr”iance Monitoring
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Microbiological data generatzd by this rrogram will be sutmitted t¢ the
Journal of Arplied and Eavironmental Microbiology for publication aftesr the
enforcenent cases are campletei. The results of the tests may 2lso be
oresented at the 1532 Anmial Meetings of the American Society for Microbiology.

Tne results of this program are also of interest to the National
Sanitation Foundzation and D-19, Committee on Water Microbiology of the:
anarizan Scciety for Testing Materials. It is possible that presentatians
“#ill be nade to these groups.

Regions may release imformation concerning imdividual cases in the same
manner that such information is handled in other civil mroceedings.



PTSED

labeling

j> o reviews test results and

o rzaintains a £ile of test
results, labeling, and action
taken

71N

notification of
ction taken

" Region

o reviews lab's report, labeling
and any records collected to
deterzine possible violations

o cdetermines enforcezent response
and initiates action

o maintains official enfo;ceﬂent
file cn devices

A

:/-

test results &

PTSED

o0 requests samples
© monitors program

sazple
request

N

Region

o sets up enforcemant jacket

0 collects sanmples, performs
inspections

© sends PRD Acknowledg:enc to
QMB-PTSED

0 sends copy of labeling :o
CQ{B-PTSED

sazple &
enforcezent jacket

Testing
Laboratory

o performs efficacy tests

enforcement jacket

test results

on devices
0 reviews test results to
determine product
failure
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Case deve lopment w111 proceed in accordance with the Case

®receadinmgs YManual. he Ragions are aivised to avail themselves
7 the option o InT o cezernt Re2view through headguarters. The

.avel review will be done by the Registration Division using
<ne product perforaance criteria developed for evaluating both
chenicz2l and paysical water purifiers and the data on produtt
perforzance from the efficacy test.

Please note that a civil complaint should be issued along with
th2 3%0op Sale, Use or Removal Order when the product fails the
efficacy tests.



TR AMCEY

Xt = PO~ T =
r‘-.'_u..‘.'vr\;-Uu Or TLA.?J.u;-."i

1LITIZS

iz crnart is 2 guide to thne responzinilities for the difTferent tasks in the water

sarificztion dsvice enforeement rrograad.

Regions

Tdentification of Purifier Devices

Information sources: ZRSS,
corsuwer queries, competitor
cotplaints, advertising, other.

Identification of Purifier Devices

Regions subnit information on
new products they becore awar
of to Compliance Monitoring
Branch

Selection of Devices to be Tested

Compliance ¥onitoring Branch
updates list of known devices
and selects devices.

licy & Stratazy Sranch will
aluate lleatral Inspection

h All known devices

°
Q

cmpiiance Monitoring ZEranch deter—-
1es nares and locations of device
roducer esteblishments; assigns
nspections to aprropriate Regions;
ares saaple reguest forms amd
them 10 Regions.

g E_!
]
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®
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4.

Insvections and Sample Collection

Regions a23ssign inspectors to
conduct establishrent and/or
bocks aml records imspsctions
and poduct sample and docu~
rentary material collection.
(Inspections may be made by

Tederal or State inspectors.)

Inspector perforzs inspection
according to FIFRA procedures
ard guidance; special insvruc-
tions may appear on th2 sample
request form.



Rezion

Inspector ships semple(s) and
one set of docuzentary matie

to testing leboratory; ser
copy of documentary szmple €0
headquarters, '

5. Testinz of Devices

Letoratory (Snvironmental Health
Center, State of New York, Depart~
ment of Healtn, Albany, N.Y.)
perforzs efficacy test according

to PISZD approved protocol; furnishes
resulis etc. to PISID amd the

- Region. {322 N.3._Dbeiow.) The lab ...

will keep the device until litigation
is completed.

6. Deterrminetion of Violaticns

The testing laboratory indicates
whether the rroduct passad or
failed the efficacy test.

16—

Determination of Violztions

Region reviess inspection data
and its set of docuzentary
raterial to determine existence
of violations under FIFRA
Sections 7, &, or 12 as well
as well 2s Section 2(q) =i
yraniing violations.

The regions are strongly
advised, particularly early .-
in the wrograz to send the
jacket to neadquarters for a
resticide Enforcement Raview,
The reviewers comrare testing
results agninst label and
advertising clzims to deter-
mine if purifier claios are
false and mislez?ing (misbrand-
ing violation). N.B. The
enforcenent jacket accoupanies
the sample to the laboratory.
The ladboratory inserts the data
from the testing rrogam and
forwards the jecket o Fegions
which ngy forward them to heai-
guarters for Enforcenent Review,
the jacket and the review will
then te sent back to the adpro-
rriate Region. :



Cazisuartars (PTED Rezicns

Based on the laboratory's
determination, the Regions
czy initiate aztion on the
pwifier clain. This should
not preclude discussion of
the case with hezdquarters.

7. Deter—ina*ion of Avorooriate 7. Determination of Avprovoriate
Inforcerent resucnse Inforcenent nespense
* If misbrzxding violation tased on ° A Stop Sale, Use or Removal
tne prrifier claim has occurred, Order (SSURC) will be issu=d
neaiguarters zoy provide =ziditional for all products which fail
inferrmation tesed on historical files. efficacy test. A civil penalty
—— e Apnrcrriste records and recammendations . __is 2lso assessed.

will e forwardel to the Rezicns. If T

advertising is seriously nisleading, a

referral 10 the Feleral Trade Commission ® Region applies general FIFRA

will also be made, civil penalty policy and
ratrix to determine aprropria’:
level o actions for all =

violations. . .
8. nforcezent Astions, Litizztion, 8. Mforcexzent Acticns, Litisation,
Sattleczent Settlement
° P78 =y, under exceptional ° Regions will initiate
circumstances, iniviate enforcerent actions
erforcezent actions. (warning letters, civil
’ complaints, SSURO's).
° Sections of the agzeemsnis
which irvolve label or product ° Region may obtain expert
irgrovezants o bring the woduct testimony froz headjwarters
into compliance are %0 be sent reviewers or laboratory
PZ3ZD for concurrence. scientists.
9. Ccooleted Case Files 9. Convleted Case Files
° PMEED will rzintain 2 file ° The Region srould ratain
of all test data results and coarleted case Tiles, in-
cooies of Finel Ordars for use cluding all relevant
in docuamanting the »ossible need docurents.
for regulatory or legislative
changes. ® A copy of the Pinal COrder

should ve sent to PISED,

17 =



Feadsuarters (PTSED) Regions

10. Dudblicity : 10. Publicity
* Start of Program * Release of information &b
- Press Release individual cases in the g2l
- Letters 0 mamfacturers ard . manner 23 other pesticide citvil
trade associations. cases. -

* Release of data generated by
testing wogran. (Ladoratory and
Compliance ¥onitoring Branch
- Publication of Scientific data

in appropriate jowrnals
- Presentation in proper forums.
° Consurer Information determined as
veme @ result of the whole program,
- nusber distrivuted
- type of use/risk factor
- conclusion to be drawn fram the
frogram.

-18-
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Avpeniix I

. - -

.

wzter purilication devices ezploy a variety of technizues % prify water.
Tne =%t caxmon tecnnijues are:

° TMtraviolet light -~ Lizht of wavelengths araund 260na da:nagf;s the DA

of exrosel oraganisms. If the exposure time is sufficient, the orznisms

are no longer viable. Light m2y also he absorbed by the bonds of certain
complex orgnic mlecules which could result in photolysis of these mole-
cules. Zfficacy of this method depends heavily on the engineering of the
whole system. The protocols used by the Canadians are the basis of the
scre2ning phase of the US EPA Water Purification Device Testing Frotocol.
Duzlicative verification of resuls on tne sams types o products used
+0 develop the protocol is useful to the U.S. amd Canaiian Inforcsment
Prograss. \

° atzmicron Fil<raticn - Some products filter water through "sieves" whose
cres are about 0.4 aicron. Since a typical bacterium is 1 micron in
dizaster, these products freguently meke pwifier claims. Unfortunately,
a very large viras would te only 0.1 micron in diameter and som bacteria
are xrzable of caanging shave. The filter would conseguently not work.

Ulirascund - Zigh freguency sound causes pulse waves to form in water. The
racid cnanges in water pressire result in "shearing forces" which-cause
tactzrial cell walls to break., Thais technique is used in 2 research setting
0 2v0id chemizcal denzturing of mecrazolecules ad celludar orzanelles.
Wwnether it would Ye efficent on the scale necesszry to pwrify weter is -
Pegto s

® Crlorine generatcrs = These devices electrolyse salt (NaCl) to fora chlorins.
Tne cnicrine acid as a disinfectant to purify water. Tnese products are devices
and not chemical pasticides becazuse the prcluct which entars channels of trad
is not a cheniczl. The consumer generates the pesticide at the site of use
for nis ovm use 22 not for sale or distrivution. Unfortumately, since thara
nas Besn virtuslly no regulation of these wroducts, the label directions maxr
not ve sufficiently explicit to emsure efficacy of the product. Chlorine
levels can be tested using 2 simple test kit and the presence of ziequate
levels of free chlorine for a minimum contact time would ensure a reasonably
pure waver.

° Ozone gererztors - Oxygen from air is electrically ionized to form ozone, a2
oowertul oxidizing sgent and disinfectant. Unlike chlorine, ozone”does not
rersist (it rapidly deccmposes to oxygen) and cannot be easily measwred. It
is difficult for cornsumers to know if the device is actually wordng or if
some zinor product failure has resulted in lower levels of ozone proluction.
Irstallation is ccmplex - often dore by the seller - and chsaper product
=2y he wnsafs electrically.

° Tleckric current - Presumably the micrcerganisms are electrocated by the
p23s22 of an 2lectric current throush a water reservoir.

° Dis+tillers - These products cordense steam fram boiled water.

14
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¥icroorganists ars killed by boiling. Distillation can concentrate
cersain organic compounds.

* PRaterse QOsmogis - High quality organic polymer membranes

s2iectively filter weter. This poduct is sizilar in principle
to a kidney dialysis mechine. It is a pctentizly workable means
of parifying water since the pores of the membrane act as a
molecaular sieve. Complex organic molecules are prevented fram
crossing over to the "pure water” side of the membrane. Viruses,
bacteria and protozoans would also be retained on the "impure
gside". Maintenance of these products is important. A damaged
rezbrane would not purify water. There is some indication that
0ld mecbranes mey themsslves te colonzied by some forms of bacteria
whiich use the organic polymer as a fouod scurce.

™40 types of products which are labeled as water purifers will not be
tes*tad:

® Po%zhle w

w3ter "turifers" - These mroducts use the term purifier on
their laneling out are ciezarly intendsd for use on water that -
is alresdy potzble (i.e., fzmicet "purifiers" for use on municipally
treated water). Famifacturers of these products snould be warned
that use of the %ferm "purifier" is for orcducts which process
wmsreated water. (See 41 Federal Register 32778, August 5, 1975)
Other enforcezent zctions may also be necessary.

Larze rurifiers which treat water for grouns of twenty-five rersons

ol =d7e. Thess producis are reguiated by ZIr=A. However, the qwlity
oz the water is regulated by the Safe Drinking Water Act. Since

ha gurlic is protected Ty another act amd the resources of the Office
of EZnforcement ares limited, these products will not be included in this
grogram. (These are also kncwn as "szall systezs" purifiers.)

21=



Apperdix II

Leszl Definitions, "Purifier" and "Device

Since the erforcezent strategy and penalty policy rests on the
definitions of "water puwrifer" and "devices," the following material
is attached to support the definitiorns used in this document:

1. FC ruling in the matter o Sibco Products Cezxrany Inc., Et Al.
(63 FIC (1965) pg. 917).

T 20 " Guidelines £or Registering Pesticide-Products-in-the United -States - - o~
Section G: Product Performmnce Standards for Weter Puwrilication
Devices.

3. FPA ruling In re Contact Industries, Inc., I.F. & R. Docket No. II-186
(1972) pa. 6.

3. Devices
Pagt Ccntol Devices and Device Producers: Consolidstion 2nd Clarification
of R2guirezents. rederal Register, vol. 41, no. 225 (11/13/1976).




s e

R XS -bd

frcn nes

amme
.-

-

e wend

. .. N L T - ’
[ ‘. -l wwd '--:'--;.' '.3-- . cas awr a] (:u}i oy
- me \ ——— - ‘-
! ewe s ./

IN THE MATTER oF -
:SIECO PRODUCTS co:.xv." NY, INC., ET AL
ORDZR OPINIOV E'I'C., IN BRECARD TO THE ALLECED VIOI.A'IIO‘f O‘?.Tﬂ’ .
FEDE&A.L TE.&DE COs L\(ISSIOV ACT
ax';'i- Hy :Dockcl 8628. Complaint, June 8, 1964—-D¢cuwn,Nov. 22,1965
'O'rde;' requiricg a New Jersey manufcturer of ‘water fillrators to ceass

W
o misrepresenting the effechveress and capability of its water filtragon
v units a.nd deceptively gua.m:eeng the performance of such unita »

" @AGIBCO PRUDUCTS' CU., ANC.,TET.ALI%{ - . 2917

+£92°.% -¢Opinion

<. 2.  Implied ..Represertztions~Respecting ~Micro-organisms ~gnd-=«=-~~=~-=

~Viruses .

- Complaint counsel char"ec that by the use of such words as’ “pure,”
"‘punfy” and “clean” and the phrase ‘“pure drinking and cooking
. water are vital to the health of your fazily * # *” in connection with
the unit, respondents are implicitly representing that disease-carry-
ing water will be mace safe for drinking through the use of the beco
“Purifier.”

Respondents admit that the unit will not kill mxcro-orgamsms
but maintain that the words quoted above .do.not .constitute.an. ...
unphcxt representation to this effect..Moreover, respondents .al-. ..
leged in their answer that the literature accompanying the unit
contains a specific disclaimer that it does not kill bacterda. = -

We conclude from the evidence that respondents’ water purifier
does not in ‘fact remove water-borne micro-organisms or viruses
- capable of causing diseases. Moreover, we hold that the statements
in respondents’ adxerti;ements and form letters—that their unit
will “pusify and filtes” water, will ensure ‘“clean” water, will cor-
rect “bad” water, mll give “pure drinking and cooking water”
which is “vital to the health of your family” and will {ilter “im-
pwrities” found in the consumer’s water supply—<constitute repre-
sentations that respondents’ unit will remove bacteria and other
disease-causing germs. We find that a potential purchaser who
“his or believes he kas or may have ccataminated water could
easily be led by statements of the type quoted above to believe
that respondents’ unit will make his water potable. _Giant Foods,
Ine v, F.T.C. 352 F. 2d 977 (1963). . ST

With respect to the disclaimer used by respondents in one bro-
chure, we have no way of knowing from the evidence whether all:
of respondents’ prospective customers actually received this pam-
phlet. Furthermere, this disclzimer was not inserted until respond-
ents’ precomplaint negotiations with complaint counsel. Finally, the
presence of this disclaimer *. e of respondents’ brochures does
not negate the contrary imv 1o in the affirmative representa-
tions contained in their adh. onts and sales llterature as to
the purifying qualities of their t_mt

R
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elezents: represeatative levels of oéganicf;nd {norzanic soii
contanization; vafious water temperaturas; the spacific éééage

..
and exposure p;riod recoc=ended for the proposed product; a
variety of test mlcroorgaciszs representative of the target pests

’
to be controlled; and quantitative deterainatiocn of the level of

piczoblzl comzzmination of the water before and a2fter treatment,

(11) Performanmce stacdard. The treatzmeat must eliainate all

test wicroorganisss ;:cn the water.
B /

(3) Vater treatz=eat u=ifts. (1) Water puwifler yzlts., Any uzit

iatended for the treatment of raw watar to elimicate the potential

"health hazasd posed by micToorgaaisas is identified as a water

purifier. The urit may rely om phkysical filtéationf(pesticidal
device), oz chemfzal treatzeat (pesticida), or a combinatica thereof,
to achieve the izfenced purpose of purifiyizg aleroblologically =nce-
potable water by elininatiag watac—dborme pathogens In the wszer
itself. Those vaiss, such a2s subalczon zezbrazes and absclute filzers,
vbich Tely solely cn a physical seans for rTemoval of =icroorgzzisas
fron vater, are Identifled under tle Act as deviees, azd ars subjec:

to regulatica but cot registration. Tae test requiremeats i=dicacted

below ara for the units coﬁcai:ing an antiaiccobial asgent.

water puriiler uni: zust Se conduczed ucder conditions sepresezcizg

actual use exzployizg a defized raw waters sourze coamtaizing a Wizh

level of =iersbislogizal jolluzica. The zest design wil vazy

S JraTT or sustoars G Guidelines for Registraticn .of Pesticidas
Statas: Frocuct Peror ince Stancards (pg. 145-146). (Full text
- gponan thln|.- L XY . o . . .

R ER*TIY) -n...b-,uurv-rs-) hand o,



vith diflerent types of uaits and patterns of use, btut must include
such tasilec elg?e::s as: representative levels of organic‘gﬁd {a~

.
organic soll contamization; various water tesmperatures; docizen=
tat{ion of the antizicrobilal concestration found in the test system;
and quantitacive determinations of the microbial contéhina:ioﬁ

level of the water before and after passage through the unit. The

duration of effectiveness or effective capacity of the unit before

" a replacesent s gecessary aust be docizented.

(B) Performance staundard. The treatzezt must eliminate the

" mierobilal polluciom in the raw water.

(1L) Potable water treat—ent unit. Any unit inteaded for phys-

{cal and/or chenlcal treatmmern: of aicroblologically Eo:able wvatar
from a mucicipal treat=exzt facility te rexmove u:desifable tastes
cdors, che:icalg, or other aes:heticaily objectionable properties

is idén:ified as a potable water treatzeat unit, A substrate such
as activated charcoal (ﬁi:h-or without a bacteriostatic ageat) is
{incecrzozated inzs the wmit for this terzinal proesssicg treatzecxt

of potadle water prior 2o couswmptiom. Sinece the requirezents of
the Safe Drinking Water dat do perair awmicipally-tzeated driakiag
water 2o con%ain a linmized number of harmless "saprophytic" bacteria
whicﬁ are comaonly reccgnized coctaainants of water, an antimiZcrobial
ageat is scaetizes Incorporated ia a potable water treatsezt unic

to provide tacteriostatic zczivity agaizst these contanizaats. Crly

potable water treacmect units comtaining a bacteriostatic agest are

urder the purview of the icz.

146



P - tyxarpt fror In re Contact Industries, Inc. (pg. 6-8). (Full text of document
“... +availadble from headguarters.)

-

ENVIROIMDHTAL PROTECTICH AGENCY
BEFORE THE RCGIGHAL ADMINISTRATOR

In re g . .
Contact Industries, Inc., ) 1.F. & R. Docket Mo. II-1£6C
' ) )

) . Initial Decision

. Respondent

- The torm puriffe; connotes a producf which eliminates impurities
ahd polluting matter. Ve are in agreement with the conclusion of
Cbmp]ainant‘s expart witness that the "word curifier is sufficiantlv
broad to incluce ridding the 2ir of ahiectionables. including microa-
organisms as they would exist." An air purifier would thercfore
clesnse tha air of air-torne bacteria, virus, and fungi particles. If
Respond;nt had intended for the product to be undefstood to te merely
an air freshener or decdorizer, the latel could have contzinzd the
term air freshener (cf. Respondent's Ex. 7) or been limited to the
claim that the product was an industrial odor absorbent aind ndt also
a'egcolized air purifier. In %dct, the latter phrase would be
somevhat redundant in the context in which it is employed on the

- letel if all that was intended thoreby was to inform the consumer
that the product functicns as an air freshaner. As indicated by

~Complainant's expert witness, the term air purifier especially when
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taken together with the word "Sanicide" on the labkel would indicate
that the product is intended to vid the air of geriis, that is,
bacteriz or viruses. _

"Sanicide" is printed in btold-face, conspicucus type on the front
of the label. The word also appears at the top of the back of the
label in typ° which is in larger and boldew print than allhother words
on thut 51dg of tha label. It is clear that the word “Sanicide” i;
meant to provide the most conspicuous reference to the product.
| "Sanicide" impiies both a sanitizing and a killing action or, at
the Teast, a killing action. Sanitize mecans to free from dirt, germs,
etc., &5 by cleaning or sterilizing. Tho suffix ~cide means Liller

or killing. See Yebster's Third New Intcrnatienal Dicticrary (1965).

Pt
\,

A consumor would, we believe, recognize the meaning of the sufvix
-cide as is evidanced by the common usag2 of words cuch as hemicide,
pesticide, and insccticide. .

In interpreting broad remedial legislation, tha consumer is not

assumed to be an expert or one possessing special knowiedye or

ability, and 1nr]~*cs "tha ignorant, the urnthinking, and the crecdulous.”

Urnited States v. An Article. . .Consisting of 216 Cartonzd Cottles,

supra at p. 740 and cases cited tiherein; United States v. An Article

of Drug. . .47 Shipping Cartons. . ., 331 F.Supp. 912, 917 (0. Hd.

1971). Hor can we assune that the buying public will exercise great

selectivity and caution in what they choose to believe of what they
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re2d. Unitd States v. Articles of Drug. Etc., 263 F.Supp. 212 (.

Heb. 1267). Cf. Hollras Wateh Coimpany v. Federal Trade Comaiasicn,

310 F.2d 868, , 859 (D.C. Cir. 1962), cert. denied 372 t.S. 976

(1¢32), rehearing denied 374 U.S. 857 {1963), and cascs c11ed therein.

A consuiner would be justified in believing that the product he purchascd
had thz capability of both c]canflng the area snraycd ( an1t171ng) and
.ki1linr micrcorganicms present in the area spruyed This is especia]ly
so when the term "Sanicide" is read in conjunction with representations
that the product 1s an air purifier or a glycolized air purifier.
Certaih]y, the use ot the prefix sani- with the suffix -cide has
greater significance than the use of that prefix in other cbntexts
disclosec in the record. | |

Antimicrobial agents are specifically inciuded as cne of the

classes. of sanitizers or pesticides subject to registration under the

act. (See section 1C2.2[FF) of the regulations {40 .CTR 1CL.O{5F)) ).
Ttz claim that the picduct Superior Sanicide Air Puritier is an air

purifier vhon read in conjunction with the word “Sanicide" would indi-
cate that the preduct is indeed an antimicrctial zgent "intended to
reduce the number of living bactaria or viable virus particies on
inanimate surfaces, in water, or in air", %n this case. See 40 CFR

V '
162.3(F7)(2)(1)(B) (Cimphasis supplied). Thus, representations made

1/ iicroorganicns, inclvding but not limited to algae, fungi,
and tacteiria, and viruses have bzen deciared hy the Administrator to
be poste when they onist under civewnstances that wake thew deieterious
to man or the cnv1rur“vnt (Sce 40 CFR 162.14(L)(4) and (8))



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
- WASHINGTON, D.C. 20450

JN 8 [ee!

OFFICE OF ENFORCEMEN1

MEMORANDUM

SUBJECT: Child Resistant Packaging Requiréments for Pesticides
- Enforcement Strategy and Penalty Policy

TO: Enforcement Division Directors
Pesticide Branch Chiefs

On March 9, 1979, the Agency published a final rule which
requires certain pesticides labeled for residential use to be
packaged in Child Resistant Packaging (CRP) if released for
shipment on or after March 9, 1981.

The CRP enforcement strategy document, which is attached,
stipulates that states operating under grants will be responsible
for conducting inspections to determine compliance with the CRP
requirements. This activity should be incorporated into their
routine establishment inspection program. The regions will be
responsible for coordinating the program and initiating enforce-
ment actions for CRP violations with PTSED's concurrence. The
reasons for this are: 1) violations of the CRP requirements
are not violations of pesticide statutes in many states, and
2) a need for close coordination with the Office of Pesticide
Programs during the initial stages of the program.

The strategy document should be distributed to states with
a cover letter from the appropriate office within your region
explaining the specifics of the program.

. If you have comments or questions on the strategy document,
please contact Phyllis Flaherty (755-0970) of my staff.
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I am also attaching an amendment to the Guidelines for
Assessing Civil Penalties pursuant to FIFRA, This amendment
adds violations of the CRP regulation to the Civil Penalty

Matrix and provides guidance on appropriate enforcement
actions for CRP violations.

Comments or questions on the amendment should be addressed
to Patricia Mott (755-9404) of my staff,

Also attached are copies of the applicable Federal Register

notices.
A. E. Conroy II, rector
Pesticides and Toxit/Substances

Enforcement Division

Attachments
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trategy for the Enforcement of the Child Resistant
ackaging Regulation Under FIFRA |

Overview

On March 9, 1979, the Environmental Protection Agency
published a final rule at 44 Federal Register 13019 (40
CFR 162.16) which requires child resistant packaging (CRP)
of certain pesticides labeled for residential use. The
intent of the rule is to reduce the number of accidental
exposures by children to pesticides.

The regulation requires child resistant packaging for
any pesticide product released for shipment after March 9, 1981,
if (1) its labeling allows forresidential use, (2) it has not
been classified for restricted use, and (3) it meets certain
toxicity criteria. Exemptions may be granted for products
for which special packaging is not technically feasible or
where the toxicity criteria are not indicative of hazard to
humans. _

The rule also requires affected registrants to submit
applications for amended registration and maintain records on
child resistant test data.

It Possible violations include misbranding, failure to keep
ecords, failure to file reports, and falsification of data.

It is anticipated that states operating under grants will
have major responsibility for conducting inspections concerning
the CRP requirements. The Regions will handle the casework since
these types of violations would not be in violation of many
State statutes. Concurrence from PTSED is required for enforce-
ment actions resulting from violations of the CRP regulation.
Headquarters support will be available for data review and to
answer questions on whether or not a product meets the criteria
that trigger the requirement for child resistant packaging.

In addition, PTSED will provide inspection targeting information,

Requirehents of the Rule

Applicability

As indicated in the overview, child resistant packaging is
required for any pesticide product released for shipment after
‘March 9, 1981, if (1) its labeling allows for residential use,
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(2) it has not been classified for restricted use, and (3) it
meets certain toxicity criteria. In addition, registrants with
products subject to the rule must amend their registrations to
reflect changes in packaging and certify that the packaging
complies with the CRP regulation,.

For your information certain terms used in the Strategy have

been defined below:

° "Released for shipment" is defined as that point in time
when it is the intent of the producer to introduce the
product into commerce. Intent exists in any of the
following situations:

(1) a producer asserts that what is being sampled is
representative of what is actually sold;

(2) a product is stored in an area where finished
products are held for shipment in the ordinary
course of business (warehouses, loading docks,
etc.);

(3) the custom of the pesticide chemical industry
indicates that similarly situated products are
intended for release; or

(4) the custom of the particular producer indicates that
similarly situated products have been intended for
release in the past.

“"Residential use" - A pesticide meets this criterion if
it is applied (other than by a commercial applicator)
directly to humans or pets or is applied in, on or
around all structures, vehicles, or areas associated with
the household or homelife or noncommercial areas where
children spend time, including, but not limited to gardens,
houses, yards, patios, mobile homes, campers and

~ recreational vehicles, noncommercial campsites, home
swimming pools, educational, lounging, and recreational
areas of preschools, nurserifes, and day camps, etc.
Furthermore, residential use is determined by whether
a product has a use on the label which is within the
meaning of residential use. A registrant may have a
product that {is not really intended for residential
use, but the labeling is either vague concerning use
areas, or use areas are actually omitted. Such a
product is subject to the child resistant requirements
unless its registration and label are amended to indicate
a strictly non-residential or agricultural application.



“Toxicity criteria" are defined in 44 Federal Register
13019 (March 9, 1979) and at 40 CFR 162.T6(C)(2).

Exceptions to CRP

° “Dormant" Product Registration

A dormant product registration is defined as a product
which is not currently in production but retains valid
EPA registration. For a product not in production and
which is not scheduled to be released for shipment on

or after March 9, 1981, an amended registration,

special packaging certification and other related

forms need not be submitted at this time. However, at
any time after March 9, 1981, if the product is put back
into production, an amended registration, child resistant
certification, etc., must be submitted before the
product is released for shipment if it meets the
criteria for special packaging.

° Toxicity Data

If the toxicity of a product is not known to the level of
specificity necessary to determine whether or not the
toxicity criteria are met (e.g., the information on file
with EPA is extrapolated data), the registrant may perform
additional testing. If testing indicates that the toxicity
criteria are not met, the product is not required to

have child resistant packaging. However, if the regis-
trant does not conduct further testing when the toxicity

is not known to the necessary level of specificity,

child resistant packaging is required.

Products for Residential Use by a Serviceperson

The Agency has decided to remove from the scope of CRP
requirements certain products which meet the criteria
‘for special packaging but are not normally stored in
areas where children could likely have-access to them,
Examples include products used by janitors in nurseries
or daycare centers and products used by exterminators or
lawncare servicepersons, To accomplish this, EPA will
allow products such as those listed above to be sold and
distributed without child resistant packaging if such

products bear a statement restricting the sale, use, and
storage to servicepersons.
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This provision has been communicated to producers
through a Federal Register Notice issued March 3, 198}1;
it will also appear in proposed revisions to Section 3
Registration regulations. Until it appears in fina)
regulations, EPA will use prosecutorial discretion and
not take enforcement action if a subject product is

not specially packaged but is labeled or sticker-labeled
with a statement restricting the product's sale, use,
and storage to servicepersons, e.g., "Only for Sale

to, Use, and Storage by Servicepersons." The statement
must appear in type size at least as large as the

child hazard warning statement. Labels need not be
submitted to the Agency for approval but must be submitted
for the official label file used to determine compliance
with FIFRA.

A registrant may amend his/her registration so that

the new label does not allow for residential uses,

In such a case the product bearing the new approved
label would no longer be subject to the special packag-
ing requirement.

Exemptions to CRP

Exemptions may be granted by the Director of the Regis-
tration Division for products for which special packaging is
not technically feasible or where the toxicity criteria are
not indicative of hazard to humans.

Note that only the Agency may grant an exemption. It is
not up to the registrant to decide if he or she is exempt
or not, based on the two factors listed in the above paragraph.

Specific Requirements for Registrants of
Products Subject to the Special Packaging Requirement

° _Develop and test special packaaging

“"Special packaging" refers to packaging that is designed
and constructed to be significantly difficult for
children under five years old to open or obtain a
toxic or harmful amount of the substance contained
therein within a reasonable time. 1In addition, it
should not be difficult for normal adults to use pro-
perly. Effectiveness testing procedures which must

be used are those specified by the Consumer Product
Safety Commission (CPSC) at 16 CFR 1700.20(a), (b),
and (c). Effectiveness specifications and standards
for special packaging are delineated in 40 CFR 162.16.

o : I . i _ ificati
Prior to changing a product's packaging, the registrant

must submit an application for an amended registration
and have it approved by EPA., Instead of submitting
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detailed information demonstrat1ng that the packaging
meets the requirements, the registrant shall include
with his application a certification that the package
meets the standards of ?162 16(d). An applicant for
a new registration shall also submit a certification
statement that the package meets the standards.

Utilize special nggkagjng_

Products subject to the requirement must be in child
resistant packaging if released for shipment after
March 9, 1981,

Recordkeeping |

Certain records must be retained by the applicant or
registrant for as long as the registration is valid,
These records shall be available, upon request, for

inspection and copying purposes or for submission

to EPA. The records which must be kept are:

(1) A full description of the package including:
(i) A full description of the container including:

(A) 1Its dimensions, and
(B) Its composition; and

(ii) A full description of the closure or special
package, if appropriate, including:

(A) The name of its manufacturer,

(B) The manufacturer's designation (title)
for the special packaging closure or
the physical working of the special
packaging mechanism, and

(C) The explicit directions for proper use
of the closure or special packaging
and the placement of these directions R
on the package, '

(2) A complete copy of the data result1ng from the
tests conducted in accordance with §162.16(d);
and

(3) Data demonstrating the compatibility of the
pesticide formulation with the entire package to
determine that the chemical and physical charac- __
teristics of the substance will not interfere

with the safety and efficacy of the pesticide

and functioning of the special package.

i
o
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Note: The registrant may not have actual data on file if the
company did not perform the testing but, instead, relied
on verification from others such as the company which
produces the packaging. The registrant should have a
letter or literature verifying that the packaging has
been tested and met the CRP standards.

Requlated Industry

The regulated community consists of registrants of those
products subject to these regulations. Estimates suggest that
approximately 9000 products may be involved.

The Registration Division of EPA has prepared a pre-
liminary 1ist of types of products which are expected to be
covered by the CRP regulations if used and stored in and around
residential areas. (See attachment.) A second, more complete
list will be developed and forwarded as soon as it is available.

A company may remove its product from these requirements by
amending the label to remove residential uses, stickering or
amending the label so that sale, use and storage is restricted -
to a serviceperson, or by receiving an exemption.

" Enforcement

Objectives

The objective is to assure compliance with this regulation
so as to minimize or eliminate accidental exposures to highly
poisonous pesticides used in and around residential areas.

Outreach

Registrants should be aware of the regulation through its
publication in the Federal Register. In addition, the Glass
Packaging Institute prepared and distributed, with EPA's
concurrence, a pamphlet entitled, "Pesticides and Protectiveé
Packaging." Personnel in the Registration Division are generally
available to answer any questions and clarify the requirements
for registrants.

Viglations

° Misbranding - §12(a)(1)(E) of FIFRA
m

As defined in §2(q)(1)(B) of FIFRA, a pesticide is
misbranded if "it is contained in a package or other
container or wrapping which does not conform to the
standards established by the Administrator pursuant

-~
.

~
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to §25(c)(3)." Failure to have special packaging
for those products released for shipment after March
9, 1981, would make the product misbranded if it is
subject to the special packaging requirement.

There are three variations of this violation:
(1) No special packaging, although required.

(2) Company's new toxicity test data indicate
that such packaging is not required, but
the Agency does not agree that the
toxicity data support their conclusion
(e.g., improperly conducted toxicity
tests or incorrect toxicity tests
utilized).

(3) Company changes packaging, but it does
not meet the child resistant requirements
because tests were incorrectly done or the
tests were conducted on the incorrect
container size.

Failure to File Reports Required - §12(a)(2)(N) of FIFRA

It is unlawful for a person who is a registrant to
fail to file reports required by this Act. Prior to
changing a pesticide's packaging, the registrant
must submit an application for amended registration to
EPA. Failure to do so prior to distributing the product
in new packaging would be in violation of this section.

In addition, the registrant is~required to
submit a certification statement with the amended
registration application.

LEailyre to Maintain Reports Required.- §12(a)(2)(B) of FIFRA

It is unlawful for a registrant to fail to maintain

reports required by FIFRA. The requlation requires

the registrant to submit a certification that the

product is in compliance as opposed to detailed data

supporting this. However, it is required that the

detailed data be maintained and be subject to Agency

inspection or request for submission. The registrant

is not required to have such data on file if the firm
_relied on testing conducted by others such as the package

supplier. In lieu of such data he or she must have

some verification on file that the product is in compliance.
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In some cases, the company may claim that the parent
company/company headquarters has the data. This should
be noted on the inspection report and sent to the
appropriate region. The regional office should forward
this to PTSED so that a request for the data can be sent to
the company's headquarters by OPP.

° %?LL&iLi&Aﬁéﬁﬂ.Of Application/Report or of Records
aintained or of Exemption Request - §12(a)(2)(M) of
FIFRA or Title 18 of the U.S. Code.

It is unlawful to falsify all or part of any appli-
cation for registration, any records required to be
maintained pursuant to §8, or any report filed under
this Act. Thus, falsification of an application for
amended registration, the certification, or data such as
test protocol and results would be in violation of FIFRA.
Title 18 of the U.S. Code also makes this type of activity
illegal.

INSPECTION SCHEME

-~

Inspections to determine compliance with these special packaging
requirements should be incorporated into a state/region's existing
inspection program, which should be based on a Neutral Administra-
tive Inspection Scheme. Generally, only producer establishments
will be inspected for compliance with the CRP regulation. Prior

-~ to inspecting a pesticide producing establishment, the appropriate

personnel (inspector or whomever is designated to do this)
should determine if the company produces any of the products
on the attached list prepared by the Registration Division.
If so, the inspector should check for compliance with

the child resistant requirements.

Reports from inspections involving possible violations of
these requirements should be forwarded to the regional office
for case review and appropriate enforcement action.

Violation Detection Priorities

During an inspection, it is helpful to establish priorities
for detecting violations. The following table gives the general
priority ranking for violation detection. The following is
meant only as a guide to decision making and is not a rigid OE
policy.

Priority 1 - Misbranding

Failure to utilize Child Resistant Packaging where required.
This will probably be the most common violation found initially.
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Priority 2 - Failure to Maintain Records

Such records may be necessary to verify compliance with the
regulations. This includes test data which either (a) show the
package meets the child resistant requirement (CPSC test results)
or (b) show the product's actual toxicity does not meet the
criteria.,

Priority 3 - Failure to File Reports

This refers to a company's failure to amend the registration
prior to a packaging change. This should not be a frequent viola-
tion but is easy to determine.

Priority 4 - Falsification of Data

While this is one of the most serious violations, it should
not be encountered frequently. Child Resistant Tests are
expensive (approximately $8000) and may be conducted under
contract if a company's test results are suspect.

ADMINISTRATIVE CONSIDERATIONS

PROGRAM MANAGEMENT AND ALLOCATION OF RESPONSIBILITIES

State and regional personnel if appropriate will be responsi-
Wle for conducting inspections and documenting cases.

With regard to actual casework, issuing penalties, notices of
warning, etc., the regions will have primary responsibility but
must request and receive concurrence from PTSED.

This is necessary for 3 reasons:

1) A violation of the child resistant requirement
is not a violation of many state laws.

2) Some companies may have received exemptions or _
the product may not be subject based on toxicity data
on file with EPA.

3) The Registration Division may consider cancellation
action for those products which remain in violation.

PTSED's Case Development and Legal Branch will be respon-

sible for resolving questionable cases, i.e., those for
which there is some doubt or question as to the product's
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status or the validit. ot the data. and reviewing concurrence
requests.,

Program Integration

The Case Development and Legal Branch, PTSED, will coordinate
with the Regions and the Registration Division to resolve any
questions regarding the child resistant packaging requirement
and the status of products covered.

The Regions will coordinate with the States regarding the
enforcement of the special packaging requirements.
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MEMORANDUM PESTICIDES Aor:::F"r%Ex?: SUBSTANCES

SUBJECT: Enforcement Strategy Concerning Child-Resistant Packaging of
Pesticide Products.

TO: Jack Neylan
Pesticide Toxic Substances -
Enforcement Division (EN-342)

As a follow-up to our recent meeting concerning an enforcement strategy
on compliance with CRP requlations we are providing to you a list of
generic products for which an unqualified assumption can be made that
they need to be in CRP if used and stored in the household. This is con-
sidered phase I of the strategy. Phase II will consist of a more refined
list which will be based on the actual CRP amendments we receive.

l. Disinfectants
— e ]

Product Concentration Use

1. Calcium
hypochlorite 65% swimming pool

2, Lithium
hyprochlorite 35% " "

3. Sodium dichloro
s~ triazine trione
and Trichloro-s
triazine trione 98-100% . "

4. Mono (Trichloro
tetra (monopotassium
dichloro) penta=-s-

triazinetrione 99% Swimming pool
5.  Hydrochloric acid 8% Toilet bowl
6. Phosphroric acid 17% " "
7. Chlorophenolics 6% Disinfectant
8. Sulfamic Acid 20% Toilet bowl
9. Quaternary Ammonium

. Compounds -~ 10% General disinfectant

10. Parafomaldehyde 95% . "

1ll1. Formaldehyde 37% " "



s

1.

10.

11.

i2.

13.

14.

15.

Ipsgcticide and Bodenticide
Pesticide Chemical % At and Above Requiring CRP Remarks
Carbophenothion 1.4 ‘ Some lawn use
products
Chlordane 28.0 Termite control
products
Chlorpyrifos (Dursban) 9.0 Sprays for outdoor
Ornamentals
Cryolite 15.0 Plant dusts
Diazinon 7.0 Many plants and garden
sprays; encapsulated
diazinon does not require CRP
Dimethoate (Cygon) 17.0
Disulfoton (Disystox) 0.4 Systemic insecticides
for indoor and outdoors
plants
Dyfonate 1.2
Ethion 3.5 Some combinations with
lawn fertilizer
Imidan 10.0
Lindane 6.5 Borer sprays, dog
dips
Metaldenyde 20.0 Slug and snail
control
Mexacarbate (Zectran) 2.0 Insect, slug and
Snail control
Naled 18.0
Propoxur (Baygon) 6.2
Phosphorus (white) 1.1 Rodenticide

16.



3. HgrRicidgs agd Fungicigdgs

Chemical Formulation / % A.I. Use

Bis (triSutyltin) oxide Above 0.5% | Wood Presenvative
Paraquat any % Homeowner herbicide
Pentachlorophenol above 88% Wood preservative
Chlorothalonil above 40% Homeowner fungicide
Copper-8-quinolinolate above 5% Wood preservative

Rséngler ' éie f//; )

Disinfectants Brgﬁéh
Registration Divéﬁion (TS-767)

cc: D. Campt
R. Gross

J. Jenkins

H. Harrison
J. Akerman



Genera] Compliance Strategy for Products Subject to the FIFRA
Label Improvement Program

Overview

'}

On June 5, 1980 EPA published in the Federal Register (45 FR
37884) a notice initiating a program to improve pesticide labeling,
The Label Improvement Program (LIP) was initiated to upgrade pro-
duct labeling in an attempt to better protect health and the environ-
ment as well as further defining legal use of a product. This program
was designed to work in conjunction with currently existing registra-
tion programs and to respond rapidly to labeling needs identified by
the Agency. To date, four major label improvement program notices
have been issued and are in effect. Two additional label improvement

program notices have been recentiy issued but are not yet in effect.

Requlated Industry

Some label improvement rules affect all registrants, while

others affect only registrants of certain products.

Requirements of the Rule

Submission of Applications

The Office of Pesticide Programs (OPP), Registration Division
(RD) will notify each registrant of an affected product by certified
lTetter or a certified mail copy of a PR Notice that his product is
subject to specific‘requirements under that label improvement program
revision. For each affected product, the registrant is required to
submit the following to EPA:

1) An application for amended registration (EPA Form 8570-11).

2) Five copies of draft labeling incorporating required changes.



-2 .

3) If necessary, a Statement of Confidential Formula (EPA Form
8570-4),

Registrants must normally submit applications within 60
calendar days of receipt of the LIP Notice. The Ageﬁgy will state
any deviation from this deadline in the LIP Notice.

Products for which the Agency has not received an application
for amended registration within the stated deadiine will be subject
to cancg]]ation. The Agency will issue a Notice of.Intent to Cancel
for any such product, effective 30 days from its receipt, unless |
within that time the registrant or an interested party with the
consent of the registrant, either applies for amended registration
or requests a hearing under section 6 of FIFRA.

Exemption from Compensation Requirements

In many cases an amended registration to meet the requirements
of a Label Improvement Program Notice will not be subject to com-‘
pensation requirements. If this is the case, the Offer to Pay or
Certification Statement will not be required to be submitted to RD
and approval of labeling submitted will not convert registrations
to conditional status. Each notice will address the compensation

status of applications submitted in response to the LIP Notice.

Processing of Applications

| Generally, the Registration Division will review labels

for compliance with the requirements of the LIP Notice. A regis-
tration amendment submitted in response to a LIP Notice is not
complete until the amended labeling is submitted and accepted by
RD. If draft labeling is not acceptable, RD will notify the
registrant of the deficiencies by letter and give the registrant

75 calendar days to submit amended labeling. Amended labeling
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must be limited to changes required by the letter in order to
maintain the exemption from compensation requirements.

Combined Application in Response to Multiple Label Improvement
Notices .

Applicants receiving multiple notices requiring LIP labeling-
amendments for the same product may combine responses into one
application for amended registration provided the relevant LIP
Notices are clearly referenced. Applications that are non-compen~-
-sable Qnder FfFRA seckion 3(&)(1)(03 may n&t be c&ﬁbined ;ith ;
app]ié;tions that are compensable. The submission deadline for
combined applications for amended registration is the later of

the deadlines established in the LIP Notices.

Time Frames for Comp]ianﬁe

Any product released for shipment 180 calendar days af£er the
registrant receives RD's acceptance of amended labeling must bear
that ac;epted label. Registrants are responsible for compliance
by their sub-registrants (distributors).

Products that have been released for shipment and are in
retail channels of trade prior to the 180 day deadline may continue
to be distributed in commerce, sold and used until supplies are

exhausted.

Enforcement Objectives

The objective of LIP compliance program is to ensure that
product labeling is in compliance with the requirements of the
various Label Improvement Program Notices. This will be accom-

plished through producer establishment inspections.



Types of Violations

Producers not complying with the requirements of . .the notices
issued under the Label Improvement Program are in violation of
of FIFRA section 12(a)(1)(E) in that their products are misbranded
under sections 2(q)(1)(F) and (G). Products being sold in violation
of a cancellation order are in violation of FIFRA section 12(a)(2)(L)

and subject to the penalties thereunder. - - .

’
e

Administrative Considerations

The Office of Pesticide Programs has issued four major label
improvement notices (See Attachments) which are currently in effect
with two more LIP Notices issued but not yet in effecf. The four
existing LIP Notices are listed below in order of inspection;1

targetting priority according tomtheir potential hazard.

| 1) Fumigants - Issued 12-4-80 - This LIP Noticé requires
registrants of products containing certain active ingredients'to

add additional precautionary labeling, misuse statements and storage
and disposal statements.

2) Termiticides - Issued 11-7-81 - This LIP Notice requires

registrants of termiticide products containing one of the active
ingredients listed in the LIP Notice to revise use directions of
their product, use the appropriate storage and disposal statements,
add a misuse statement, and reformat their labels.

3) Antifouling Paints = Issued 3-9-82 - This LIP Notice required

registrants of all antifouling paints to make extensive revision

of their product's labeling.



'4) Salt Water Emesis - Issued 11-30-80 - This LIP Notice

<

requires all registrants to delete salt water emesis statements

from their labeling., Since the revision was a simple deletion,

registrants were not required to submit amended labeling for review.
Two more LIP Notices have been recently issued dealing with

worker reentry intervals and disposal requirements. As they become

effective they will be included for targetting in the inspectional

- - -

program,

Targetting Inspections

The Registration Division, OPP is responsible for compiling
lists for each LIP Notice consisting of:

The name and address of each registrant affected;

The name and registration number of each product affected;
The registration status of each product affected, i.e.,
compliance, pending, or subject to cancellation; and

4) The date of acceptance of the amended labeling if the
product is in compliance.

1
2
3

et et S

These 1fsts, which the Compliance Monitoring Staff will forward to
the Regions, will be a basis for the States' or Regions' inspection
targetting. -

States should target inspections* based on the priority as-
signed to each LIP Notice in this document and on the current
registration status of products regulated under each Notice.

To identify inspection targets, States should first list under
each LIP Notice the registrants and the number of their products

whose: a) product labels are subject to cancellation for failure

“0Only prcducer establishments should be targetted for inspection
under this guidance. Marketplace inspections are not appropriate

for determining compliance with this rule. Products in the channels
of trade prior to the date when amended final printed labeling

must appear on a product may continue to be solid. Therefore, it
would not be an effective use of resources to determine the existence
of violations based on marketplace samples.



to respond to the LIP Notice; and b) label amendments RD has
apprbved. Inspection priorities will not include registrants
whose products have label amendments pending with RD. ~Priority
for inspection should then be assigned on the following basis:

1) Registrants of products subject to cancellation for failure
to respond to the LIP Notice. These registrants should
be ranked based on the number of their products subject to
the LIP Notices in the following order: Fumigants, Termi-
ticides, Antifouling Paints and Salt Water Emesis.

2) Registrants with the most number of products with accepted
amended labels subject to any LIP Notices in the following
order: Fumigants, Termiticides, Antifouling Paints and
Salt Water Emesis.

After determining inspectional priorities for the LIP, the

States should integrate these priorities with the criteria listed

in the FY 84 Cooperative Agreement Guidance for scheduling

producer establishment inspections (past violative history, products
~subject to Label Improvement Program, products subject to Child
Resistant Packaging (CRP) regulations, and Restricted Use Pesticides).
The highest priority in scheduling inspections should be given to

those producers which meet the largest number of these criteria.

Inspections

Inspectors will examine products released for shipment at
the producer establishment to determine compliance with the terms
of the LIP Notice. Registrants have 180 calendar days following
acceptance of amended labeling to bring the product into compliance.
Any product released for shipment after this 180 calendar day period
must bear accepted amended labeling.

Registrants with products not in compliance with any LIP

Motice will be issued a Stop Sale Use or Removal Order (SSURQO) by
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the St;te or EPA in addition to any enforcement action taken by

the State or EPA. The SSURO will be removed only :after the registrant
brings the product into compliance. SSURO's will not'Qe lifted for
cancelled products sold in violation of a cancellation order.

Issuance of a SSURQO is an appropriate response to non-compliance

as the LIP is designed to mitigate the risks of handiing pesticides
through labeling changes and the registrant is given ample time

_to make and incorporate these changes on the label.

Allocation of Responsibilities

Headquarters Responsibility

a) Provide Regions with a compliance strategy for Label
Improvement Program,

b) Provide Regions with copies of each LIP Notice,
c) Provide list of registrants affected by a Notice,
status of the products affected and date of accep-

tance of final printed labeling for each product
in compliance.

Regional Responsibility

a) Provide copies of all pertinent materials to the States.

b) Provide guidance and assistance for State enforcement
efforts,

c) Assist in issuance of SSURO's,

State Responsibility

a) Schedule and conduct inspections of affected registrants.
b) Issue SSURO's to non-complying registrants.

c) Take enforcement actions where appropriate.
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MOMORAND UM PESTICIDES AND TOKXKIC SUBSTANCES

SUBJECT: Compliance/Enforcement Strategy for the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA)

TO: Alvin L, Alm
Deputy Administrator

At+ached is the Compliance/Enforcement Stritegy for the
Federal Insecticide, Fungicide, and Rodenticide Act. The
strategy was developed by a work group composed of Headquarters,
Regional, and State pesticides personnel, and reflects the views
of all participants.

The pesticides program is a well established program that has
evolved over the years in which States have a major enforcement
role.

The strategy is based on the assumption that adequate resources
would be available to support a balanced c¢redible program., 3ecause
of actual resource constraints, however, our primary goals through
FY85 are 1) to maintain the presen: monitoring/compliance level in
States with cooperative enforcement agreements, 2) to negotiate
cooperative agreaments with the remaining States, 3) to refine
the program management and oversight activities and 4) to further
develop and expand the data audit/Good Laboratory Practices inspection
program. To meet these goals, we will perform the following activitiaes
through FY85:

0 Write FYS35 Cooperative Agreement Guidance.

o Develop a formal procedure for and provide support to the Office
of Pesticide Programs for most new regulations and suspensions/
cancellations to ensure that the documents are enforceable. CMS
plans to prepare a draft document on the formal procedure by
the end of the second quarter of FY84, Input and agreement from
the Office of Pesticide Programs on the procedure is anticipated
by the end of the third quarter of FY84 and should be operational
immediately thereafter.

o Develop compliance monitoring strategies and enforcement
response policies for most new regulations and suspensions, as
appropriate.

o Finalize strategy for conducting data audit and Good Laboratory
Practices (GLP's) inspections.



o Finalize enforcement response policy for data auqits/GL? insod
tions.

o Ensure that all States and Regions conducting Federal enforce-
ment programs have fully implemented the most effective/flexi-
ble system for allocating resources to priority pesticide
problems.

o Provide technical and iegal suppart to States.
0 Provide training for State inspectors and chemists,

o Prepare additional policias for the FIFRA Policy Compendium, as
needed.

o0 Promulgate a final FIFRA &§4 rule requiring dealers to keep
racords of their restricted use pesticide sales and clarifying
where commercial applicators must keep their records on their
applications of restrictad use pesticides.

o Conduct Certification Programs in States without approved certi-
fication plans.

o0 Along with States, ensure that applicators are made aware of
changing technology.

o Along with States, continue to certify new applicators.

0 Prepare guidance to encourage States to address major use problems
in Certification and Training materials,

0 Prepare guidance which ensures that State Certification and
Training materials meet Federal standards, as appropriate.

As soon as we recefve your approval to pursue these activities,
they will be incorporated into the Administrator's Management System
with projected completion schedules. Due to anticipated resource
limitations, we will be unable to undertake the following activities
through FY85: '

o Expand FATES data to include State data and ensure that FATES
. data ts complete and current. (CMS plans to request funding
to fnitiate this activity in FY86.)

o Provide guidance and training to the Regions for data audits/
laboratory inspections and case preparation.

o Support all rulemaking by the 0ffice of Pesticide Programs.

o Develop compliance monitoring strategies and enforcement response
policies for all new regulations.
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0 Update the Pesticides Inspection Manual.
o Consolidate FIFRA Enforcement Response Policies.

o Revise FIFRA §7 establishmeﬁt registration rule and reporting
form to improve the usefulness of data in the system.

o Conduct periodic surveys of pesticide use to improve the priority
setting system.

Please let me know if you have questions or would like to further
discuss our plans for implementing the FIFRA Strategy.

Do/ S

Don R. Clay

Acting Assistant Administrator
for Pesticides and
Toxic Substances

Attachment
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[ntroguczion

Tais documant contains EPAd's strata far a2z
qy

*aviag and main
taining complianca wiln tha requirements of the F i

n -
Fsageral [nsectici:
fungicide, and Rodenticide Act (FIFA) 3s amendeq and implemensing
regqulations. The gocument providas an overview of tne FIFRA com-
pliance/enforcemaent program, a summary of prior strategies, the
existing state of compliance, the current goals and priorities of
the program, recommended strategies for attaining these goals, a
discussion of the rolaes of the Federal and State governments in
implementing strategy elements, a discussion of cross program
elements, and a description of the systam for program evaluation,

-
- r

The major elements in this strategy are reflacted in existing
guidance documents unless otherwise indicated.

It should be noted at the outset that this strategy takes a
comprehensive 1pook at the program and indicates a number of actions
which should be taken to implement an effactive program. Based on
rasource constraints, the actions which will be taken are limited
to those indicated in the priorities for FY8S5.

Fir2A Compiianca “roaram Jverviaw

Ssatutorv/Raguliazary Raguiramen=s

. rifRA, as amengeg, cdrrentiy nas 3 variaty 97 @m@<ianians T3 .roo-
tact health and the environment from unreasonable risks from pasticides
[t contains the following requirements:

o Federal registration of pesticides.

o Submission of data to EPA by the registrant/applicant for registra-

tion in support of registration, which shows that the product,

when used as directed will not injure man, animals, crops, or

the environment and will not result in 1llegal residues on food

or feed.

Federal classification of pesticides for general or restricted use.

o Specific labeling of pesticides, including the product's classifica-
tion and proper use directions.

o Child Resistant Packaging 1f a product meets certain toxicity
criteria and its lTabel allows for residential use.

o Submission of a Notice of Arrival for all importations of
pesticides or devices.

o Certain labeling for all exported pesticides and notification of
EPA when unregistered pesticides are exported.

o Estabplishment by EPA of residue tolerance levels for products
used om a food or feed crop.

o Experimental Use Permits (EUP's) for limited field testing prior
to registration.

o FIFRA.§18 Emergency Use Exemptions by the Administrator upon
applicizton from a State if certain criteria are met.

o



9 FIFRA §24(c) State ragist.—a:ion Tar additianal usas o7 i ‘e;*s:a.
pesticide within a State to meet speciai lgocal na2az1s.,

0 Cancellation/suspension by ZPA 07 pestiziges wnich 22.:32 Jo-~2:530-
adla aagverse affacts., -

9 Fedaeril registration of pesticide or device nroaucing 2 A

5 Submisson of annual reports to9 £°A and maiazenance 37 202«s ans
racords by aach registered estaslisnment.

o Establishment inspections. .

o Certification and training for usars of rastricted usa sestizidas
by the States with plans or EPA., (Pesticides classified for
restricted use may only be applied by or under the direct supers’
vision of a certified applicator.)

o Use in accordance with the labdel,

tcfficacy requirement for pesticideas.

o Prohibitions of statements or graphic representations on the label
which are false or misleading.

Q

Implamentation

FIFRA was first anacted as the Federal Insecticide Azt in 1910.
Since then, it has undergone major revisions which have rnsultad in
changes in the compliance/enforcement program.

Traditionally, primary responsidility for anrforcing tne raguire-

ments of FIFRA has rasided with th2 Fadara’ gavarqﬂent. in 1202,
fowaver, Congress Javagd tne way T3 sAifTL rasoonsiaiiicy T3 12 3:‘
by amending rlFRA t2 pravide Fa~ Fadar2isStiza2 'acp=~=°*/e PRI Sk
governing pesticides enforcament and applicator trajining ane carti-
fication. Congress further strengtnenad Ine rasponsioi.iiy o7 a2

States in the 1978 FIFRA amendments which establish the presumption
that States, under certain circumstances, shall have primary raspon-
sibility for bringing enforcement actions against violators of
pesticide use requirements (primacy). -

Most States who enter into a cooperative enforcement agreement
with EPA under 8§23 automatically obtain primacy as do States which
have an approved pesticide applicator certification plan (§4)
which also meets the criteria under §26(a) for adequate pesticide
use laws and implementing procedures. A State which has neither a
cooperative agreement nor an approved plan can also obtain primacy
if 1t has adequate laws and procedures governing pesticide misuse as
required by §26(a).

Section 27 of FIFRA provides for: 1) an EPA response to a
complaint alleging a significant violation of the pesticide use
provisions when a State does not commence appropriate enforcement
action within 30 days of a referral from EPA; 2) rescission of primacy
if the Administrator determines that a State is not carrying out its
enforcement responsibility; and 3) action by EPA during emergency
conditions.
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The 1972 amendments to FIFRA reguire the cartifizazisn 5%
1p31icacors t3 apply or supervisa tne 1pplization oF -asiizidas
classifiad for restricted use. Congress expected Stizzs o cartify
applicators and autnhorized funding support. The St3t2 Jocparativa
Sxtansion Services were to be utiiized for the trainiag 37 peszi-

cide applicators «itn EPA funding sudport.

As of October 1983, all but 4 States have funced cooparitive
enforcement agreaments; all bHut 3 Statas have Hean grintad use
eanforcement primacy; and all but 2 States have aporoved czartificaczion
plans. As these figures indicate, most FIFRA enforcamen:t and carti-
fication and training responsibilities rest with the States. £PA
activities include oversight of States with agreements, taking
enforcement action for cases refarred by the States, conducting
enforcement and certification and training activities in States
without cooperative agreements, and conducting national compliance/
enforcement programs in areas where Statas have limited jurisdiction
or capability such as data audits/laboratory inspections, import
and export surveillance, and rodenticide/device testing, and regulatior
development support.

Previous Compliiance/ cnforcement Strategies .

Pre-1980 Program Reassassment

Ganaral Enforcement of FIFRA

dhile the FIFRA anforcement prs5rm3m was 1ocatagd i1 Loe Unitz:
States Department of Agriculture (USDA), the enforcement orogram was
centralized witn all activities, inspections, case prapnaracion ana
policy development conducted by Headquarters personnel., After EZPA
was formed, a Regional program was adopted. Inspections and case
preparation were conducted by Regional personnel. Concurrence from
Headquarters was regquired for all civil actions. Headguarters
provided guidance and made policy decisions regarding the program.

Prior to 1972, the strategy for the Federal program was to
enforce product-related violations, {.e., mislabeling, inefficacy,
chemical deficiencies, nonregistration. There was no authority to
take enforcement action against improper use. Criminal action was
the only available response against violators.

The 1972 amendments to FIFRA 1) provided for administrative
civil penalties as well as criminal action, 2) made use incon-
sistent with the label a violation, 3) provided for cooperative
enforcement agreements with the States, and 4) required classi-
fication of pesticides along with provisions for certification
and tratning (C & T) of pesticide applicators. As a result, the

" Federal program shiftad to include enforcament of the label use

directions. The use of civil penalties became the backbone of

the enforcement effort. States were responsible for developing

C & T programs based on EPA regulations and obtaining approval for
these programs from £PA.



In 1373, £PA antared into ;ilst coopariative 33172272735 wisn
3 Statas. Prior to tnis time, tae Statas and tna2 Fzi:ci) joverinw.
had separatz programs with litztle iataraction. 7Tre faizial amonzsts
9% the cooperative program was jsint 2nforcamens i1 cantinyaen
Fedaral presenca in thosa States with agrsemen:s.

. The Fegeral enforcement program became more z22Ccantralizaz i-
February 1375 when Headquartars announced a program o waive can-
currence for routine civil casas, excluding use cases. Ry Novembar
1978, all Ragions were granted 1) full relaxation of the requiresman:
for Headquarters concurrence in actions relatad to stop sales
and civil cases other than misuse cases, and 2) partial relaxation
of Headgquarters comcurrence in the enforcement of misuse cases.

The 1978 amendments, under certain circumstancas, gave primary
responsibility for use enforcement (primacy) to States. As more
State programs became operational under cooperative agreements
and received primacy, raderal activities shifted to enforcement
prograas in States without cooperative agraements and primacy,
program ovarsight, training of Stata personne!, disinfectant/device
tasting, import/export surveillance, and data audits. .

Guidance for the cooperative agreement program was issued
annuaily. Until 13930, strategiss empnasizad a 3Jraduadi snifc from
activities ralatad to produzt compliance <3 tr3s52 monistariag ysa. .
Guidance documents assigned osarz2ntagas ) v3~fous aztisizizs
including agriculzural, nonasriculourzi 277 2avta~izantsl [z
inspections; producer establishment, marxstplacs, impor:, certifiad
dppLicator recards inspecticas; and rascricisd use pesiicive dea.er
inspections. The percentages correlated to the amount of total
workyears EPA expected the Statas to spend on the various activities.
Percentages were assigned based on prior violation trends and new
regulatory requirements.

Federal and State Certification and Training

Prior to FY81, the C & T program was operated by the 0ffice
of Pesticide Programs (OPP) independently of the compliance program.

1980 Program Reassessment

In June 1980, tha pesticides compliance/enforcement program
was reassessed. The resultant strategy document, "Reassessment of
the Federal/State Pesticides Enforcement Program®, has guided the
Federal/State cooperative pesticides program in racent years. The
document was the basis for major changes in the compliance/enforce-
ment program and contained the following goals and priorities:

o Improve management of all State and Federal pesticides enforcement
program elements by: a) developing a priority setting system; and
b) improving program evaluation through a better information
retrieval system, un{form evaluation standards, periodic progra
evaluations, and appropriate program modifications.



0 Ensure that eligidie Statas recaive pr .nafy and acagquzt2ly prstaze
tne pudblic. This goal was to Dde acniaved bty: a, pramu’ziting an
intarprative rule on primacy '*awdaris, 5) promuigating a rajuia-
tion governing hearings for rescission of srimacy; c) issuing
guidance cn incantives and sanctions to encourage adaquaze Stita
programs; and d; evaluating all State usa anforcaement programs.

0 Ensure effective compliance monitaring and enforcement 1ctivitias
by assessing training programs and revising training macarials.

o Ensure adequacy of the certification and training program bdy: a)
reviewing State plans and certification and recertification praoce-
dures and Extension Service program materials; and b) revising
training materials as appropriacte.

o Increase public understanding of and narticipation in pesticides
anforcement activities. This goal! was to be ichiaved hy preparing
materials and sponsoring training activitias designed to help usars
minimize pesticide risks and to halp persons exposed to pesticides
in documenting misuse violations. -

Imolementation of Stratagies

The Compliance Monitoring S:af dasignad and 22gan iazlamentiag
stratagias for achievzng PREFT-S R W 1 T3 3 summary 37 thsse
stratagias fallow

LMmarove managameaant

Priority Setting. The largest portion of the Agency's pesticides
compiiance and enforcement resources are directed at pesticide
product and use activities. Thesa resources are used primarily by
the States through the cooperative agreement program but also by
the Regions tn conducting FIFRA compliiance programs in Colorado,
Nebraska, Wyoming, and Ohio and handling referrals from the States.

[n the past, EPA Headquarters directed that resources in both
the State and Federal programs be allocated to compliance activities
based solely on general natfonal priorities. As a result of the
reassessment in 1980, EPA required both the States and the Agency's
compltance program to identify priority pesticide problems and to
allocate resources to activities which most effectively deal with
these problems. To assist the States in this activity, the Compliance
Monitoring Staff (CMS), in conJunct1on with the Qffice of Planning
and Resource Management (OPRNM), eve]oped a flexible priority setting
model designed to ensure that resources in both Federal and State
FIFRA comptiance programs would be applied in a manner which would
most effectively address major pesticide use problems arising in
individual States. This model was included in the FY82 guidance for
Cooperative Enforcement Agreements and was referenced in the Guidance
for Federal Programs in States without Cooperative Agreements.



Application of the model results in four oroducets:

pesticida use problems rankad by *their ralaziva
ion to harm frcm pesticida use/misuse incizanzs.

2. A listing of pesticides rank2d by their relativa Zsnzribusis-
to harm from pesticide usa/misuse incidants.

3. A list of program activities to be carried out t2 deal wi=h
gach of the identifiad problems, including oboth traditiona;
compliance monitoring and enforcament efforts as well as
other activities such as increased education.

4. An allocation of program resources that maximizes potential
program effectiveness by considering 1) the relative priority
of the use prodlem addressed; and 2) the likely effectiveness
of the proposed activities in deaaling with that problem.

A1l States have begun implementing this model! or a relatad
method for identifying priority pesticide use problems and
effectively allocating available resources.

The FY82 Cooperative Agreement guidance gave general direchions
for setting non-use priorities but contained no specific model.
Upon request of the States, such a model was developed for the
F13+ guidance. Jdecausa narm is iikely to oe greater ror use-ralatea
activitias and the compliance rat2 is generally hign for non-use
reiacad activitias, 272 ranking ar2:2adura sugges:s that 28% of
avaijazia ias0ection m~232urmz2s 22 3tizgatad g non-us2 rajatay

activities, \Under the ranking praceduras suggestad for non-use

peicritias, ccapliaance wwaitoriag griocity i3 assign2a in dae
following order to establishments within a State which produce
restricted use pesticides (RUP), pesticidas subject to the Lave)
Improvement Program (LIP), and pesticides likely to be subject to the

Child Resistant Packaging (CRP) requirements:

1. Violators in the State
a) Establishments with major violations.
b) Establiishments with multiple violations.
c) Establishments with minor violations,

2. Establishments not previously inspected.

3. Establishments previously inspected with no violations detected.

Information System. A stratagy for improving data storage and
retriava or both the pesticides and toxic substances compliance
enforcement programs was initiated im 1979. Prior to 1981, the
Compliance Monitoring Staff had two ADP systems: 1) the Pesticide
Enforcement Management System (PEMS) which contained inspection,
sampling and case development data, and 2) the Establishment Regis-
tration Support System (ERSS) which contained FIFRA §7 establishment
registration sata. In 1979, a strategy was developed for consoH-d‘
dating, expanding, and improving these systems into a new automate
data systam FATES (FIFRA and TSCA Enforcement System). FATES con-
sists of five subsystems which operate independently with cross

- reference capadbiiities:



Pasticida astablishment registration and production ~230rzing
{1spections and saapling

Zise management

Grants information

Contract inspactions .

00000 o

After a f2asibility study in 1979, a system design pnhasa was
initiatea in 1928J. 3Javalopment and implementatiaon was begun in
early 1981, and by October 1381 FATES was operationul. Regional
system installation and user training was accomplisiied in 1982,

and system validation was completed in 1983, However, major FATZS
data base system updates and enhancements are required to maintain
data for new program activities such as the FIFRA Child Resistant
Packaging and Label Improvement programs, and to provide comprehen=-
sive information for the Administrator's Management Accountability
System. Additional ADP contract resources are required to provide
these system enhancements and to maintain the additional data the
new nrograms generate. W“hen fully operational, FATES should facili-
tate priority setting.

Uniform Standards. In 1982, an evaluation protocol was included in
the F183 cooperative agreement guidance. The protocol was developed
1) to ensure that all State cooperative enforcement and C & T programs
wouiag 0e evaiuated annually 9y th2 Regigns accariing 0 uniform stan-
dards; and 2) to 2ensure that appropriate pesticide usa prablems would
S2 addrassacd in St2te pesticide applicator tr2ining and cerzifizazion
matarials., Tnis sratocoi was daveloped for uge in FY33 ang will se
modified as appropriate based on experienca with i1%s use.

Information from program evaluation is particulariy important,
since it is to be used by the States to update priorities for the
next year and to determine specific areas needing additional
regulation (for example, through OPP's label improvement program).
This use of priority setting and evaluation gives tha2 program an
element of flexibility which allows resources to be allocated each
year tao those areas where they are most needed and can be most
effectively used.

Primacx

At the request of the States, EPA developed a rule interpreting
several key provisions in §26 and §27 of FIFRA. The Interpretive
Rule promulgated on January 5, 1983 addressed 1) when a State will
be deemed to have adequate pesticide use laws and enforcement proce-
dures, 2) criteria used by EPA to determine whether a State is
‘adequately carrying out primacy, 3) EPA procedures for referring
misuse alleagations to the State and tracking State responses, 4)
the meaning of appropriate enforcement action, and 5) factors con-
stituting an emergency and circumstances under which EPA will defer
to the State for enforcement., Generally, the Agency determines
whether a State should be granted primacy or whether its use program
is adequate based on a review of the State's entire program rather
than a case by case review. EPA evaluates a State's primacy program
during the end of the year grant review for those States with coopera-
tive enforcement programs.



On May 11, 1981 £PA promulgated a rule (48 FR 25333 z3varni
procedures to be followed by the Aaministrator in rescinaing
primacy. Under these procedures, whenever the Administraztor maxas
a determination that a State is "ot adequataly discnar3zing its
use anforcement responsinilitias, ne muss send a notica T3 the
State spec1fy1ng the deficiencies in the State's us2 anforcem
program. If aftar ninety days ¥rom recaipt of a nstica by a
the Administrator finds that the State has not corrected the
gaficiencies set forth in the notice, the Administrator may rescind,
in whole or in part, the Stata's primary enforcement responsibility
for pesticide use violations. In practice, if someone complains or
deficiencies are discovered during an avaluation, the Regional
office will contact the State and try to resolve the problem prior
to formal rescission proceduras., Generally, few problems have arisen,
and those were satisifactorily resolved.

t
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Training/Guidance

Throughout the development of the cooperative agreement pro-
gram, cPA has placed a major amphasis on training state paesticide
inspectors. State inspector training has been accomplished primarily
by the Regional offices through formal training sessions and through
having experienced EPA pesticide insoectors assist State insoesctors
in the fiald. In addition the National Enforcement Investigations
Canter (NTIC), in cooperation with tha Csmolianca HMoni<oriag S5t3f7
[£4S) and the Ragions, conducss uysa/misiysa iavesticgasion worts 00’
for State pesticide insgectars. 7Thase works3hops cover stata af
the art pesticide drift monitoring technicues and basic use/misus2
investigation techniques. Tne worksnaps incluyge potn classroom
and field training, EPA intends to continue both these training
programs in the future,

In addition to inspector training, EPA has emphasized the
improvement of State pesticide laboratories and training of Stata
chemists to ensure the quality of State pesticide analytical data.
Under a Memorandum of Agreement between CMS and NEIC, the NEIC con-
ducts chemists training workshops, provides advice to the States on
analytical techniques, conducts on-site reviews of State pesticide
laboratories to evaluate sufficiency and recommend improvements,
and conducts a check sample quality control program. These
activities will continue in the future.

: To ensure that compliance/enforcement activities were properly
carried out, an inspection manual and case preparation manual
i{ncluding a FIFRA civil penalty policy was issued to the States.
Additional strategies and penalty policies were developed for
new regulations. In addition, guidance has been issued to the
Regions/States governing response to cancellations/suspensions.

CMS and the 0ffice of Legal Enforcement Policy recently released a
revision of the Pesticide Case Preparation Manual as the FIFRA
Compliance/Enforcement Guidance Manual.

L4
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In FY81, OMB transferred tnhe program %o tne comslia:
an¥arcament program. 1his transfar provided an oppor-tuni
batter cZoordinata the two programs,
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FIFRA provides that certification of pesticide apalicators
be accomplished under State Certifization Plans anproved by
EPA with training provided by tha State Cooperative Zxtension
Services (SCES's). This objective has been largely accomplished.
Only Colorado and Nebraska lack approved certification plans and
only the Colorado* SLES fajils to provide applicator training. In
each of these States, EPA has established programs in the adsenca
of State activity.

Three Federal agencies, the Department of Defense (000),
the Department of Interior (DOI), and USDA, have established oro-
grams to certifty their own amgloyaes. These programs are authorizad
by EPA to allow Federal agencies to certify their employaes to apsly
pesticides anywhere in the performance of their official dutias.
Federal employees can still be certified by Statas, but their certi-
fication has the same geographic 1111tat1on; as other applicators
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Certification plans were required to contain a provision kaeping
applicators abreast of changing technology. This requirement is
generally met by recertification either at specified intervals or
when deemed appropriate by the State. Most States have completed at
least. one recertification cycle.

EPA has worked with USDA to develgp training material, There
{s need to periodically update the material in order to incorporate
information on new technology. <ZIxisting training material is
cataloged at the USDA Beltsville library.

Additional Activities - Federal Program’

Input tnto Development of New Requlations

To ensure that new regulations are enforceable, CMS participates
and assists in the development of regulations or other regulatory
actions such as suspension/cancellation orcers for which the Office
of Pesticide Programs (OPP) has the lead role.

*Colorado has indicated an interest in establishing a2 progranm,
which will inttially cover only commercial apnlicators.



Seneral

As mentioned praviously, the Faderal ra'2 shifz2q, 33 mcra2
Statas racaived grants, to the oversight of the zcoo2r2tive progrza,
eanforcement response far State referrals, enforcamen: programs in
States without cooperative arograms or primacy, ana a compliance

monitoring and enforcement program consisting of daza audics,

import and export surveillanca and efficacy testing. With tne
excaption of the data audit pr~gram, which is managed at Headquar%ters,
the Regions have primary responsibility for the Federal Program.

CMS provides guidance documents, policy interpretations, technical
support, and ovarsight for Regional activities.

Data Audits

The data audit program for studies submittad in support of
pesticide registration was instituted in 1975 after the Food and
Drug Administration (FDA) found that studies submitted to it had
serioys deficiencies. The strategy has been to audit studies at
problem laboratories, audit studies of special significance to*
requlatory decisions, and conduct routine audits at all pesticide
laboratories. Under an Intaragency Agreement originating in 1973,
FUA conducts iaspections at Taberiatories whica conduct ne2alzn
effacs studies. £PA inspactors arimarily conduct audits 3f anviron-
mental studies. EP?A sciantists participata on augdiss as 2a20rzori
A Daza Audit Panel witnin 3ffice of Pesticidas and Taoxiz Sursctand
(OPTS) targets inspections, reviews reports, and recom-
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FIFRA Import Surveillance

Compliance monitoring of the import provisions of FIFRA is
performed in cooperation with the U.S. Customs Service. Customs
inspectors screen imported pesticides and allow only products
which are in compliance with FIFRA to enter the United Statas.
1f a pesticide appears to be in-violation of FIFRA, the Customs
inspector stops the entry of the pesticide into the Customs
Territory of the United Staes and refers the matter to the appro-
priate EPA Regional Office for resolution or enforcement action.
In addition, a Notice of Arrival form is required to be submitted
to EPA for all importations of pesticides and devices. An annual
average of 4375 Notices of Arrival have been received and 670
inspections of imported products have been conducted for the past
few years.

Efficacy Testing

Disinfectant Testing

The Federal program for disinfectant testing, which is no
longer active, iavolved efficacy testing of hospital disinfectant
Such testing is important considering that failure of hospital
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<ants can contridute t3 tha incidenca 9f in‘as-
n2r3dia patiants and resulT 7 unnacassary and UnotIwiag
of nosoital staff to pathogenic organisms., 0P°'s 3alzsviiia
liboratory formerly performed efficacy tasting on aoouz 290 samolas
oer year. T1he failure rat2 ranged from 46% of 111 samoles in 1330
to 72% of 43 samples in 1382. The Beltsville lazoraztory suspancaa
tasting of disinfectants, sanitizers, starilizers, 3ana germicigas
in Octcodoer 1532 due to competing higner-priority needs, alznougn
the capability to perform such tests ramains. £ZMS proposad an
afficacy testing program for FY8S5; however, it was not included in
the priority listing of .0°TS programs.

Ultrasonic Device Testing Program

Under an Interagency Agreement between the FDA's Winchaster
Engineering Analytical Cantar and EPA's CMS, the FDA tested the
acoustical properties of a dozen different ultrasonic pest control
devices being manufactured in the United States. This information
was usad to salect “reprasentative" devices for testing the princip]
of ultrasound on rodent control. The effijcacy testing is being
conducted under 3 separate [nteragency Agreement with the Denyer
Wildlife Research Centar, Fish and Wildlife Service and CMS._ A
final report on the first of six devices was recently received,
and the other tests and reports will be completed by February
1984, CMS and OPP will yse this information ia the requlation of
ultrasonic device Taballing claims which are overstated.

lactromagnatic Dévice Tasting Prpcram

A orogram similar to tha ultrasonic crcgram was conducted
for devices which purport to control pests utilizing the principie
of electromagnetism. The Bureau of Standards, through an [nteragenc
Agreement with CMS, conducted the electronic analysis of eightzen
different devices. University and USDA personnel conducted efficacy
tests on rodents and insects for CMS and determined that electro-
magnetic devicaes were ineffective for these pests. Appropriate
requlatory actions were taken by CMS which resulted in the ban of
these types of devices from the consumer marketplace.

Rodenticide Efficacy Testing

The Office of Pesticide Programs funded an Interagency Agree-
ment with the Denver Wildlife Research Center in FY83 to conduct
a national program to test rodenticides for efficacy. CMS is
participating in this program dy coordinating the sampling,
chemistry testing, efficacy reviaws, and enforcement response, if
any, for the rodenticides.
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Moni<sring of Fadara'l Scrav Programs

Tha EPA through tnhe Federal enforcement prograim 5-
cooperative State programs routinaly monitors spray :rs
funded by Federal agancias. For instance, applicazians
for-hire applizcators during the Grasshopper Control Program nave
been monitored by the States of New Mexico, Taxas, 23nd Oklahona,
and by £P?A in Nebraska and Colorado. The TPA and tne States
may also conduct use investigations for smaller scale programs
including aquatic weed control, forast pest control, and pre-
datcr control programs.
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Present dtate of Lompiiance

Requlated Community

The following is a list of known members of the regulated communicy:
o Nunmber of Registarad Estabdblishments 11,000

o Number of Applicators Trained and Cartified

Private 1,500,000
Commercial . 436,300
o0 Numsar of Laboratarias Conducting FIFRA Studias <33

[

o Number of Notice of Arrivals Received in 1982 (imports) 5,07

o Number of Export Notices received annually (approximate) 753
o Number of Experimental Uz2 Permits Issued in 1982 447
o Numper of §18 Exemptions issued in 1982 * 373
o Mumber of Restricted Use Pesticide Dealers 23,706

(This number does not include dealers in Colorado,
Montana, or North Dakota. It is estimated that
these States have approximately 300 RUP dealers.)

This 1ist does not include information on the total number of
pesticide users or pesticide dealers of unrestricted pesticides.
Many users of pesticides only use general use pesticides and there-
fore are not certified. This is especially true of homeowners who
are not commercial applicators or farmers. Although the unknown
categories represent a large number of persons, the overall impact
of violations by this group which go undetected s much less than
the effect of violations by members of the known regulated community.
Violations by the known community may involve more highly toxic
pesticides or product type violations which impact a large number
of people if left undetected. Violatioans by private users who ar’
uncertified generally affect a more limited population. In addit ’
violations by usars which result in serious harm are likely to de
reported to the Agency.



Inspecstians ansd Actinns
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Tha shif+< from a Fa2deral to 3 Stita praogram has
incraasaed number of inssections and increasag fiald
complete data Dase on enrtorcament actions waicn incl
activitias only axiscs vor FYS1 and FY82. In 7731,
50,104 State inspections was ccnducted. Tha gercan:t of
resulting in ac<ion was 17.4. In FY82, a total of 32,317
inspections was coaductad. The percant insnections rasulti
actions was 13.1. Violations figures for specific types of
inspections indicate a higher rate of noncomplianca “2r use relatad
requirements than for non-use related requirements.
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The number of Federal inspections for FY81 and FY82 was 2254
and 2021 respectively. In FY81, the number of enforcement actsons
was 756 and in FY82 the number was 1139, These figures include
actions pased on referrals from the States. A detailed breakaown
of the numbers of inspections and actions can be found in Tables I,
II, I1Il, and 1Y. (See Appendix.)

8oth SPA and the States are c¢ollecting 2 large body of data
related to specific types of violations. Tne Agency will incluae
this data in the FATES system and then use the system to better
define major violations and specific causes of violations if
funding is availabla for system modification.

Goais ana “rioritias

Long Term Qoals

, Long term goals for the FIFRA Compliance/Znfarcement Progran
are listed in order of priority telow:

o Expand FATES to include State data and assure compieteness of data.

o Develop a predictive model to set priorities.

0 Ensure that all States participate in cooperative enforcement
agreements and the C & T Program.

o Improve EPA-State communication systems through the use of stata of
the art technology, e.g., use of electronic mail.

o Provide guidance and training to the Regions for data audits/
laboratory inspections and case preparation,

o Conduct periodic surveys of pesticide use to improve priority

setting system, .

Continue refinement of program management for the cooperative

enforcement program, the C 3 T program and Federal program.

Improve program evaluation,

Ensure the adequacy of the C & T program.

Review cartification and training materials. '

Ensure adequacy of Federal Compliance/Enforcement Program.

Promote programs to prevent violations of FIFRA.

Provide technical and legal support to States.

Continue to provide training for State inspectors and chemists.

Continue cooperative relationship with States.

rd
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Develop compliance monitoring stratagias and enforcamens
rasponsa policies far new regulations and susoansians’
cancellations as appropriate.

Update the Pasticides Lnspectioan Manual.

Consolidate FIFRA enforcement reponse policies.

Revise FIFRA §7 establishment Tegistrition rul2 an3d ra2corsiag f3rq
to improve tne usafulness of data in the systam.

2xpand formal referral systems within the Agency.

Expand formal referral systems w#iZh other Agencies.
Improve referral system between the Ragions and States.
Expand work with the press and speciial interzst groups.
Continue integration of inspections.

Near Term Priorities

Priorities for the FIFRA compliance/enforcement program through

FY85 fall into the following management, compliance monitoriag
enforcement response and certification areas:

Management

(o)
Q

Write FY85 Cooperative Agreement Guidance. .
Develop formal procedure for and provide support to OP? for most
new regulations, suspensions/cancellations and other actions to
ansura *hat the documents are anforceabla, T1 order to do this
effactively, it is mandatory that complianca/enforcament progran
staff be involved early in the development of such documen:s,.
This has Deen a problem in the past. Tharefare, a formal sys5t2m
of communication between OPP, Q7fice of General Counsel, anc <is
should ha davalnped,

Finalize strategy for conducting data audits and Good Laboratory
Practices (GLP) inspections.

Finalize enforcement response policy for data audits/GLP
inspections.

Develop compliance monitoring strategies and enforcement response
policies for most new regulations and suspensions, as appropriate.
Ensure that all States and Regions conducting Federal

enforzement programs have fully implemented the most effec-
tive/flexible system for allocating resources to priority
pesticide problems.

Provide technical and legal support to State.

Provide training for State inspectors and chemists.

Prepare additional policies for the FIFRA Policy Compendium, as
needed.

Promulgate final FIFRA §4 rule requiring dealers to keep records
of their restricted use pesticide sales and clarifying where
commercial applicators must keep their records on their applica-
tions of restricted use pesticides.



Compliance Monizorinag

Program guidance indicatas tnat genarally 785% 7 ‘-:s:3:z<dzn
resourcas should be diractad 31t use prob?eﬁs and 23% 27 c-eaguze
related priority probiems. The criority setting cuizanza i35 designacq
to be flexibdle, a.low1ng a shif2 in 1nspect1on targats “rom year 9
y2ar basad 20 shifts ia Stata specific problams ans 2w “1°R3

regulations.

In addition, the Federal program will emphasiz2 tne da:a
audit/laboratory inspection program.

Enforcement Respnonse

States will set their own anforcement priorities with major
empha51; being given to priority use problems which they have agraed
upon wit h EPA.

The Agency attaches the highest priority to responding to thne
following instances of noncomplianca:

o Violations relatad to those priority use problems which
tcPA and the State have agreed to track under primacy and
for which the State does not take appropriate action.

o Violations related to othar priority use problems 235taslisned
by the Statas or EPA.

o Submissisn of false data %t 222 in conjunctimn wizh fassiziia
ragistration.

0 Sale of Rastricted Usa Pesticides to uncertified applicators in
Statas with Fadaral Prsgrams.,

o Label or formulation violations likely to result in harm to
health or the environment.

o Violations of Child Resistant Packaging regulation.

o Pesticide enforcement registration and reporting violations.

Certification

o EPA will conduct Certification Programs in States without
approved certification plans.

o EPA and States will ensure that applicators are made aware of
changing tachnology.

o EPA and States will continue to certify new applicators.

o EPA will prepare guidance to encourage States to address major use
problems in C & T materials.

o EPA will prepare guidance which ensures that State C & T materials
meet Federal standards, as appropriate.

‘PTans for Achieving Program Goals

This section discusses the compliance monitoring plan, the
compliance promotion plan, plans for responding to noncompliance,
certification and training, Headquarters/Regional coordination,
Federal/State relationship, and cross program effects.

L4



Comnliance Monitoring Plan

Objectives

The basic objectives of <the complianze monitoring 272n 2rae:
1) to provide a visible enforcement presence which will ancourige
voluntary compliance; 2) to collect evidence t0 support entorcamens:
actions; 3) to expand the data base for determining compiiance oy
the regulatad community (FATES) and to use this information %2
identify persons likely to be in noncompliance; and 4) to discover
problem areas requiring resolution through regulatory initiatives
by 0PP.

Compliance Monitoring Tools

Tools available to EPA and the States for monitoring compliance
with FIFRA include data review, letters, and on-site inspections.

EPA can determine by reviewing available data whether an
establishment has met its §7 reporting requirements or wnetner
there is some questionable registratlon data.

Letters are used to determine which specific industries are
actually subject to FIFRA requirements when a full scale on-site,
inspection is not cost effective. They are generaily usad wnen
purposeful noncompliiance is not saspectad and the likalinood of
rasponse is good.

On-site inspect1ons are the maJor method 'hrough which £PA
monicors compliance with TIFRA. Taes3e inspassicns 372 ssadgstel
in response to comptaints and on the basis of target selection

under a neutral administrative inspection scheme (NAIS).

Inspections Based on Referrals/Complaints

Both the Agency and the States place a high priority on
response to complaints or referrals regarding violations.
Referrals, tips, and complaints are particularly important to
EPA compliance monitoring for misuse. This is because FIFRA §9
gfves EPA inspectors authority to enter only establishments where
pesticides are held for distribution in commerce. It does not
clearly give EPA authority to enter places where pesticides are
being used. Therefore, the Agency can enter such places only with
1) consent of the owner or his agent, or 2) with a warrant based
on probable cause that a violation has occurred, or is occurring.
Probable cause can be based upon a detailed allegation from a
reliable source linking specific action with a specific misuse.

Some State statutes give their inspectors broader entry
authority to detect misuse.
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Misusa is difficuit to detect uyni2s3 an inspacis~ “5 ;- 252n-<
during actual use or soon a’tar tae use 07 the pesiiziza. Thara-
fore, use inspections are conductad in resoonsa T2 & I:-2i2iaz
referral or during %tne actual application of tne s23:3°:iza, Lagi-
timate complaints/referrals regarding peszizid2 misusa nay 32
inaffactive if tney are-not made and investigatad cromotly decausa

the avidencae, especially in the case of hignly taxic organjonasanitas,
will no longer be there at the time of the iavestigation.

Even if there were no limitations on entry authority, avidance
of pesticide misuse may be difficult to detect during a planned use
observation., Because inspectors would not generally otherwisa know
when and whera a commercial or private applicator is going to maxe
a pesticide application, they make appointments to conduct the
observations. It is, therefore, not as likely that instances of
knowing and willful misuse will be detacted on a planned inspaction,
as on an investigation conducted in response to a complaint.

Routine Inspections

EPA and the States can use on-sita inspaction to detarmine’
with relative ease and at reasonable cost whether an estadlishment
has met its establishment registration or reporting requirsments,
whathar a product is appropriately laogeled, ¢r whnather sciantiiic
Zata submittad in su99nrt 3f 3 nasticide raegistration corractly
reflects tha testing which was conduczad and th2 rasuits.

Since most States have regu?at1ons requiring dealers of
RUP'S TO keep records o/ Caeir saies, 12 i3 relatiseiy €335 ror
States to determine whether the requirement is being met. In
addition States can follow-up the records and inspect the applicator
to determine whether he is certified. Based on records which
commercial applicators are regquired to keep, it-is often possible
for the States to determine whether the RUP was used in accordance

with its label instructions.

EPA does not have requlations requiring dealers in States
without cooperative agreements/primacy to keep records regarding
their sales of RUP's. As a result, it has been difficult for EPA
to determine whether dealers in these Statas have sold RUP's
to uncertified applicators. Although Federal regulations exist
requiring commercial applicators to keep records regarding their
RUP applications, the regulations were unclear about where these
records had to be kept. However, EPA expects to remedy these
problems by promulgating a final rule under FIFRA §34 requiring
dealers to keep records of their RUP sales and clarifying where
certified commercial applicators must keep their records on their
applications of RUP's., This rule should appear in the Federal

Register early in FY84,



Targetting

As indicated on page 6, EPA and the States use the priority
setting system for pesticide use/misuse to determine specific
categories of persons who should be targetted for inspection.
Selection of specific persons within each category is based on an
NAIS., The system is flexible and may vary from year to year based
on major existing or anticipated problems. Each neutral scheme
includes a set of criteria designed to help the Agency and States
achieve the best cost/benefit ratio between the use of compliance
monitoring resources and detection of violations., The criteria
applied to all facilities under a neutral scheme vary based on
individual priorities but generally include the following: viola-
tion history, production volume, amount of specific pesticides
used, inspection history, and location, Inspection targets are
selected at random based on available resources from the facilities
ijdentified through application of the NAIS criteria.

The current use/misuse priority setting system is based -
primarily on data in case files and incident files. It thus
yields priorities which are responsive to previously existing
problems which posed actual harm. This system should be com-
plemented by one aimed at predicting potential for harm based
on trends in the quantities and types of pesticides used. Such
a system would require periodic surveys of pesticide use by the
States and/or EPA. To date, resource limitations have prevented
further exploration of this option.

The priority setting system for product/facility related
inspections (see page 7) results in the targetting of specific
persons and products for inspection. Again priority is based on
a number of factors including violation history, production of
products most likely to result in human or environmental harm
if violative, and the need to show a government presence for
important new regulations. Since States and Regions will use
this system for the first time in FY84, EPA may need to make
adjustments in FY85,

To assist in targetting use inspections, the Agency needs to
encourage the successful generation and transmittal of referrals,
tips, and complaints in both misuse and use areas. Therefore, EPA
should undertake the following activities:

Expand Formal Referral Systems
Within the Agency

A system for data audit/laboratory inspection referrals exists
between the Office of Toxic Substances (0TS), OPP, and CMS. Also,
OPP provides referrals regarding products not in compliance with
the Child Resistant Packaging Regulations. A formal system for
referrals for other requirements should be developed. EPA should
encourage States to develop similar referral systems within each
State.
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txpand Raferral Systems
Aith Othar Acancias

Whila tne Agency nas refarral systams f3r ssacific tynas of
sroducts or vialations witn FJA, Consumar ?rocuc: Safaty Zommiss:a
{CPSC), Occupational Safety ana Heaith Administration {0SHA), 2aaz
Faderal Trade Commissian (FTC), it should a2xsand the systams., 3223
should ancourage States t5 set up simiiar sysctenms.

improve Refarral System
Betweaen the Resions and States

FIFRA §27 requires EPA to refer all significant allegations
of pesticide misuse to the States. The Interpraotive rule providas
specific procedures for the referral and tracking of such cases.
Although all Regions have implemented informal referral and trackin
systams, some systems ara better developed than others. All the
Ragions need to implement a formal system.

Expand Work with the Press
and Soecial Interast Groupns -

Botn EPA and the States perioaically encourags the national
and local trada press to write articlas on n2w and axistiag peszi-
cide control raquiraments. Xncwledge aF FIFRA and Stata passtiziza
Tiwe nMave zonsistently rasulzagd in giscovery 2f viaglasisans gf sasn
laws. Because evidence of pesticide misusa may rapidiy disappear,
it is particuiarly impertant znat Z7A and Taa 3:dtes e«gand casir
efforts to work with such groups as farmworkers to educate them
about basic evidentiary requirements and the need to contact the
government as soon as possible after occurrence of the allaged
misuse, Efforts made in this area continue to be restricted by
resource levels. CMS has issued a Complaint Form, which was
sent out 25 in update to the FIFRA Inspection Manual, to facilitate
the reporting of complaints or referrals.

. Inteqration of Inspections

To make the most effective use of resources, both EPA and the
States currently conduct inspections based in part on geographic
proximity of the targets. Both will continue this approach.

EPA wil1l also continue its program of integrating FIFRA and
TSCA data audit/laboratory inspections.

Inspection Frequency

In the past EPA and the States were to inspect estadblishments
manufacturing general use pesticides avery 5 years and those manu-
facturing RUP's every 3 years. In practice, this has varied based
on the number of establishments existing in a State. EPA has moved



- 20 -

away from requiring 1 specific fraguancy in its guitanca. [s+s5%2az,
tne Agancy suggests that Treguency ne astipiisnad TIrcu it T2
prigrity sa3tting systam. This is trua for nisusa B
estadlisnhment inspections.

Laboratories are 2xpectad tD be inspectad undar~ =22 4373 aygis=/
ladboratory inspec<ion program avery 2-3 years.

Inspections 3t device producing establishments snould bde sarst
of the routine inspections of establishments manufacturing general
use pesticides. When the Agency is conducting a major testing
program for specific devices, samples are collected at Headquarzers'
request or in response to complaints. Types of devicas for which
testing has been/is being conductad are water purifiers and elec-
tromagnetic, supersonic, and ultrasonic devices with rodenticide ar
insecticide ¢laims.

Disinfectants are collected as part of a Stata's routine
inspections. Since the Agency no longer conducts efficacy testing,
there is no separata program for disinfectants.

Rodenticides are collactad as a result of sample raquests
prepared by CMS. Samples are raquested based on an 0PP pranarad
list of products wnich QPP believes should be tested.

Follow-up Insnactizns

Follow=-up inspecsinns are canducted wnan mora iaformatian
is needed for a possible enforcement case or wnen violations
S2ve Heen foumd 274 tha Rajgingn/State datarmiaceg that aqntha-
inspection is necessary in order to assure compliance. The
frequency is determined on a case-by-case basis depending on
the nsed for a follow-up inspection to assurs compliance.

Inspection Quality

To ensure inspection quality and the evidentiary value of com-
pliance monitoring information collected by the States, EPA will
continue to provide training for State pesticide inspectors and
State pesticide chemists. The types of training provided by EPA
are described under the training saction on page 9. Aside from
training, basic guidance on the conduct of pesticide inspections
is contained in the Pesticides Inspection Manual. This manual
will be up-dated and revised 1f resources for this activity are
available in the future.

In addition to providing training and basic guidance, EPA
reviews State inspection reports to ansyre that inspections are
conducted properly, appropriate inspection procedures are followed,
and sufficient evidence is collected to support enforcement actions.
This review is normally conducted as part of EPA's routine oversight
of the cooperative program during mid-year and end-of-year reviews.
This review activity will contiaue.

*
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In accordanca with the Agency's Qualizy Assuranza

-n] requira-
ments, Statas recaiving grant money through tne cooo=rative gnforca-
ment program must develop QA Plans covering botn camaiiance meonizariaz
and sample analysis. These QA Plans must De subdmizzec =5 tne Ragisna.
Quality Assuranca Qfficars annually for review znd 225raval, Tne
Compliance Monitoring Staff, with tne approval of the T?A Jualit
Assurance Management Staff of ORD, has provided guidance to the

negions and States on the development of QA Plans.

Compliance Promotion Plans

Objective

Compliance promotion is an important component of any
successful compliance program. The objective of compliance pro-
motion is to ensure that the regulated community is aware of
the requirements of FIFRA and related 3S:ate pesticide laws and
understands what it must do to comply.

Since neither EPA nor the States have sufficent resources te
inspect every member of the community regulated under FIFRA, both
must depend largely on voluntary compliance.

Tools

EPA and the States promote voluntary compiiance witn ri”RA
through the following mechanisms.

Educational Programs

Certification and Training. Perhaps the most widespread compliance
promoetion tool 1s the pesticide applicator training and certifi-
cation program. This program is conducted by EPA in two States

and in other States by the Statas themselves. It ansures that both
private (farmers) and commercial applicators (all others) are not
only aware of pesticide use requirements and generally competent

to apply pesticides but competent in particular to appiy restricted
use pesticides. Training materials are frequently revised, and

EPA will issue further guidance in FY85 directing that information
from the priority setting process be fncorporated into certification
and training materials and examinations as appropriate. Implemen-
tation of this gufidance will be dependent on available resources.

Other education programs. These programs are designed to promote
safe pesticide use. An example is Project SAFE, which is sponsored
by the National Aerial Applicators Association and the Extension
Service and is supported in part through cooperative agreement funds.
During the first phase of project SAFE, trainers were tratned to
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conduct fiy-ins* to ta2acn aerial appiicators 2%ezzer ¢
;echniques to mi11niz= pesticida drifs and <o obtain
control with the miaimum amount of pesticide. The-=
three trainer fly-ins whith involved aporoximately .3 .

Juring the next phase of f the program, these traine1 s*ac1alis:s,
mostly cooperative axtension staff, will be conducting fly-ins far
derfal applicators in their States to help the asolicators c=}1~r=-=
and apply pesticides in the most environmentally affactive manner.
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Farmworkers Program

Several years ago, the Agency initiated a program to evaluate
the specific problems of pesticide misuse related to farmworkers,
espec1a11y the migrant farmworker.

In 1974 the Agency promulgated 40 CFR 170 Worker Protect1on
Standards, wh1ch addressed four basic protections to persons
engaged in agricultural hand Tabor in the field: 1) protection
from being sprayed, 2) reentry periods (one general and 12 specific),
3) protective clothing, and 4) warnings. The worker protection .rule
found in 40 CFR 170 are implementad through the labeling of agricul-
tural pesticides. The regulation is enforced at the registrant °
level by requiring specific lanel language. The reagulation is
enforced at the user label in that i: s illagal %5 use a p2as5:tic
in 3 manner inconsistent with izs laZsiinc. A worcgrous has s=2n
formed to revise the worker Protaction Stangards az 23 CFR (73,
Language Tor Jse on outdoor a,..-;l:;f*’ poS352%5 o Tz=s
the standards is being developed under OPP's Label [mprovement
Program. OPP is also considering a aual language requirement,
English and Spanish, for highly toxic products 1abe1ed for agricul-
tural use to help assure compliance. )
The Agency continues to hold meeting with farmworker groups
tc discuss farmworker problems and seek solutions. CMS included
in the annual cooperative enforcement agreement guidance a request
that States consider Farmworker exposu-e in setting priorities.

Publications

Compliance Policy Compendium. The Agency has developed and will
continue to expand i1ts compendium of FIFRA Compliance Policies.
‘These policies interpreting compliance requirements are available
to the regulated community as well as the Regions and the States.

*

.Fly=ins are progranms in which aerial applicators actually fly
their airplanes to the training site. They then fly over a
designated area and apply water containing a dye. The spray
pattern i{s then analvzed.
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Susoended and Cancaljad 2ascicides 3aoklet. This 5o

SR 12T vi3 Tiegsq
orepared by CMS in 1977, 1t was compilad ty summaniza 2°: ziaridy
Agancy actions on pesticidas which have dean susp2nc2:, tincal’lagz,
or otherwise restrictad, [t was designed as a juiz< rza-armca iz

2 zudlig,

for use by pesticide iaspectors bu: is avajladla =3 =

?ublication of Rasults of Major Testing Prograns. In Jes
CUS issued a punlication calied 1ne xnvest1gat1on of 2771

:nforcnment Activitiag Qalating to clactrsmacnatic 7333 L

Davices. Ihe results of the ultrasonic testing orogram w1ln a1so

be published in the future. These types of pudlications ars useful

to other Federal regulatory agencies, consumer groups, foreign -

-countries, prospective producers of such devices, and to tha nublic.

Notices of Judament., Ynder Section 15(d) of FITRA, TPA puslisnes
entorcement actions taken against vioiators. [t is be]1eved tnac
the Notices of Judgment have some deterrent effect.
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2 ganarally dssued wien major violations
icn has basn focusad sn a case. -\
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Personal Contacts

Compliance Inspections. Discussions of regulatory. requiraments
during iaspections 23.359 grovide a systam ¥or educating tne raguia:zac
community COHCEP11ﬂ §02cific FIFRA -reguiramants and tha nas: 2
comply. : o

Public Presentations. ¢tPA personnal give prasentatio

pap:":.p,.a qn paqaj A-'gp..eq:-qs q e S mdime a --.‘--a.

seoew (' Jdaie. e e ewee -t - . -u--o--J -wite oo

and other public meetings.
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-Noncomplfance Response Plan

\ The objectives of a program for rasponding to instances of
noncompliance are 1) to ensure that violations and resulting pro-
blems are promptly corrected; 2) to quickly and effectively take
‘aquitable anforcement action against violators; and 3) to deter
similar noncomplianca in the future. A

A broad range of enforcement responses {s available under
FIFRA, fncluding advertisement letters (i.e., letters to registrants
regarding advertising claims), warning letters, stop sale, use and
removal orders, request for voluyntary recalls, seizure, injunctions,
administrative civil penalties, criminal penalties, suspension or
revocation of certification, refusal to accept data from labs
refusing inspection, suspension/cancellation of the registration.
and revocation of the establishment number.

Detailed guidance for selecting the appropriate response is
avajlable to the Regions and States in the 1983 FIFRA Compliance/
Enforcement Guidance Manual and in the Civil Penalty Policies
1isted on page 25 under the Administrative Civil Actions Section.
Inspections will continue to be conducted with increased fraquency
at those establishments with a violation history.



tates also have a droad range of enforcement resood

N3
1nc1ud1n; fines, raevocation of lizansas and permits. J-=1: Z?;'s
interprative rula for orimacy, A considars a3 Stata’'s :i:%%3n
13 be acegquate i¥ the State tikas t7e most stringent 2:ifsn avail.
abTe wnich is comparabla to ths availadle FIFRA rFaspaInse.

- A dascription of the FIFA enfarcament rasponsas “3ilows:

Advertising letters

An advertising letter is a letter issued by EPA as notice
to the company that collateral iiterature concerning a product
(i.e., literature or advertising that does not accompany the
. product) bears unacceptable pesticide statements or pesticide
or device claims. The letter may be issued on receipt of or
knowledge of such litarature. The letter requests a written
response from the recipient informing the Agency of what action
the company plans to take to correct the sityation. Receipt of an
advertising letter does not mean the recipient has been found in
viglation. .

A

‘lot‘lces of warmng = FIFRA §9(c)(3) or S14(a)(2) ~ -\

For minor violations, a written Notfce of Harn1ng may be issued.
Also, Notices of Warning are issued for first time violators which
are private applicatars or othar parsons not covared 5y S2z2tiza 1202
(1). Sectian 14(a)(1) covers ragistrants, commerczial applicatars,
for nire apalicators, wnolasaiars, 222l2rs, ret2ilars, 227 3%nar
distributors, : ‘

\

Meticas 2f 2aczneise - FIF3Y £°7

Section 17 authorizes EPA to refuse admission of a pesticide
or device being imported into the United States if EPA detarmines
" that such pesticide or device violates any provisions of the Act.
T§1s refusal is known as a Notice of Detention and Hearing.

Stop Sale, Use, or Remoié1 Order - FIFRA 8§13

The Administrator may issue a Stop Sale, Use, or Removal Order
(SSURQ) when: 1) based on inspection or tests, there is reason to
belieave that a pesticide or device 1s in violation of the Act or
will be sold or distributed in violation of the Act, or 2) the regis-
- tration of a pesticide has been cancelled or suspended.

Regquest for Voluntary Racall

No explict authority exists in FIFRA for the recall of pro-
ducts. The effectiveness of a recall action depends on the
cooperation of the favolved company. Recalls are considerad for
products which are l1ikely to result in adverse effects to the
user or environment, physical or economic injury due to ineffec-
tiveness or presence of residues. There are two types of recalls
formal and informal. The level of recall also varies, i.e.,
wholesale point of distribution, retail, or user level. The scope
- may 2150 vary, .9« ONe batch or all of the product.
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Seizure - FIFRA §13

Section 13(b) gives 224 tne authority to iniziate in ram
condemnation proceadings in district court. Seizur2 i35 jenerall,
used¢ if a Stop Sala, Use, or Remdval Order is not bdeinag obeyed,
or for extremely hazardous pesticides that requir2 raemoval from
the marketplace or place of use, or if a company does not comply
with a Recall Request, or to cispose of products b2ing held unce-
a Stop Sale, Use, or Removal Order, if appropriate. -

Injunctions - FIFRA 8§16(a)

EPA has the authority to fnitfate injunctive actions befare
district courts. This is to be used 1) when all other remedies
would be inadequate to restrain a violation or to prevent unrea-
sonable risk, 2) all other remedies have been usad but the vig-
lation continues, or 3) irreparable injury, loss, or damage will
resylt i1f relief is not granted. N

\
Panalties - FIFRA §14(a) and (b)

Any registrant, commercial applicator, wholesaler, dealer,

retailer, or other distributor who violatas any provision of
the Act may be assassea a civil penalty of up to $5,000 per
-gffansa. Should any of the above-mentioned parties know11c1v

or willfully viglate the Act, a criminal s2nalzy of u3 9 SZ:,?GG
and/or imprisonment far uyp %0 one vaar may ne iaonsat, A 3~
vate appl1cator or other person not included above who violatas

tae Acst aftaer re.e.«.n, 3 warding letier or o cSitaticn feroa pricr
violation may receive a $1,000 civil penalty for each subsequent
offense. “For hire" applicators may be fined $500 for the first
offense and $1,000 for each subsequent offense. Criminal penalties
for private applicators and “for hire" applicators may be a fine
of up to $1,000, 30 days®' imprisonment, or both.

Civil Penalties are issued by the Agency and criminal cases
are handled by the Department of Justice.

" Civil Administrative Penalties - FIFRA §14{a)

‘ A civil penalty, as authorized by FIFRA §14{a),-is the remedy

of chofce for most violations. Figure 1 in the Appendix contains

a flow chart for FIFRA cases. A civil penalty should be proposed
where the violation presents (a real but not an extreme and unrsason=-
able) risk to humans or the environment; is likely to be an isolatad
gccurrenca; was apparently committed as a result of ordinary negli-
gance, inadvertence, or mistaka; and efther:
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o Involves a first offanse under the Act by any registraas
commercial applicator, "“for nire" asplizator, wnoiasaiar
gealer, retailar, or athar distridutor (79 priasr Wwirning
is required by FIFRA far violators in this catagory); ar

3 [nvolves a private applicator "or other person, otnar than’
any party specified in the first category, who nas receivad
a prior warning or citation for a violation of FIFRA. (The
prior warning or citation may nave dean for t1e same 3r a
different FIF2A violation.) :

Under FIFRA §14, the Agency may issue administrative’
civil complaints to persons who violate FIFRA §12. The Agency
must estadblish by proper evidence each element of the viglation
charged. Generally, the Region issues the Civil Complaint., (The
Regional Administrator is delegated the authority to issue
administrative complaints and negotiata and sign consent agree-
ments).

The following factors are used t3 detarmine the panalty
amount: 1) the size of the business of the person charged, 2)

. the effect on the defendant's ability to continue in business,

ard 3) the gravity of the violation. The penalty assessment system
‘initially determines a penalty amount based on the nature and extant
of violation and then adjusts this amount in considaricion of
mitigating or exacerbating factors., The guidelinas far assassing
civil pena1»1es ars provizad in uwe',o1low~ng docsuments:

o Guidelines for Assessing Civil Penalties Under Section 1d4.a)
31d Ci%2%ian CSargaes for Yialatigng 9f FIFRA fnysiishad July 31,
1974 at 39 FR 27711).

o Memorandum (22 April 1975) - Interim - Deviation from Civil
Penalty Assessment Schedule.

o Guidelines for Enforcing the Child-Resistant Packaging Regulation

v (June 1981)

o' Memorandum (11 June 1981) -- FIFRA Enforcement Policy; Interim
Penalty Guidelines.

Note: A1l the above documents are found in the 1983 FIFRA
Compliance/Enforcament Guidance Manual preparaed by CMS and the

Office of Legal and Enforcement Policy. Also, the Consolidated

Rules of Practice (CROP, prepared by CMS and promulgated on April

9, 1980, 45 FR 24360, codified at 40 CFR §22) governs all adjudicatory
proceadings for the assassment of civil penalties under FIFRA.

After a complaint is issued, a respondent is given a Notice
of Opportunity for an Informal Settlement Conference with Regional
personnel. The respondent has a right to request a hearing con-
cerning any fact in the complaint or on the appropriateness of
the assessed penalty. Such a hearing will be held befusre an EPA
Administrative Law Judge. A respondent may appeal the decision of

-the Agency's JudiciaT Officer. The respondent can then appeal t

Judicial Officer's dec1sfon to the Administrator. He may then
-appeal the Administrator's decision to a United States Court of N
Appeals. Finally, he may appeal the decision to the Supreme Court.
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Crimiaal 9rpcaedinnsg - FIFRA §11/74)

The Agency may initiate criminal procaadings i1 2vary 2332 ¢1
which EPA can meet the stringent requiraments a7 24i22723 203 3~332°
leading to a conviction. Howevar, Agency polizy, 2s wall as s-aza
matic resourcae considerations, argue against %the use of zrimi=~a?

sanctions in any but the most seriagus instances of 2nvironmanza)
misconduct, as deterained by the nature of tna vinlation, tne niszary
of compliance an tiae part of the rasponsidiz perscn, or the sarigusn2
of the environmental consequences.

Criminal actifon ts appropriate for knowing and willful vialation:
which actually or potentially result in serigus harm £o health or the
environment., EPA will follow the guidance contained in the Criminal
Enforcament Priorities for tha Agency sat forth in Robert E. Parry's
memorandum :f October 12, 1982. EPA will identify cases for criminal
action as early in the case development process as possibla ¢2 ansurs
that the potential defendant's rights are protected and t3 ensura tha
integrity of the criminal enforcement process. Wnen a Regton racaivas
information indicating potential c¢riminal activizy, it wili‘refar
the matter to the Criminal Enforcement Division at Headquartars fcr
further investigation and prosecution,

Use of Criminal Proceadings

The Agancy has identifiad a aumder oFf sgecific situatia
for which ¢riminal orasecution is oarticulariy 22oroorizza. 7o
1is% thasa situyatisgns, howevar, should 3% 92 viawed as ora-
ctuding criminal prosecution in circumstances not ingcluded bHalow:

l 7]

o Failure to report information on-the unreasanable Ladverse
effects of a register2:z 223ticide;

Falsification of records; .

Violation of an order suspa--*ﬁg or canca2iiing a product
registration;

Violation of an SSUROQ;

Unlawful uses of pesticides; and

Il1legal distribution of unregistered pesticides.

© ooa“ 00

enjals, Suspensions2 Modifications, or Revocations
of Applicator tertification

"The regulations relating to the certification of pesticide
applicators (40 CFR Part 171) authorize EPA to deny, suspend,
modify, or revoke Federally issued applicator certifications
if the certificate holder violates FIFRA or its regulations. EPA
considers this a strong measure, to be taken only when public
health, interest or welfare warrants immediate action. Therefore,
EPA will deny, suspend, modify, or revoke a certificatton only in
response to serfous violations or against persons with a history
of noncompliance.
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Rafysal o Acceaost Data f=nm Ladoratorias Refysing [":2a==isng

"This policy is statad in tne final F1FRA Good -a:oratory
Practiza Regulations (GLP's) which are ¢ be promulzazag in FVY3l,

Suspensiaon/Cancallation 0f Ragistration

This is an action which may be cans: derﬂd if the statemens
of compliance or noncompliance with the GLP's that is to be
submitted along with any data under FIFRA §3 is falsified. This
action is discussed in the final FIFRA GLP's,

Termination of Establishment Registratian

The regulations on the registration of pesticide-producing
establishments (40 CFR §167.3) state than an estadlishmant
registration #iil1 remain in effact so long as the establishmept
continues to sudmit annual pesticides repcrts. (f an estadblian-
ment does not submit an annuai pesticides report within 20 days
. aftar recaipt of a Notirce of Warning or civil penalty for failura
to submit the report, EPA will initiate procedures to terminate
the establishment registration,

raderal Facilities

SGenerally, if Fadar3d! Aganzies ara Fcynd in'vizlasign of =17
the EPA does not issue penalties. This i35 in aczordance witn Z«2:.tive
Order 12088, Faderal Comoliance With Pollution Control Standarszs,
which established a government wide program for ensuring Federal
facility compliance with pollution:'gcontrol requirements. Instead of
assessing penalties, EPA tries to resolve the problem, First, a
otice of Warning is. issued to notify facility managers of violations,
agad the EPA works with the violative agency to establish a remediatl
plan, 1f the problem cannot be resolved between agencies, the mattar
is referred to OMB.

With regard to criminal action, the Department of Justice
has indicated i1t would not allow EPA tqo file suit against another
Executive Agency. In FY 1983, EPA issued a warning letter to the
Fish and Wildlife Service for failure to comply with the pro=
visions of an EUP, )

The EPA Qffice of Federal Activities has developed a Federal
Facilities Compliance Program Strategy which outlines how EPA
Headquarters and Regional offices will handle Federal facility
compliance activities. This strategy covers:

-0 Technical Assistance = to ensure cost effactive and timely
. compitance.

o Compliance Monitoring - to monftor actual compliance.

Assistance - to assist OMB in evaluating budget

Fiscal Planmin
TaQU@3e3 Tul twnas oo cCmply With pollcticon zontes! reguirements

and monitor use of funds.
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9 Resoluzion of Non-Complianza Disoutes = %9 notify ¢
managers of vioiasions anag 2stadlisn remedial plans.,

o ZIxemotians - %o advisa tha Prasident, through OM3, <1 “ader3]
Agency recommendations for axemptions,

Headgquartars/Regional Coordination

To ensure implementation of the natienai S:°21 comsisanca/
enforcement strategy, Headquarters and the Regions will communicaze
through the following mechanisms: .

o Policy and Guidance dqcuments

o Reporting and tracking through FATES

o0 Technical assistance and review for inspactions and casawork
o Evaluation of Stata and Regional Programs

The following is a brief discussion of each of these mechanisms.

Y

Policy and Guidance Documents R

Policy and guidanre documents currently exist for all phases

"of the program. These documents will be revised and supplemantad

as necessary. Plans for revisions and new guidance are discussed
on page 37. 3oth Regians and States wili continue to de inciudaa
in the raview of all major policy ang guidance documents.

Ranorting and Tracking

Tha FATIS systam Zdescrised pravicusily is aa ifasagral ool for
inspection targetting program evaluation, responses to the Hill,
OM8, and budget development. Headquarters plans to revise the
FIFRA §7 estadblishment registration rule and report farm to improve
tQF usefulness of data in the system.

Teéhﬂica1 Assistance

Headguarters will continue to provide the Regions guidance in
performing inspections and developing cases. CMS will also continue
to coordinate ‘technical assistance for the Regions through NEIC.

Evaluation

Headquarters will continue to advise the Regions regarding the
effactiveness of their Federal programs and oversight of State
programs through the Regional Reviews and through written and verbal
communication with the CMS.

Federal/State Relationship

Most States now have enteared into cooperative agreements with
EPA for compliance/enforcement and C. & T programs. Howaver, EPA
still retains distinct responsidilities under both programs. The
relationship under the C & T program is discussed on page 32.



- 30 -

Cooparativa enforcamant Program

AS the cooperative enforcament 2rogram has 2vaiv
with agreements have acceptad incrmeasing rasponsibiic.
f4lly in all pnasas of the program wizh £PA,

Compliance/Tnforcamnent Activities

The States with cooperative agreements conduct all FIFRA
compliiance monitoring activities related to pesticide production
sale and use. Federal 1inspections are limited to those related o
data audit, imports, and assistance upon State request in major

*-$Pray programs in the State. (These major spray prograams are

usually funded by Federal ageacies.) In addition, EPA through
NEIC provides technical assistance including:

pes.1c1de use’ 1nvest1gat1on workshops

tata-of-tha-art techniques for monisoring pesticide drif
'cnauct1ng state chamists training courses \
evaluating State pesticide laboratorias and providing check
sample analyses

O Q0o

Under the terms of the cooperative agreements, States will
taka all anforcament az+ions on vialatiosas of only Stita law and
#4111 rofar a1l violatinns of only Federal law product and establich-
ment registration reguiraments ta Z?A far enfarcament action.
Where Ttnere is a violation of both 3t2ta2 and Faderal law, a S:2
may take enforcament action itself gr refar the casa to EPA if
fs uawilling sr unadla %2 40 359, :

A11 States with cooperative agreements also have primary
" uyse enforcement responsibility (primacy). Under the terms of FIFRA
§326 and 27 and the final rule interpreting these sections, EPA

not take enforcement action on a significant case refarred to
the State unless the State does not take adequate and timely enforce-
ment action. ‘

State Prqggam Oversight

EPA has primary responsibility for cooperative enforcement
programs oversight; however, the States are closely involved in
this process.

Program Guidance and
Comp1iance/Enforcement Priorities

The States through SFIRES (State FIFRA Issues. Resaarch and

- Evaluation Group) participate in the development of annual prograam
guidance. Although the guidance contains national priorities,
these are only for cansideration by the States as they develop
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tneir own annuyai grogram prigricties. Spec¢ific quzTauzs "o~
nlianmca/ anforcament activities am2 negotiataa an tna 3:
Stat2 priorities and productivity factors in the guizan
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°rogram Zvaluation

Major elements of the Regional 2valuation of Stit2 programs
inciude:

0 Semiannual reports by the States of their accompiishments comparad
to the types and numbers of inspecticns projected in the grant
agreement.

0 Midyear and end of year on-site evaluation based on a uniform
evaluation protocol which contains both gquantitative and quaiijta-
tive evaluation factors. The States are given an opportunity to
review evaluation reports before they become final,

0 Training and close informal review of the quality of Sfatn-
activities.

The effactiveness of a State program is judged primarily ¢n
the quality of its priority setting system, its adherence to
nagotiated nymbar of outputs, the quality of i%s inspectinnsg and
the adequacy of its anforcement raspgnsas.

raceral 2rqogram in Non-Cooperazive Agreamnen< "Stizas

In Colorado, Nebdraska, and Wyoming, £PA conducts tThe entire
Federal enforcement program. The Regions use the same priority
setting mechanism used by States with cooperative agreements <=
allaocate resources, conduct all inspections and take enforcemen:
actions.

EPA will continue its efforts to persuade these States to
participate in the Cooperative Progranm,

Cooperative Certification and Training Program

Certification and Training Activities

Currently all States but two have approved and operating State
pesticide appliicator certification plans. All States with the
exception of Colorado have applicator training programs administered
by their State Cooperative Extension Service in accordance with
FIFRA §23. Ten Indian tribes have received EPA funds to develop
Certification Programs. Under the £{ 3 T program, over 1.6 million
private applicators and 496,000 commercial applicators have been
certified and trained. As of September 1982, there wers over
600,000 private applicators and over 266,000 commercial applicators

recertified.
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ZPA will ccntinue to conduct cartifization orog-2-3 fn S:a:e{
Aithout za-ti“ication plans. 3cth 23 and 3zatas uzzztz t-1ining
matarial! and information to ensure tnra:t asplicators -z 21sare 37
changing technology. EPA and States will caontinua <7 <2-%ify naw

applicazars.

Program Guidanza and C & T Priorizies

In the past priorities for the C & T program have Deen the
approval and, when necessary,the amendment of State certification
plans along with the maintenance of training programs. Two studies
of national scope were performed. One invoplved pre and post testing
of applicators in North Carolina; the other consisted of a comprenen-
sive telephone survey of attitudes and practices of private applica-
tors in five States. On-site evaluation of Statea program effactive-
ness has been performed by Regional personnel without specific
guid2nce from Headquarters. Headquartars personne’ accompaniad Dy
Regional personnel have visitad States and reviswed certificasisn
files. However, there has bean no requirement that ZPA monitor
certification and training sessions and svaluata content, presantatior,
and effectiveness. A recent GAO study found in two States that"
enforcement misuse information was not incorporataead in C & T sessions
and that commercial applicators were not fully tastad against the
Z?A standards of competancy.

in rasponse tc tne racant GAQ repcort, E7A intands: ') to
ansure tnat anforcament problems icentifiad in tna priority set:in¥
process are agddressad as appropriata in caertification ang training
matarials; 2) T3 ensuyra2a that Stata2 programs r2guire aggliczatcrs s
meet Federal standards of competency; and 3) to review and revise
training materials as appropriate.

Program Evaluation

_Major elements of the Regional evaluation of State programs
include:

o Semiannual reports by the States of their accomplishments
compared to the types and numbers of activities projected
in the grant agreement.

0 Midyear and end of year svaluations based on uniform evaluation
protocol which contains both quantitative and qualitative evalu-
ation factors.

Coordination with Enforcement

Stronger emphasis will be placed on transferring information
from the enforcement priority setting process to the certification
and training program for incluysion in training and certification
materials. To accomplish this, EPA will include in its annual
Cooperative Agreement Guidance a request that States establish

‘a managemgnt mechantsm which will assure that information on
priority pesticide problams ara included in the State's rcertifi-
cation and training programs, as appropriaze.
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Jogata of Ma<arials

The core manual and various ca:tagory manuals war~3 racantivy
updated to raflacgt changing ne2ds and tecnnology. <3-iaes of gnea
manuals «ill 2e printad by the Statz Cooperative Tx=ansian Sarvizcas
(SCES). Thesa and other training matarials will 22 cazalogez it

o}

tne USDA 3eltsville library using ZPA funding. Tha problam continuas
to be futurs availability of copies. Neither the Government 2rin=:s
Office or the Department of Commerce will maintain copies of thesa
publications for distribution and sale. Therefore, while copies

can be reviewed at the Beltsviile library, a user can only print

his own copies from a camera ready copy, or if the timing is correct
order from a SCES which is about to make a printing run. SCES's

do not usually maintain an inventory of copies for sale. Therefore,
the problem is not so much updating training material, but making

it available when requested to groups other than the SCES's.

Indian Tribes

Ten Indian tribes have received EPA funding assistance to
develop certification plans and some draft Indian plans are now
being reviewed. Therefore, while some tribes will probably have
approved plans, others will not. EPA must then urge these tribes
to enter into an arrangement with States to perform cartification
on the resarvations or =PA must astablish [ndian cartification
programs. Tnera {s alsa the possisility of some split options,
such as, States issuing certificatas and E?2 anforcing misusa and
canial, suspension or revocaticn of certification.

Raview Pians

A more complex and long-term proposal is the review of all
existing certification plans for adherence to current standards.
Currently limited resources preclude such an evaluation,

Colorado and Nebraska

Efforts will continue to be made to have thase States
develop and submit certification plans., Colorado has recently
indicated its interest in developing a program which will initially
address only commercial applicators. The Nebraska State Cooperative
Extension Service has provided training since the program began,
and this should prove an asset in the effort to have the Nebraska
Department of Agriculture develop a certification program.

Federal Facilities

Federal agencies can have their employees certified under
State or EPA administered certification programs. Most fFederal
agencies chose this option, even though it imposes geographic
1imitations on where the applicator can apply pesticides, f.e.,
the State issuing the certificate or States with reciprocal
agreements. However, because some Federal applicators must work
in severa]l States, often on short notice, EPA allows Federal
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agencias to dgeveloo certification plans far thneir a-s1)
Aaplicators certifiad under Foceral agency plans ca :
pesticides anywheare, but this certification is limi
auty functions. To date, three fFederal agencies, D
DO, nave approved Fedaral agency certificasion 2ia

Cross ?rogram Elaments

The pesticide program impacts regulations and enforcement of
other State and Faderal envirommental statutes. There is a neead
to 1) establish a better and more formal refarral program, and 2)
to develop a mechanism to educate inspectors on the various pro-
gram requirements in order for them tpo effactively make refarrals
to other programs.

IntraAgency

Toxizc Substances Consrol Ace (TSCA)

Since CMS is responsible for both FIFRA and TSCA compliapnce/
enforcement, activities under both programs are closely coordinated.

PCB's (Polychlorinated Biphenyls) in Pesticides. Use of o0il con-
Taintng any ®C3°s as @ pesticide carrier Nas been prohinitad under
TSCA. Additional TSCA regulation of chamicals may havae a siﬂilh
impact on pesticide ragistration and use which require monitor:
undar HSoth Acts.

Pasticida Pracuyrsors and Intarmediates. Hazardous vesticide ore-

cursors, and intarmediates wnich are not directly regulatad under
FIFRA are regulated under TSCA.

Pesticide Wastes., The TSCA §6 Dioxin Rule regulates waste from

the manufacture of 2,4,5-Trichlorophenol and its pesticide deriva-
tives. TSCA Dioxin Rule inspection targets were derived primarily
from information collected under FIFRA Section 7.

Data Audit/Laboratory Inspections. The FIFRA Data Audit Laboratory

Inspection program directly complements the TSCA program in that
information is shared and inspections under FIFRA and TSCA are
coordinated and conducted in conjunction with one anpther whenever
possible. The programs are formally coordinated through an OPTS
Data Audit Panel which has representatives from OPP, 0TS, and CMS.
The Panel deals with targetting inspections, case evaluation, and
enforcement or regulatory responses.
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Pasticides are a major constituent of +the wa <

! s
3ssocia
d
n

$T38
number of hazardous waste sites and information 2n ra
ang producars is needed for clean-ud cost reccvary an
santTarcament ac<ians. Information 2on nesticide manuta
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of the Agency's dioxin monicoring arogram.

For pesticides listed as hazardous wastes under Rasource
Conservation and Recovery Act (RCRA), disposal of the pesticide
and/or empty coatainer is directly regulated under RCRA. Investi=-
gations and cases involving illegal disposal of RCRA regulatad
pesticides identified under FIFRA or associated State anforcement
programs requires close cooperation with State and Fedaral RCRA
persdnnel., Pesticide investigations may also provide information
on dispasal practices which point to tha nead for ragulation under
RCRA, :

Water Program .

Use of pesticides resulting in drift into water is primarily
a FIFRA and State pesticide enforcement function having a direct
interface with Water Quality Criteria established bHv %tha Watar
Programs. Pesticide contamination of groundwatar rasulsing fram
pasticig2 use alsy regquiras zaordinatison Detween Tna nestizidas
and watar programs.

ct

[nterAgency

Data Audits/Good Laboratory
Practice Inspections

As discussed on page 10, FDA conducts inspections for EPA
at laboratories which conduct health effects studies.

Soray Programs

As discussed on page 28 under Federal Facilities, EPA/States
have monitored spray programs conducted by USUA and the DOI.

Efficacy Testing

As discussed on page 11, EPA has coordinated with FDA, USDA,
DOI, and the Bureau of Standards to have testing conducted on
ultrasonic devices, electromagnetic devices, and rodenticides.
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Faod Lfzn*amination

USDA and FOA moni<ar pesticide residuas in F2cd. 30<n
agencies forward reports on food contamination by nasticides
to EPA for followup investigation, if appropriate.

Referrals and Information Exchange

EPA coordinates with USDA, FDA, DOI, FTC, CPSC, and tha
U.S. Postal Service on several specific types of products/davicas
that are of mutual interest.

Program tvaluation

A system for evaluating the effectiveness of the FIFRA com-
pliance/enforcement program must define specific areas for evaluatio
measures of program success and mechanisms for performing the
evaluation. The Agency can best measure its suzzass in achiavi
compiianca whan it nas devaioped 1) an acaquate Jata oJase or 9
identifying members of the raqulatad communisy and 2) predizeiv
mocels designed %3 selac*t thosa 7emoars most likaly T3 2e 9n viziazi
AT %hat s%2g2, tha dzency can zZonsiger i8S osrogram 3 succass 1Y oaniy
13% of those persons inspectad under a neutral scneme are violators
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Evaluation Areas

Areas for evaluation inclucde 1) adherence by £PA and the
States to quantitative and qualitative performance commitments; and
2) the extent of compliance with FIFRA by the regulated community.

Measures of Success

Adherence to Commitment

The adherence by EPA and the States to performance commitments
can be measured by the following factors:

Impiementation of a priority setting scheme,

Adherence to output commitments as measured by the Administrator's
Management Accountability System.

Adherence to Inspection procedures reguired in guidance.

Number, promptness, success and adequacy of enforcement action
Accuracy and timeliness of compliance data entry and retrieval

Qo

000

. These factors will allow a quantitative and qualitative

'evaluation of the systenm.
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Compliance by the Ragulatad Community
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Number of applicators trained and certified.

Propor<ianate number of estianlisnments known =3 23 in ¢ampiiinca.
Proportionata numoer oFf applicatars known 29 22 in complianca,
"roportionate number of laboratorias known to de in compiianca,.
Trands in major typas of violations.

Zvaluation Mechanisms

The major mechanisms to be used in program evaluation are

the following:

0

[s)]
-

FATES. The FIFRA and TSCA Enforcement System contains data on
inspections and sampling, case deva2lopment, grants and contracs:
inspections. This data will be analyzad to detarmine whatner
program commitments were met, Thae FATES systam shouid b2 modified
to include State data and to ganarate descriptive information
which could be usad to better target inspection arasas based on an
analysis of major types of violations and violation trends.. How-
eaver such a modification cannot be implemented without additional
resources, In FY86, CMS plans to request funding to incorporate
State data into FATES.

As discussad
on a uniTtarm
<

Mid-yaar and and 37 yaar Stata program raviews.
on page 31, thesa raviaws/evaluatigns ara Sasaq
avaluyastion pratacst whicsa contaias S0t juantics
qualitative evaluation factors.

Regional Reviews., A team of Headquarters and Regional personnel
visits each Region avary twec ye2ars to conduct a thorough program
review. The review concentratas on Regional prodram organization;
performance of outputs; adherence to national guidance in the
performance of inspections and development of cases; and the

need for improved/expanded Headquarters support of Regional
activities in specific areas.

Approximately four weeks after the on-site review, Head-
quarters submits a written report to the Region covering all
program elements that were part of the review. The report notes
both positive and negative aspects of the Region's pesticides
campliance/enforcement program and includes recommendations for
changes to be implemented by the Region and Headquarters. The
Director of the Compliance Monitoring Staff conducts a follow-up
visit with the Regional Administrator to go over any issues raised
by the review which require further discussion.

Periodic review of overall program based on review of FATES data
and State and Regional reviews. In order to effectively evaluate
the program, it is necessary to review the program in its entirety.



Program Modificazion

cPA uses gata from FATIS, Stata Progr2m R2viaws, azidne,
rayiaws and the overall orogram raview, %3 modi<y <902 z2273'i3aca’
an orceﬂent program as nec2sary 3and <9 giva jazut o JIPP corcarmiag
rogu atory changes necessary ta facilitate comoliaace monitariag,

enforcament, or compliance.

Jysure 3uyialance

The following is a list of guidance documents currenzly under
development or consideration.*

o FYB5 Cooperative Agreement Guidance. This document will modity
C & 7 allocations, specific instructions on transferring enforce-
ment priorities to the C & T programs, evaluation of the C & T
program plans and training materials, and improved productivity
factors for negotiating grant outputs.

0 FIFRA Compliance Program Policy Comnandium further de,1nes the
requirements of FLFRA reguiations. Currently there ara iwenty
such policies in the compendium and three under review by the
Regions, the States (through SFIREG), and the praogram office.

tions, c3ltacting samp.2s, zhaia-of-custsdy proceduras, 2293 sl
support documents, and athar infsrmation necassary tc zonquszse
FIFRA inspactions. This documen: snould e ravised if rasaurcas
are availadla.

o FIFRA Inspection Manual provides information on conducting insiec-

n TIFRA Enfarcament Rasgnnsa Prlizv, Savaral ad4ditions %9 %he
originail penalty policy have been developed over the years to
reflect amendments to the law. These will all be combinad into
one comprehensive document,

o FIFRA Complianca Strategies. The FIFRA Compliance Stratagies are
devetoped for ail ruies promulgated uncer FIFRA. A compliance
strategy identifies the (a) requirements of the regulation, (b)
the type of actions which are appropriate for the violation, (c)
the inspection scheme (from which the regulated community is
targetted), and (d) allocation of responsibilities between Head-
quarters and the Regions.

o Quatity Assurance Plan Development Guidance When manuals are
updated, and as resources are available, CMS will coordinate
with the Office of Research and Development's Quality Assurance
Management Staff and the NEIC in developing a model Quality
Assurance Planm for use by the States in developing individual
Quality Assurance Plans. States receiving Federal funds for
compliance monitoring must submit Quality Assurance Plans to EPA
annually.

* A comprehensive list of existing compliance/enforcement gu
"documents is included in the Appendix of the FIFRA Complia:
enTorcement Buidance.

idanc
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APPENDIX
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NCEZ INSPIITIINS

Producer Estadlishment
inspections

Jsa Investigations
Marketplace Inspections
Import Inspections
Dealer Inspections

Laboratory Audits/
Inspections

TOTALS

Sv7a zvag zvas REP, R
143 254 237 233 157
182 556 433 I 124

1115 320 291 283 210
382 494 241 306 301

359 956 345 719 0
17 8 4 13 25
2803 2621 2254 2021 821

2nc Quarter FYE3
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Civil Zaomoplaints .

niciazad 233 175 HER T3 2z
Criminal Refarrals

Iniziataz 2 1 3 Z
Stop Sale, Use, Remova]

Orders 479 2/ 113 105 50 42
Notices of Warning 507 831 429 855 1279
[mport Detantions 91 70 71 53 17
TOTALS | 1332 1154 756 1137 1545

1/ Second Quarter FYB3 Totals
Z/ An addizional 24,000 Stop Sale QOrders were issued to firms <Nas
held suspended 2,4,5-7 and Silvax procucts. '
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PESTICIDES AND TOXIC SUBSTANCES

MEMORANDUM

SUBJECT: Final GLP Compliance Strategy
FROM: A. E. Conroy II, Director /Mg]é/
0ffice of Compliance Monitoring (YEN-342) :

T0: ‘Addressees

Attached for your information is the final compliance
strategy for the Good Laboratory Practice (GLP) regulations (also
attached) published on November 29, 1983 (48 FR 53922). The
rules became effective on December 29, 1983 for the Toxic
Substances Control Act (TSCA) and on May 2, 1984 for the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA). The Office
of Compliance Monitoring (OCM) is now evaluating comments on the
TSCA GLP enforcement response policy (ERP) and the final ERP is
expected to be completed during the second quarter of FY 85.

We appreciate the time and effort spent by the various program
offices and regions in reviewing this document. OCM received
several editorial comments regarding the compliance strategy
which has helped to clarify portions of the final policy. While
all the comments received were reviewed, all comments were not
incorporated into the final policy. Responses to the most
significant comments are provided below.

Comment 1- For large commercial laboratories and/or complex
studies, two days notice prior to inspection is unrealistic.
Recommend two weeks., Without adequate notice... personnel and
key data... (may not be) readily available.

Response- The GLP regulations have provided adequate notice to
all persons, in the sectior for storage and retrieval of records
and data, that there shali be archives for orderly storage and
expedient retrieval of all raw data and documentation. Persons
will be in violation of the GLP regulations when not complying
with this provision. Two days has generally been accepted as
adequate notificaiion by the other commentors and OCM staff.
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Comment 2- 0TS has noted that "some data submitted with PMNs
have stated that studies were done according to GLPs (usually
OECD GLPs). However, protocols are often missing, test
substances are inadequately defined, and there are other
deviations from any known GLPs. OTS recommends that claims that
data were in accordance with GLPs not be allowed unless the data
reports are sufficiently detailed to support the claim, As a GLP
compliance issue, this recommendation should be considered by
OCM."

Response- OCM does not have the authority to restrict persons
from making claims such as described above. 0TS could remedy
this by amending the PMN rule requiring submitters to 1) provide
statements with PMNs indicating whether the submitted studies
adhere to the GLPs and 2) support such claims with sufficiently
detailed reports. When 0TS has concerns with specific data and
compliance with the GLPs, OTS should provide OCM a list of
studies supporting PMNs and the names of the labs, OCM can then
schedule inspections/audits at the laboratory.

Comment 3- OPP recommends that the “quality assurance unit
establish written procedures which it would follow in conducting
inspections.” OPP justifies this request by stating that section
160. 35(d) of the FIFRA GLP regulations does not clearly identify
who is responsible for writing the procedures.

Response- OCM agrees that such language is needed. However, |
OCM does not have the authority to require this in the GLP
strategy unless it first appears in the GLP regulation. OCM
suggests that OPP propose an amendment to the regulation
regarding this subject,

Comment 4- OPP recommends that the GLP strategy indicate that
management communicate deviations from the regulations "in
writing" to EPA because the GLP regulations do not specify the
means of communication.

Response- Same response as for comment 3.

If you have any questions concerning this memorandum, please
call Richard Green of my staff at (202) 382-7845.

Attachments

Addressees

Marcia Williams Air and Waste Management Division Directors
Don Clay : Environmental Services Division Directors
Steven Schatzow Regional Toxics and Pesticides Branch Ch1efs
Terrell Hunt Office of Regional Counsel

Ruth Bell

Jim McCormick



Strategy for the Enforcement of the Good Laboratory Praétice.
Regulations Under TSCA and FIFRA

Overview

On November 29, 1983, the Environmental Protection Agency
(EPA) published final rules establishing Good Laboratory Prac-
tice (GLP) standards for the conduct of laboratory studies that
are used to obtain data for hazard evaluations under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), the Federal
Food, Drug, and Cosmetic Act (FFDCA), and the Toxic Substances
Control Act (TSCA). The GLP regulations became effective on
December 29, 1983 for TSCA and on May 2, 1984 for FIFRA. They
were the result of investigations by the Food and Drug Adminis-
tration (FDA) and EPA which showed that some studies submitted-
in support of the safety of regulated products and pesticides
had not been conducted in accordance with acceptable practice,
and that, accordingly, the quality and integrity of such studies
were not always adequate. In conjunction with EPA's new data
audit efforts, the regulations are intended to ensure the high
quality of laboratory test data required to evaluate the health
and environmental effects of regulated chemical substances and
pesticides.

The Assistant Administrator for Pesticides and Toxic Sub-
stances has established a Laboratory Data Integrity Program
(LDIP) within the Office of Compliance Monitoring (OCM) which
combines the GLP inspection program with EPA's data audit program.
OCM, the Office of Pesticide Programs (OPP), and the Office of
Toxic Substances (0TS) are charged with cooperating in the
development and conduct of an effective laboratory inspection
and data audit program.

Requirements of the Rule

Applicability

The GLP regulations apply to any study conducted, initiated,
or supported on or after the effective dates of the rules that
relate to health effects, environmental effects, and chemical
fate testing under TSCA aiid studies (as defined by section
160.3(m) of the FIFRA GLPs) that support or are intended to
support applications for research or marketing permits for
pesticide products regulated by EPA. By their terms the rules
apply to studies related to TSCA Section 4 Test Rules, under
FIFRA to Section 2 /applications for registration), Section 5
(experimental use permits), Section 18 (emergency exemptions),
and Section 24(c) (registrations for special local needs), and
under FFDCA to Section 408 (tolerances for pesticide residues on
raw agricultural commodities) and Section 409 (food additive
regulations).
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-In addition, under TSCA the Agency will require sponsors to
utilize the GLP standards when conducting testing under negotiated
testing agreements. Agency policy also requires that all data
developed as a result of regulations or orders under Section 5
of TSCA must be in accordance with GLP standards. Any failure
to adhere to GLP standards in generating data under negotiated
testing agreements or under Section 5 of TSCA may result in the
Agency's electing to consider such data insufficient to evaluate
the health effects, environmental effects, and fate of the chemical.

Specific Requirements of the GLP Regulations

The requirements of the GLP regulations are contained in
40 CFR Part 160 (48 FR 53946, November 29, 1983) and 40 CFR
Part 792 (48 FR 53922, November 29, 1983). Generally, the rules
contain provisions relating to: : .

General Provisions;
Organization and Personnel;
Facilities;

Equipment;

Testing Facilities Operation;
Test and Control Substances;
Study Protocols; and

Records and Reports.,
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(1) General Provisions (Subpart A),

Subpart A contains a number of key provisions that are
designed to promote an awareness of GLP requirements on the
part of all persons involved in the testing process. First, the
rules require that a sponsor must notify of the GLP regulations'
applicability any laboratory that performs all or part of a
study that is subject to the regulations.

Second, any person who submits data from a study in connec-
tion with a TSCA Section 4 test rule or an application for a
research or marketing permit must incliude in the submission a
statement signed by the applicant, the sponsor, and the study
director, of one of the following types:

(a) A statement tha®t the study was conducted in accordance
with the GLP regulations;

(b) A statement describing in detail all differences between
the practices used .n the study and those required by the GLP
regulations; or

(c) A statement that the person was not a sponsor of the
study, did not conduct the study, and does not know whether
the study was conducted in accordance with the GLP regulations.
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Finally, Subpart A details the sanctions available to the
Agency that are in addition to the imposition of civil and crimi-
nal penalties. For example, EPA may choose not to consider
reliable for purposes of showing that a chemical does not present
a risk of injury to health or the environment any study which -
was not conducted in accordance with GLP requirements. Any
determination that a study will not be considered reliable will
not relieve the sponsor of a required test of the obligation
" under any applicable statute or regulation to submit the results
of the study to EPA. EPA may also require the sponsor of data
submitted under a TSCA Section 4 test rule to develop data in
accordance with GLP requirements where he or she failed to do so
in a previous submission. :

(2) Organization and Personnel (Subpart B).
(a) Personnel (Sections 160.29 and 792.29).

While specific qualifications are not required of laboratory
personnel, the rules generally require facilities to document
that each individual engaged in the conduct of a study has educa-
tion, training, and experience to enable that individual to
perform his or her assigned ‘functions.

Personnel are also required to take necessary personal
sanitation and health precautions to avoid contamination of test
and control substances and test systems,

(b) Testing Facility Management (Sections 160.31 and
792.31). . -

For each study, testing facility management is required to
designate as study director a scientist or other professional of
appropriate education, training, and experience. The study
director has overall responsibility for the technical conduct of
the study, as well as for the interpretation, analysis, documen-.
tation, and reporting of results, and represents the single
point of study control.

Testing facility management is required to establish a
quality assurance unit responsible for monitoring each study to
ensure that the facilities, equipment, personnel, methods,
practices, records, and controls are in conformance with the
GLP regulations. For any given study the quality assurance unit
must be entirely sepa~ate from and independent of the personnel
engaged in the J¢irection and conduct of that study.

Management is also required to ensure that test and control
substances have been properly tested for identity, strength,
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facilities, equipment, materials and methodologies are available

- as scheduled. Finally, management must ensure that any deviations
from the regulations reported by the quality assurance unit are
communicated, preferably in writing, to the study director.and
that corrective actions are taken and documented.

(3) Facilities (Subpart C).

Each testing facility is required to be of suitable size,
construction, and location for the proper conduct of studies.
It must be designed so that activities are sufficiently separ-
ate to prevent any adverse impacts on the study. More detailed
requirements ensure proper facilities for:

Animal care and supplies;

Handling test and control substances;
Laboratory operation;

Specimen and data storage; and
Administration and personnel.

PN~~~
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(4) Equipment (Subpart D).

Any automatic, mechanical, or electronic equipment used
in the generation, measurement, or assessment of data, and
equipment used for facility environmental control is required
to be of appropriate design and adequate capacity to function
according to the protocol and must be operated, inspected,
cleaned, and maintained in a suitable location., Equipment
used for the generation, measurement, or assessment of data
must be adequately tested, calibrated, and standardized.

(5) Testing Facilities Operation (Subpart E).

A testing facility is required to have standard operating
procedures (SOPs) in writing that set forth study methods
adequate to ensure the quality and integrity of the data generated
in the course of a study., Any deviations must be authorized and
documented. SOPs are required for most facets of a study.

(6) Test and Control Substances (Subpart F).

The identity, strength, purity, and composition, and any
other characteristics which will appropriately define the test
or control substance, must be determined for each batch and be
documented before the study is initiated. The sponsor or testing
facility must document all methods of synthesis, fabrication, or
derivation of the test and control substances and must determin‘
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that they are stable, properly labeled, stored, and handled in
such a way as to prevent contamination, deterioration, or damage.
The receipt and distribution of each batch must be documented

and reserve samples retained,

For each test or control substance that is mixed with a
carrier, tests must be conducted to determine the mixture's
uni formity, concentration, and stability., The expiration date
of any components of the mixture must be shown clearly on the
container,

(7) Study Protocol (Subpart G).

°

Each study is required to be conducted in accordance with
an approved protocol that c¢learly indicates the objectives and
all methods for the conduct of the study. Any changes in an
approved protocol must be explained, documented, signed and
dated by the study director, and maintained with the protocol,

(8) Records and Reports (Subpart J).

A final report must be prepared for each study, signed
and dated by the study director, and maintained by the sponsor
and the testing facility. In addition, all raw data, documen-
tation, records, protocols, specimens, and final reports generated
as a result of a study must be retained and archived for orderly
storage and expedient retrieval. This includes correspondence
and other documents relating to the conduct, interpretation, and
evaluation of data.

(9) Environmental Testing (Subpart L - TSCA only).
The TSCA GLP regulations contain special provisions that

adapt the regulations to environmental studies. The FIFRA GLP
regulations contain no corresponding subpart, '

Reguiated Community

The regulated community consists of those who sponsor and
submit tests that are subject to the GLP regulations and the
laboratories that conduct such tests (see Applicability, above).




Enforcement

Objective

The objective of this strategy is to maximize compliance
with the GLP regulations in order to promote the high quality of
laboratory test data necessary to evaluate the health and environ-
mental effects of regulated chemical substances under TSCA and
pesticides under FIFRA. '

Violations

Generally, the failure to comply with any requirement of the
GLP regulations is a violation of those regulations (see Specific
Requirements of the GLP Regulations, above). However, violations
are actionable 1n a different manner under FIFRA than under
TSCA, since, unlike TSCA, FIFRA does not provide that it is
unlawful to violate a regulation promulgated under its authority.
Accordingly, a violation of the GLP regulations is not necessarily
a violation of FIFRA. Exceptions are where falsification is
committed knowingly within the meaning of Section 12(a)(2)(m) of
FIFRA, and where records are not maintained as required by FIFRA,
The FIFRA GLP regulations provide further that EPA may refuse
to consider reliable for purposes of supporting an application
for a research or marketing permit any data from a study which
was not conducted in accordance with the GLP regulations.

In addition, the submission of a false statement under the
certification provisions of the GLP regulations may form the
basis for cancellation, suspension, or modification of a research
or marketing permit, or denial or disapproval of an application
for such a permit under Sections 3, 5, 6, 138, or 24 of FIFRA or
Sections 408 or 409 of FFDCA, for criminal prosecution under
18 U.S5.C. 2 or 1001 or Section 14 of FIFRA, or for imposition of
civil penalties under Section 14 of FIFRA.

Similar sanctions are contained in the TSCA GLP regulations,
except that the failure to comply with the TSCA GLP regulations
is a violation of Section 15 of TSCA. Violations are therefore
subject to the sanctio~3 contained in that section.

Inspection Scheme

EPA, with t'e assistance of the Food and Drug Administration
(FDA) and the National Toxicology Program (NTP), will use a
Neutral Administrative Inspection Scheme (NAIS) for laboratories
that have conducted or are conducting health effects studies
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that are subject to the GLP regulations. The responsibilities
of FDA and NTP are set forth in two interagency agreements.
Laboratories conducting environmental effects studies will be
addressed similarly, but only EPA will be involved in these
since FDA and NTP do not review studies of this type.

The GLP regulations require testing facilities to permit
EPA inspections at reasonable times and in a reasonable manner,
EPA believes that the possibility of unannounced inspections
motivates compliance and efficiently uses resources. Generally,
however, EPA will notify laboratories up to two days before
an inspection in order to ensure the availability of appropriate
personnel and records. Once EPA notifies a laboratory, it will
not change the date of the inspection unless the laboratory
demonstrates unusual circumsfances and good cause. EPA will
coordinate with FDA and NTP ;0 avoid multiple inspections at
the same facility.

The NAIS will consist of two major categories of inspections:
GLP inspections and data audits. Inspections within both of
these categories normally will be conducted on the basis of
objective criteria or random selection, 'However, inspections
may be targeted for cause at certain facilities where: 1) major
problems were discovered during a previous inspection that might
affect the validity of unaudited studies; 2) EPA receives tips
(i.e., phone calls and letters from various sources, and
information provided by OPP or OTS based on their ongoing reviews
which OCM will review for validity and significance to determine
the level of priority for ernforcement action), complaints, or
other information indicating that a particular laboratory is in
violation of the GLP regulations; or 3) a particular study is
assigned a high priority because it is expected to form the
basis for major regulatory action.

GLP inspections are laboratory-oriented and will focus on
a facility's compliance with the GLP regulations. They will
usually include partial audits of at least two ongoing studies.
GLP inspections will be scheduled by OCM and carried out by
Regional inspectors and FDA., NTP, at OCM's request, will provide
assistance when OCM personnel lack specific expertise.

A data audit is stuv:y-oriented and is the process by which
EPA verifies that the data from a completed laboratory study are
consistent with the final report that was submitted to the Agency.
This is accomplished by examining raw data and other records
generated during tre study and comparing them with results provided
in the study report. Data audits will be scheduled and carried
out by OCM, with necessary assistance provided by FDA, NTP,
Program Offices, and the Regions.
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Ideally, EPA should inspect regularly every laboratory that
conducts EPA-related studies and should audit every study that
has been (or will be) submitted to EPA in support of the safety
of regulated substances. However, in the event that EPA's re-
sources do not permit such complete coverage of the regulated
community, EPA will apply the following criteria to the conduct
of inspections:

GLP Inspections/Partial Study Audits: EPA will assign
priority to the estimated 90-100 laboratories that conduct
90 percent of EPA-related testing. EPA plans to conduct
inspections on a periodic basis at every laboratory
conducting testing under TSCA and FIFRA. Priority will be
assigned to testing laboratories with greatest number of
studies performed under TSCA and FIFRA and those who
initiate testing under TSCA or FIFRA for the first time,
The frequency of these inspections will depend upon
available resources and will be geared towards visiting labs
to inspect the full gamut of studies (acute, subchronic and
chronic), if possible. .

Data Audits: EPA will assign priority to studies based

upon the known need of the specific program to form the
basis for major regulatory action. EPA will also assign
priority to studies known to be or suspected of being in
violation of FIFRA or TSCA. High priority studies often
will be the subject of both a GLP inspection/partial study
audit while they are ongoing and an audit after completion.
Studies that were not required to be conducted in accordance
with the GLP regulations normally will be targeted for

audit by the Program Offices.

Within both of these categories, EPA will assign the highest
priority to responding to tips, complaints, and other information
indicating that violations of the GLP regulations exist. :

Violation Detection Priorities

The requirements of the GLP regulations may be separated
into two categories: (1) those directly related to the actual
conduct of a study; and (2) laboratory housekeeping requirements,
EPA will assign a higher priority to violations in the former
category. However, some overlap between these categories may
be expected. Wnere this occurs, the guiding consideration becomes
the degree to which a given violation may compromise the validity
of a study. - For example, a violation of the recordkeeping require-
ments would ostensibly fall within the housekeeping category.
Nevertheless, the lack of records may prevent EPA from determining
that a study's results are valid and would therefore be given a
higher priority.



Administrative Considerations

The attached Memorandum of Agreement (MOA) between OCM,
0TS, and OPP will govern the administration of LDIP. Generally,
the MOA establishes the LDIP Panel which will be chaired by OCM
and will include members from OPP and O0TS. The Panel will serve
as a clearinghouse for the flow of information among participating
Offices and will perjodically review LDIP policies, procedures,
and operations and recommend program changes to the Director,
OCM, who has full responsibility for implementing the program.
The Panel will serve as a steering committee to ensure that
Agency commitments and objectives are fully implemented and met.

OCM will have the lead in directing the program by (1)
coordinating all laboratory inspections and data audits with
0PP, 0TS, and the Regions, and by (2) acting as a liaison with
other agencies, such as FDA and NTP, which cooperate with EPA in
conducting laboratory inspections and data audits. OCM will be
the Agency contact for scheduling FDA and EPA laboratoery inspec-
tions and study audits, as well as for receiving and disseminating
audit and inspection reports to both OPP and 0TS. OCM will
monitor the status of each inspection and audit.

The Regional Offices will provide support for inspection
and enforcement activities as needed. Regional responsibilities
will include the conduct of and case development for most GLP
inspections.

OTS and OPP will provide the scientific and regulatory
review of laboratory GLP inspection reports and data audit
reports within their respective program areas. Program Office
scientists will recommend studies for audit and will participate
in inspections and study audits at laboratories, consistent
with resource allocations. They will also serve as expert
witnesses in support of Agency litigation efforts.



INTERAGENCY AGREEMENT _
BETWEEN :
THE U.S. ENVIRONMENTAL PROTECTION AGENCY -
OFFICE OF PESTICIDES AND TOXIC SUBSTANCES
THE U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
NATIONAL TOXICOLOGY PROGRAM
1. PURPOSE
This agreement brovides for cooperation between the National
Toxicology Program (NTP) and the Environmental Protection Agency
(EﬁA) in the areas of inspector training, inspection operations,
data audits and information exchange. This cooperation will
enhance the EPA's mandated activities designed to determine
whether laboratory testing was performed properly and in compliance
with Good Laboratory Practice (GLP) regulations and whether the
test report can be fully validated through audits of the raw data
generated during the testing phase,
The primary purpose of this cooperation is to utlize NTP's
experience in conducting and reporting laboratory GLP inspections

and data audits to enhance the training and capabilities of EPA

personnel in these activities.

2. SCOPE OF WORK

The Environmental Protection Agency (EPA) is resﬁonsible
for setting tolerances for pesticide residues in or on raw
agricultural commodities ind processed food under the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 346 and 348) and for

registering pesticides under the Federal Insecticide, Fungicide,
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and Rodenticide Act (FIFRA)(7 U.S.C. 136 et sec). In addition,
EPA has the mandated task under'the Toxic Substances Control Act
(TSCA) (15 Uu.S.C., 2601) to assure that no chemical will present
an unreasonable risk of injury to health or the environment. -

EPA regulatory decisions on such matters are based in part on the
results of toxicological testing performed by or fdr registration
applicants, tolerance petitioners, and chemical manufacturers

Or processors.

This agreement, which provides for cooperation in the
training of EPA laboratory inspectors and auditors, in providing
specific scientific expertise as required for laboratory inspec-
tions and data audit as well as in the sharing of information on
laboratory GLP compliance monitoring will enable EPA to
determine (1) whether the testing was performed in accordance
with specified methodology, (2) whether any reported deviations
may have affected the reliability of the test results, (3) whether
the test results as reported can be fully supported by the raw
data generated during the study and (4) whether the testing was
carried out in compliance with EPA's GLP regulatioﬁs. The
authority for FIFRA GLP regulations is 40 CFR Part 160 and for
TSCA is 40 CFR 792, For studies conducted prior to this, "GLP
regulations” refers to :ne Food and Drug Administration's GLP

Regulations (43 FR 59986).
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. Laboratories inspected may be facilities in which both EFA
and NTP have common interests or they may be.facilities carrying
out studies applicable only to the EPA but that the EPA fin&s it
cannot inspect due the to the lack of specific expertise.

While EPA may have an interest in an NTP-sponsored study,
EPA will not audit an NTP-sponsored study without the express
approval of NTP management. Studies to be audited may be either

in progress or completed.

3. EXCHANGE OF INFORMATION

Each agency will exchange information concerning acpive
inspections and audits of interest to the other agency.

Each agency will inform the other of legal or administrative
action being considered or taken against any laboratory covered
under this agreement. This section is concerned with legal or
administrative penalties and not with such infractions or
deviations as can be corrected easily and judged to have had

little or no significant impact on the validity of the study.

4, NTP'S RESPONSIBILITIES

a. Study Audits - NTP will provide EPA's Compliance

Monitoring Staff (CMS) with a copy of the final NTP audit report
of chemicals of interest to EPA; such chemicals may have been

originally nominated or co-nominated by EPA for study or EPA may
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have developed an interest in the chemical during the testing
phase. NTP w%]l provide CMS on a quérterly basis with the
schedule of NTP audits of completed studies to be conducted in
the next quarter.

b. GLP Compliance Monitoring - NTP will supply CMS on a

quarterly basis with an advance schedule of site visits to be
conducted by NTP in the next quarter, At the request of CMS,
NTP will provide EPA with a copy of the report of a site viﬁit
of interest to CMS, EPA will not institute any enforcement
action against an NTP-inspected laboratory based solely on
an NTP inspection report. |

c. Training - NTP, within constraints of personnel and
schedules, will detail experienced NTP personnel who will act
as instructors in EPA-sponsdred courses or workshops on GLP
compliance monitoring, data audits and related topics. Schedules
and topics will be worked out cooperatively to ensure adequate
time for course preparation and review. Such details of personnel
will be at no expense to NTP other than salary.

d. Expert Inspections - NTP, at the request of CMS, and

within the constraints of personnel and schedules, will detail
expert personnel to accompany a CMS inspector or EPA audit team
when EPA is unable to i:spect a testing laboratory or complete a
data audit because of the lack of specific expertise. CMS will
provide the "eqhested scheduling in advance to NTP along with

all non-confidential information on the laboratory and study(ies)

necessary to prepare for a compliance inspection.
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NTP personnel in this situation will be advisory to the CMS

inspector who has the responsibility for conducting the

inspection or audit and preparing the report of the inspection

or audit. The NTP personnel's advisory report of findings will
be incorporated into the EPA inspector's report. Wherever
possible such inspections will be at no cost to NTP other than

salary.

e. Confidentiality - lUnder various provisions of fIFRA

and TSCA, toxicology data submitted to EPA may be considered
trade secrets entitled to protection from unauthorized public
disclosure. Such information will not be furnished to NTP
personnel in advance of a laboratory inspection or a study audit.
Any requests for further disclosure of such information received
by the NTP under the Freedom of Information Act will be referred
to the EPA for processing. NTP personnel will not prepare any

reports utilizing data which may be confidential.

5. EPA'S RESPONSIBILITIES

a. List of Laboratories for Coverage - EPA will provide NTP
with a quarterly listing of labortories to be visited. This
listing is to be provided to NTP at least 30 days in advance of
a given quarter and will include the name(s) of the facility(ies)
to be inspected, the dat2s of the inspections and the EPA
scientific personnel who will participate in the inspection
or audit., Tris information will be classified as "For Official
Use Only" and shculd not be disclosed except on a need-to-know

basis.
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EPA will identify for NTP those inspections where assistanc
is requested from.NTP and provide NTP with a clear definition 'of'
the assistance.needed. | -

In advance of a laboratory inspection EPA will provide NTP
with a list of EPA studies in progress as well as test protocols,
EPA test guideline; as available and FDA test guidelines as
_appropriate.

b. -Reporting Format - A mutually agreed format will be

used by NTP in reporting its advisory portions of EPA inspections.

¢c. Studies to be Audited - EPA will provide NTP with copies’

of the test protocol, guidelines and toxicology test Eeports
including any special instructions which might be appropriate to
the study to be audited. None of the material so provided will
be classified as Confidential Business Information.

d. Confidentiality - EPA is required, under both FIFRA and

TSCA, to maintain confidentiality of certain test-related infor-
mation., EPA will not provide NTP any material classified as
FIFRA or TSCA "Confidential Business Information." EPA may
furnish NTP with material classified as "For Official Use Only"
which is not to be disclosed by recipient NTP personnel to others
except on a need-to-know basis.

e. NTP Requests - EPA will respond to all requests for

information received by NTP under the Freedom of Information Act

which relate to visits performed for EPA by NTP,

&
£
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f. Delegation of Authority - As necessary -EPA will provide

to NTP personnel a letter containing appropriate delegation of
authority. This letter will then be furnished to the management
of the laboratory at the beginning of the visit,

g. Notification of Spensor - Contracts may exist between

laboratory and sponsor prohibiting disclosure of raw data by the
laboratory without the permission of the sponsor. In order to
ensure that raw data are available to EPA and NTP personnel
conducting a data audit, EPA's Compliance Monitoring Staff will
notify the sponsor of the study of the intent to audit one or two
working days preceding the scheduled visit. CMS will exercise its
own discretion regarding advance notification to the laboratory

of the scheduled visit.

h. Evaluation of Repcrts - EPA wil)l determine whether

discrepancies listed in the compliance inspection reports submitted
by NTP personnel or study audit reports impact on the validity of
studies. Any administrative or reéulatory actions resulting from
these reports will be the responsibility of EPA.

i. Training Schédules - CMS will consult with NTP on tne

content and scheduling of training courses and workshops and will
jointly determine the faculty for such courses and workshops.
Both EPA and NTP staff will be invited to attend such courses and

workships as appropriace.



6. DURATION OF AGREEMENT

This agreemént will becoﬁe effective on the date of the 1asf
signature and shall continue in effect until September 30,,1984,
unless modified by mutual written consent of both parties or
terminated by either party upon a ninety (90) day advance‘wrftten
notice to the other. Tnfs agreement may be reviewed by written
consent of both parties on a fiscal year basis.

7. PROJECT OFFICERS

For EPA: Dr. Dexter S. Goldman (EN 342) ‘
Head, Laboratory Data Integrity Program
Compliance Monitoring Staff
Environmental Protection Agency
401 M Street, S, W,
Washington, DC 20460

For NTP: Dr, Bernard A. Schwetz
Chief, Systemic Toxicology Branch
National deicolbgy Program
National Institﬁte of Environmental Health Sciences
P.0. Box 12233
Research Triangle Park, NC 27709

8. FUNDING
No transfer of funds is necessary under this agreement. Each

agency will fund its part of cooperative actions. EPA will fund

" travel and travel associated expenses of NTP persdnnel requested

to participate in EPA activities described above.
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MEMORANDUM OF AGREEMENT .
BETWEEN
THE CbMPLIANCE MONITORING STAFF
THE OFFICE bF TOXIC SUBSTANCES.AND
THE OFFICE OF PESTICIDE PROGRAMS
IN THE OFFICE OF PESTICIDES AND TOXIC SUBSTANCES
FOR A MANAGEMENT FRAMEWORK

FOR THE CONDUCT OF
LABORATORY INSPECTIONS AND DATA AUDITS

1. PURPOSE AND PRINCIPLES

A Laboratory Data Intebrﬁty Program (LDIP) has been estab-
lished within the Compliance Monitoring Staff (CMS) of the Office
of Pesticides and Toxic Substances (OPTS). LDIP is specifically
charged with developing and conducting laboratory inspeﬁtion
and data audit programs to assure the reliability and validity
of data reported to EPA under both the Federal Insecticide,
Fungicide and Rodenticide Act (FIFRA) and the Toxic Substances
Control Act (TSCA) Sections 4 and 5. This Agreement establishes
the matrix management framework under which CMS, the Office of
Pesticide Programs (OPP) and the Office of Toxic Substances
(0TS) will work cooperati~=2ly to assure an effective laboratory

inspection and data audit program.



2. PROGRAM ABSTRACT

CMS will establish and chair the .Laboratory Data Integrity
Program Panel (the Panel) which will also include members from
OPP and 0TS, The Panel will serve as the conduit for the flow
of information between participating Offices and will periodically.
review LDIP policies, procedures, and operations and advise the
Director, CMS, who has full responsibility for implementing the
program, of recommended program improvement and changes. The Panel
will serve as a steering committee to ensure that Agency commit-
ments and objectives of the LDIP are fully implemented ‘and
met,

The CMS will have the lead in directing the program by (1)
coordinating all FIFRA- and TSCA-related laboratory inspections
and study audit activities with OPP and OTS as well as by (2)
liaison with other agencies, such as the Food and Drug Administra-
tion (FDA) and the National Toxicology Program (NTP), which
cooperate with the EPA in laboratory inspections and data auditing.
LDIP will be the Agency contacf for scheduling FDA and EPA lebora-
tory inspections and study audit activities, as well as for feceiv-
ing and disseminating audit and inspection reports to}both OPP and
0TS. LDIP will monitor the status of each inspection and audit.

It is the goal of LDIP to (1) ensure full compliance with
FIFRA and TSCA Good Laboratory Practice (GLP) regulations, as
applicable, a: aln testing facilities performing studies to be
presented to the EPA to meet requirements of both FIFRA and

TSCA and (2) to audit fully all data supporting the results of
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these studies. Both the CMS and the OPTS Program Offices are
responsible for recommending studies for audit and laboratories
for inspection,

The OPTS Program Offices witl provide the scientific review
of laboratory GLP inspection reports and data audit reports of
studies within their respective program areas to LDIP. Program
Office scientists will participate in inspections and study
audits at laboratories, as appropriate and as resources permit.

A détai]ed descripfion of the responsibi]itiés of CMS, LDIP,
0PP, OTS and the Panel is given in Section 3 of this document.

A detailed definition of terms used in this document is given

in Section 5 of this document,

3. DIVISION OF RESPONSIBILITIES

a. Compliance Monitoring Staff

(1) Appoints the Chairperson of the Panel.

(2) Establishes inspection procedures and specific audit
procedures, with necessary technical input and review from OPP
and OTS.

(3) Establishes neutral administrative insbection schemes
for routine selection of laboratories for inspeﬁtion and, based
on recommendations from 0PP and OTS, specific criteria for "for
cause" and follow-up inspections, where necessary.

(4) In conjunction with the Regional Offices, supports
appropriate enforcement actjons based on the information provided
in reports, audits, reviews and impact assessments., Notifies

OPP and OTS of the progress and disposition of compliance procedings.
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(%) Regbdnds to FOIA requests for information on and
availabi]ity of completed -compliance inspection reports. (GLP
inspections or data audits).

(6) Reports program activities to the Assistant Admini-
nistrator for Pesticides and Toxic Substances and to the Admiﬁi-
strator through the Management Accountability System.

b. Laboratory Data Integrity Program

(1) Closely coordinates activities with FDA and NTP to-
avoid dup1icative efforts and to achieve maximum efficiehcy in
auditing studies used for government decision making,

(2) Trains EPA inspectors and auditors in the conduct 6f
laboratory inspections and audits with technical assisténce from
opp, OTS, FDA, NTP and contractors as needed.

(3) Establishes and maintains an accessible data file ol
studies submitted to or required by the £PA under TSCA Section 4
Test Rule or Negotiated Testing Agreement, TSCA Section 5 Siagnifi-
cant New Use Rule, Section 5(e) Order, FIFRA Sections 3, 5, 8, 18
and 24(c) as well as FFDCA Sections 408 and 309. This data file
will be maintained and updated by LDIP staff and will permit the
tracking of both CMS-directed activities on studies as well as
OPP- or OTS-negotiated study milestone dates starting with the
date of agreement betwe~n OPP or OTS and Sponsor and ending with
the final study data audit report,

(4) Peceives copies of notices of deliverables sent by test
Sponsors to EPA F}oduct Managers and enters dates of deliverables
into the data file. The deliverables themselves are directed

to OPP or OTS by the Sponsor.
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(5) Notifies OPP or 0TS Product Managers of 'schedule devia-
tions and refers to CMS evaluations .by OPP or OfS scientists of’
deviations as well a§ recommendations for action,

(6) Receives notices of sponsor-requested protocol'changes
and refers these requests to the OPP or 0TS Product Manager for
evaluation and recommendations. Refers these evaluations and
recommendations to CMS for communication to the Sponsor,

(7) Maintains security as needed on all reports, schedules
and data files under its control,

(8) Within the constraints of available resources selects
laboratories for inspection and studies for audit based on the
neutral administrative schemes and selgction criteria of CMS aloqg
with target lists and selection criteria supplied by OPP and O0TS.

(9) Schedules data -audits and laboratory GLP inspections
for health effects, for ecological effects and chemical fate
studies. Coordinates the audit and inspection schedq]e with
FDA, EPA Regionai Offices and with OPP or OTS scientific support
staff as necessary.

(10) Receives inspection and audit reports from FDA and
EPA inspectors after the audit or inspection is completed,.

(11) Develops and utilizes procedures for clarifying ques-
tions and resolving conflicts raised in data audit reports with
the testing laboratoryAand/or the test sponsor prior to issuing
a final report of a data audit to ensure that the audit can be
properly evéiuafed.

.(]2) Prepares GLP compliance reports and final data integ-

rity statements based on inspection reports as well as reviews
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of the raw data and final study report.

c. Office of Toxic Substances and the Office of Pesticide

Programs

(1) Appoint a representative to the Panel. This repre-

sentative will also be the focal point for all information exchange
between OPP, OTS and CMS and will serve as technical program repre-
sentative,

(2) Provide LDIP with information‘needed to track studies
submitted to or required by the EPA under TSCA Section 4 Test
Rule or Negotiated Testing Agreement, TSCA Section 5 Signifi-
cant New Use Rule, Section 5(e) Order, FIFRA Sections 3, 5, 8, 18
and 24(c) as well as FFDCA Sections 408 and 409.

(3) Maintain a current awareness of LDIP-set laboratory
GLP inspection and study audit schedules from the LDIP data file,
Recommend to LDIP changes in these schedules when problems are
noted that may jebpardize a study. Such requests will contain
an assessment of the need for the inspection or audit based on
OPP or OTS review, pending regulatory decisions and other estab-
lished criteria.

(4) Provide LDIP with copies of the study protocols and
revisions , FIFRA or TSCA testing guidelines for each type of
test, available EPA scientific reviews, and all study interim
and/or final reports as well as other pertinent test information
from both the'soon{or and the testing laboratory before inspections

and audits are undertaken.
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(5) Within resource consfraints designéte apﬁrppriate
scientific staff to-.accompany FDA and EPA inspectors on GLP
inspections and study audits as reques£ed by LDIP, Staff scien-
~tists may participate in routine inspections and audits as recom-
mended by LDIP, and wjll participate in inspections and audits
where violations are suspeﬁted by CMS.

(6) Provide LDIP in a timely fashion with review and
assessment of Sponsor-initiated protocol changes, test laboratory
schedule changes and any otﬁer study-related information from
either the Sponsor or the testing laboratory.

(7).Provide LDIP in a timely fashion with regulatory
significance reviews of GLP inspection and data or study audit
reports including an assessment of the impact of inspectional
or audit findings on the study itself,

(8) Recommend, to CMS and LDIP, specific criteria for
"for-cause" or "priority" GLP inspections or study data audits.

(9) Regulatory decisions (registrations, cancellation,
suspension, rule-making, etc,) are the responsibilities of the
program offices; enforcement responses (stop-sale, civil complaints,
etc.) are the responsibility of CMS.

d. The Laboratory Data Integrity Panel:

(1) Serves as a steering committee to ensure that EPA
committments and objectives on LDIP are implemented and met.

(2) Servés as a steering committee to oversee the manner
in which LDIP tfacb} studies under FIFRA and under TSCA Sections
4 and 5.

(3) Assists CMS in evaluating the effectiveness of the



. audit and inspection programs through periodic program reyiews.

(8) Advisés the Assistant Administrator for Pestic{des
and Toxic Substances through the Director, CMS, of recommended
improvements and changes in LDIP,

(5) Reviews, at the request of LDIP, criteria for labora-
tory inspecfion and study audit priorities to ensure that needed
changes in inspection or audit schedules are made promptly and

in a manner consistent with 0TS requirements.

4, IMPLEMENTATION

The Director, OTS and the Director, OPP shall select that
Office's representative for the Panel within 30 days of concurrence
in this Memorandum of Agreement by the Assistant Administrator.

The Panel members' names shall be provided to the Director, CMS.

5. DEFINITIONS

a. Data Audit - The data audit is the process by which the

Agency determines the validity of the results of any ongoing or
completed laborafory sfudy. Valida;ion is accomplished by
examining raw data and other records generated during the study
with results provided in the study report. A data audit is ndt
a8 scientific review of the conclusions of the study. Data audits
may be partial or full,
(1) Partial data audits are associated with:

}a) In-life studies where data are still being
generated and the audit provides confidence that the data in
general are being generated according to protocol requirements

and time frames and properly recorded.
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(b) Completed studies where selective percentages
of available data are examined.-

(2) Full data audits are those audits where, iﬁsofar as
possible, all raw dafa from all segments of a completed study are
audited. Full data audits are usually associated with rule or:
regulation processes where full prior validation of the
results is considered necessary,

b, Study Audit -~ A study audit compares the actual conduct

of a study with the approved study protocol. A study audit con-
tains elements of a data audit and a Good Laboratory Practices
inspection and may be partial or full,

“c. Good Laboratory Practices (GLP) Inspection - The authority

for GLP inspections is contained in 40 CFﬁ Part 792 (TSCA) and 40
CFR Part 160 (FIFRA)., A GLP inspection is an inspection of a test
facility or laboratory where EPA-related test data are generated.
The purpose of such an inspaction is to ensure full compliance with
GLP's (as regulations)., GLP inspections may be carried out by EPA
inspectors or by inspectors or other designees of other government
agencies under interagency agreements. At present such an inter-
agency agreement exists between EPA and FDA.

Other definitions pertaining to studies and to GLP are con-

tained within the GLP requlations.
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6. CONCURRENCES
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2 M g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

%, S WASHINGTON, D.C. 20460

4@ moﬁ“ .
SEP 3 |95
OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES

MEMORANDUM '

SUBJECT: Compliance Strategy for FIFRA §3(c)(2)(B)
Suspensions

FROM: A. E. Conroy I1, Director (Lydgc\\
0ffice of Compliance Monitoring }3 . 7N
\\“\_)

T0: Addressees

Attached is the Compliance Strategy for FIFRA Section
3(c)(2)(B) Suspensions. This strategy sets forth the
responsibilities of the Office of Pesticide Programs (QPP),
OCM and the Regions in implementing a program to assure com-
plgaRce with suspensions issued under section 3(c)(2)(8B) of
FIFRA,

Section 3(c)(2)(B) of FIFRA authorizes the Administrator
to require registrants to develop and submit data to fill gaps
in the data base for registered pesticides. Failure to respond
to a section 3(c)(2)(B) data call-in or to properly develop
data results in suspension of the product for which the data
was requested.

Comments on the draft compliance strategy and OCM's
responses are as follows:

° One Region requested that the three month period for
conducting inspections for compliance with the Stop
Sale, Use or Removal Order (SSURQ) not begin until the
States receive the information on the itssuance of the
SSURO. The strategy has been amended to reflect this
comment,

° One Region noted that each time a State is requested to
conduct a Section 3(c)(2)(B) inspection, the grant will
have to be renegotiated and outputs will have to be
adjusted. An amendment to the FIFRA Enforcement Grant
Guidance was issued on July 31, 1985 to address this
problem,



° Several Regions questioned the need to search FATES to
provide a list of inspection targets to the States.
The 1ist provided by OCM lists only the registrants
affected., The FATES data will provide the States with
any establishments that may have produced the suspended
products.

° One Region commented on the fact that the policy does not
address contract manufacturers or supplemental registrants
who may have produced suspended products, By the Regions
providing States with information from FATES on those
establishments which have in the past produced suspended
products, the States should be able to reach those distrib-
utors who have produced a product which has been suspended.
In the case of contract manufacturing, the registrant
should immediately instruct the contract manufacturer to
cease production, The SSURO sent to registrants covers
those products produced under contract as well as pro-
ducts supplementally registered. States can confirm
that distribution has been halted by visiting those
establishments.

° One Region commented that the Regional offices needed the
certified receipt cards for the NOITS and SSURO to support

enforcement cases. OCM will not routinely send the certi-
fied receipt cards to the Regions., Please note that QCM

may have one green card, verifying that the registrant
received the SSURO, which applies to several establish-

ments located in different Regions, If a Region needs
a certified receipt to support a specific enforcement

action, OCM will provide it on request,

° The 0ffice of Pesticide Programs suggested that OCM in-.

clude a copy of the QPP Standard QOperating Procedure
Number 3049,1 - Suspension of Pesticide Registrations in
the package. OCM has attached the SOP to this package.

Thank you for your cooperation in reviewing the draft
strategy. If you or your staff have questions, please contact
David Stangel of my staff at FTS 382-7845,

Attachments
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COMPLIANCE STRATEGY FOR FIFRA §3(c)(2)(B) SUSPENSIONS

———

VERVIEW

Section 3(c)(2)(B) of the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA) authorizes the Administrator to
require registrants to develop and submit data to fill in gaps
in the data base for registered pesticides. Failure to respond
to a FIFRA §3(c)(2)(B) data call-in appropriately or failure to
develop data as agreed to in the FIFRA §3(c)(2)(B) response will
result in suspension of the product for which the data was
requested, In those cases the Q0ffice of Pesticide Programs
(OPP) will issue a Notice of Intent to Suspend (NOITS). The
suspension becomes effective thirty days after its receipt unless
the company complies with the requirements of the data call-in
notice, requests a hearing, or requests a voluntary cancellation.
Generally, there will be no existing stocks provisions for products
in the registrant's possession unless registrants request a
voluntary cancellation,

In order to enforce a suspansion under FIFRA §3(c)(2)(B),
it is necessary to issue a Stop Sale, Use, or Removal Order
(SSURO) and to conduct followup inspections. A registrant whose
product is suspended under FIFRA §3(c)(2)(B) may comply with the
data call-in requirements at any time. OPP will 1ift the suspen-
sion and OCM the SSURO provided all FIFRA §3(c)(2)(B) data
requirements have been met for that product.

REGULATED INDUSTRY

The regulated industry consists of all registrants which
receive a FIFRA §3(c)(2)(B) data call-in notice, There are
several types of data gaps for which data call-in notices may be

issued:

° chronic toxicological data gaps,
° registration standards data gaps,
° special review data gaps, and
° others such as product chemistry data gaps, confidential
statements of formula, or ground water data gaps.
REQUIREMENTS

Section 3(c)(2)(B) of FIFRA:

° Authorizes the Administrator to require additional data
on a chemical to further evaluate the chemical and to

support existing registrations.
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Requires each registrant to provide evidence within
ninety days after notification that he is taking appro-
priate steps to secure the additional data.

°® Grants EPA the authority to issue a Notice of Intent
to Suspend if a registrant fails to take steps to secure
the required data. (This includes failing to respond to
the data call-in notice, responding inadequately such as
maintaining that testing is not necessary, or failing
to submit data in the timeframe to which the registrant
committed or which OPP established,)

° Allows a registrant and other parties adversely affected by
the NOITS to request a hearing within thirty days of
receipt of the NOITS by the registrant regarding whether:
(1) the registrant diligently took one of the listed
steps to develop the data, or whether (2) the Agency's
decision on the disposition of existing stocks is consistent
with the Act, If a registrant requests a hearing, the
suspension on his product does not take effect until
after the conclusion of the hearing,

Each registrant originally is given the following options
for complying with the data request:

® develop or supply the required data himself or jointly
with other registrants;

° certify that the product is exempt, e.g., because it is an
end-use product formulated from a registered, non-suspended
manufacturing use product and was therefore not subject
to the data call-in for safety data;

° delete uses that require the data requested;

°® request and receive a waiver of some or all of the data
requirements; or

° wvoluntarily request cancellation.

Failure to exercise one of these options within certain
specified time periods will result in the suspension of the
registrant's product. When a product is suspended under FIFRA
§3(c)(2)(B), there will generally be no existing stocks provisions
for products in the registrant's possession, More information
on how OPP suspends a product and the conditions of the suspension
can be found in QPP's Standard Operating Procedure for FIFRA
§3(c)(2)(B) Suspensions,

ENFORCEMENT OBJECTIVES

The aim of the compliance strategy is to enforce the FIFRA
§3(c)(2)(B) suspension via a SSURO.



TYPES OF VIOLATIONS

Section 12(a)(2)(J) of the Act prohibits the violation of a
suspension order under FIFRA §6. There is, however, no specific
unlawful act under section 12 for the violation of a section
3(c)(2)(B) suspension order, Under section 13 of FIFRA, the
Administrator may issue a SSURO when a product is suspended, By
issuing a SSURO, EPA is able to 2nforce the suspension., Any person
violating a SSURO would be in violation of section 12(a)(2)(I) and
would be subject to the penalties thereunder, It is essential that
each registrant of a suspended product be issued a SSURO in order
for the section 3(c)(2)(B) suspension to have the force of law,.

NEUTRAL ADMINISTRATIVE INSPECTICN SCHEME

The Regions should work with the States to schedule inspec-
tions of producing establishments of suspended products within
three months after the State receives notification of the SSURO.

Once it is determined that a producing establishment is in compli-
ance, no additional special tarqgetting is necessary. However,

continued compliance should be thecked during the next routine
inspection, :

ADMINTSTRATIVE CONSIBERATIONS -

Program Management

OPP is responsible for tracking data requests up until the
point at which a commitment to test is made. At that point,
the O0ffice of Compliance Monitaoring (OCM) is responsible for
tracking the test schedule., OPP is responsible for issuing
the NOITS and tracking the registrants' responses. When a pro-
duct is suspended (thirty days after receipt of the NOITS unless
the registrant requests a hearing or complies with the data
request), OPP notifies OCM and forwards a copy of the NOITS to
OCM. At that time, OCM will issue a SSURO to the registrant of
the suspended product. Previously, OPP had allowed a specified
amount of time for continued production of the product and sale
of all existing stocks, The current OPP Standard Operating
Procedure indicates that there will be no distribution of stocks
by the registrant allowed after the effective date of the suspen-
sion, i.e., thirty days after receipt by the registrant, If
there are any existing stocks provisions allowed, OPP will forward
this information to OCM at the same time OPP notifies OCM of the
effective suspension., Normally, there will be no prohibition on
sale of suspended products in the channels of trade.



At the time that OCM issues the SSURQ, it will send a sample
copy of the SSURO, a sample NOITS, a list of registrants to whom
SSURO's were issued and products affected, and any other relevant
supporting documents to the Regions, The Regions will notify
States of the suspension and the SSURO and provide them with
copies of all the information which the Region has received from
OCM. The SSURO may only be vacated by OCM, This will only be
done when QPP is 1ifting the suspension because the company has
come into compliance with the data call-in request, The Regions
will be notified immediately that OPP has lifted the suspension
and OCM has vacated the SSURO. Regions and States may issue
SSURO's for any products which have been distributed in violation
of a SSURO issued by OCM,

ALLOCATION OF RESPONSIBILITIES

opp

Issues data call-in notices and tracks responses.
Issues NOITS as appropriate and tracks responses.

Notifies OCM of products suspended and provides copies of
NOITS at that time along with other relevant documents,

Lifts suspensions when registrant fully complies.

Prepares letters 1ifting the suspensions and the SSURO's for
OPP and OCM signature,

OCM

Tracks testing once commitment to test is made and notifies
0Pp of failures by registrants to meet commitments,

Issues a SSURO to the registrant after being notified that
a suspension is effective.

Sends the Regions a list of registration numbers for suspended
products and the names and addresses of registrants which
received SSURO's within 5 days of mailing the SSURO's. OCM
will also send a sample SSURO and NOITS. Upon request by a
Region, OCM will provide the actual SSURO and NOITS for a
specific product as well as the certified receipt.

Vacates a SSURO at the same time OPP 1ifts the suspension for a
registrant, which fully complies with the data call-in, and sends
the Region information on the vacation of the SSURO.



Is working with OPP to develop and implement a system for tracking
suspensions and SSURO's.

Regions

Regions forward information on the suspensions and SSURQ's to
the States within a week of receipt and work with the States

in monitoring compliance. The Regions will provide to the
States a list of producing establishments which have produced
the products subject to the suspension and SSURO., This informa-
tion should be obtained from FATES.

In those States without State (Cooperative Enforcement Agreements,
the Regions monitor compliance with the SSURQO's within three
months of their receipt of the information on the issuance of

the SSURO.

Regions negotiate with the States to assure that States conduct
inspections at producing establishments to verify compliance
within three months of the date the State receives the information
on the SSURO and that States check for compliance during

future routine producing establishment inspections.

Regions will handle any cases arising from violations of the
SSURO's issued by OCM, '

States

States will conduct follow-up inspections to ensure compliance
with the SSURO's and forward results of the inspections to the

Regions, For situations involving a violation of the SSURO, the
State will forward the case file to the Region for appropriate

enforcement action,

PENALTIES

Violation of a SSURO is a violation under section 12(a)(2)(I)
and subject to the penalties found under section 14(a)(1) and
section 14(b)(1). Violation of a SSURO will generally resul® in
an administrative civil complaint. The FIFRA penalty policy
provides guidance on calculating the administrative civil
penalty for this violation., Repeated or continued violations of
SSURQ's will be considered for criminal referral,



- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Moe' : WASHINGTON, D.C. 20460

OFFICE OF
PESTICIDES AND TOXIC SUBSTANCL

MEMORANDUM

SUBJECT: Compliance Monitoring Strategy for Pesticide
Registration Cancellations Due to Nonpayment of Fees

FROM: John J. Neylan III, Director
Policy and Grants Division
Office of Compliance Monitoring

TO: Addressees

Attached is: (1) the Compliance Strategy for Pesticide
Registration Cancellations Due to Nonpayment of Fees; and (2} the
Notice of Cancellation which was published in the Federal
Register on October 18, 1989 (54 FR 42936). Thank you for your
comments on the February 12, 1990 draft. A summary of those
comments and our responses is also attached.

The effective date of cancellation for the first fee period
was October 10, 1989, the date of the letter informing
registrants of the Cancellation Order. However, registrants
could continue to sell and distribute existing stocks until March
1, 1990. The attached Strategy calls for routine producer
establishment inspections to ensure that the 20,000 pesticide
‘products are not sold in wviolation of FIFRA. Last October, the
Office of Pesticide Programs (OPP) sent the States and Regions
copies of the list of approximately 20,000 products, which were
cancelled for nonpayment of fees under FIFRA section 3 and
section 24(c). On March 9, 1990, the Office of Compliance
Monitoring (OCM) sent the Regions a list of the registrants and
producing establishments, which have produced since 1984 any of
the pesticide products cancelled for nonpayment of fees.

vvr F e~ - .

Please provide copies to the State pesticide ccntrol
officials in your Region as soon as possible. If you have any
questions regarding the Sf:rategy, please contact Beverly Updike
of my staff at FTS 475-9438 (EN-342).

AMIPTTAINAN Yy YT cAAm iz~

Attachments

Printad on Recvel >4 Paper
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Air and Toxics Div.

VIII Irwin L. Dickstein, Director
Air and Toxics Div.
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Air Management Div.

X Lynn McKee, Acting Director
Air and Toxics Div.

cc: Valerie Jewett (TS-788)
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Div.

Richard D. Stonebraker, Chief
Air, Pest. & Toxics Mangt. Di.
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Phyllis Reed, Chief

Environmental Services Div.
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VI

VII

VII

IX

Robert Murphy, Chief
Air, Pest. & Toxic Div.
Pest. & Toxic Substances Br.

Leo Alderman, Chief
Air and Toxics Div.
Pest. & Toxic Substances Br.
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Air and Toxics Div.
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Davis Bernstein, Chief
Air Management Div.
Pest. & Toxics Br.

Kenneth Feigner, chief
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RESPONSE TO COMMENTS ON PESTICIDE CANCELLATION STRATEGY

All of the following comments submitted by the Regions are
appreciated and have been considered. The Compliance Strategy
incorporates many of these comments.

Existing Stocks

co N

One commenter wanted the following language used in the Strategy
to be added to the Summary:

Due to the face that the Cancellation Order allows stocks at
the dealer and user level to be used until exhausted,

inspections beyond those at producing establishments are not
being requested.

RESPONSE 1

We have incorporated that statement into the Summary.

co NT

A commenter reported that the proposed existing stocks provision
presents a problem for those States in which pesticide products
must have a current EPA registration to be offered for sale.

RESPONSE 2

State inspectors should take their direction from the State laws
in those States which have more stringent laws regarding the

distribution and sale of existing stocks of pesticide products no
longer registered by the EPA.

Enforcement Response

COMMENT 3

One commenter asked what would be the appropriate enforcement
action if the inspectors discovered pesticides on the
cancellation list in the marketplace.

RESPONSE 3

If an inspector finds existing stocks at the user and dealer
level which have been produced, packaged or labeled after October
10, 1989 (effective date of cancellation), those stocks are in
violation of the Cancellation Order. Registrants had until March
1, 1990, to dispose of existing stocks of cancelled products. A
Stop Sale, Use or Removal Order (SSURO) should be issued for
violative acts and penaltiess assessed as needed.
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cancellation Information
COMMENT 4

One commenter requested that the list of registrants and producer
establishments which produced since 1984 any of those pesticide
products included among the 20,000 cancellations be sorted by
registrants with product names.

RESPONSE 4

The information was developed in this format and mailed out by
OCM.

COMMENT 5

One commenter cited a need for a list of current cancellations
and SSUROs.

RESPONSE 5

This Strategy deals only with the cancellations related to
nonpayment of the registration maintenance fees. OCM will send
out periodic updates amending the list of products cancelled for
nonpayment of the fees. In addition, in April, the Compliance
Division of OCM published a booklet, "Suspended, Cancelled, and
Restricted Pesticides", which summarizes the Agency's actions on
such pesticides.

cimv o A

i P



SUMMARY

COMPLIANCE MONITORING STRATEGY FOR PESTICIDE
REGISTRATION CANCELLATIONE DUE TO NONPAYMENT OF FEES

The due date for-the EPA required payment of the maintenance
fee to maintain registration was March 1, 1989.

On October 10, 1989, EPA notified registrants of 20,000
products by letter that their registrations were being
cancelled due to nonpayment of maintenance fees. A Notice
of Cancellation was published in the Federal Register on
October 18, 1989. The effective date of cancellation was
October 10, 1989, the date of the letter informing
registrants of the Cancellation Order.

Registrants could cont.inue to sell and distribute existing
stocks until March 1, 1990. Existing stocks are defined as

those stocks produced, packaged and labeled on or before the
effective date of cancellation.

Compliance inspections to assure compliance with these
cancellations will be conducted by States and EPA (where
there is no Cooperative Enforcement Agreement) as part of
their routine pesticide producing establishment inspections.
Due to the fact that the cancellation order allows stocks at
the dealer and user level to be used until they are
exhausted, inspections beyond those at producing
establishments are not needed.

All imports are to be checked against the cancellation list
prior to Regions signing off on the Notice of Arrival.

Exports are subject to FIFRA section 17(a) after

October 10, 1989 and should be checked as part of routine
inspections.
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COMPLIANCE STRATEGY FOR PESTICIDE
REGISTRATION CANCELLATIONS DUE TO NONPAYMENT OF FEES

OVERVIEW

Section 4(i) (5) of the Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA) requires the payment of annual pesticide
registration maintenance fees by March 1 of each year to keep
registrations in effect. During the first fee collection period
ending March 1, 1989, there were approximately 20,000 registered
products for which registrants did not pay the required fee.
Section 4 (i) (5) (D) of FIFRA states that the Administrator may
cancel the unpaid registrations without a hearing. Accordingly,
Cancellation Orders were issued to cancel the majority of the
unpaid registrations. This group includes approximately 13,500
products registered under section 3 of FIFRA and about 6,000
under section 24(c) of FIFRA. The Notice of Cancellation was
published in the Federal Register on October 18, 1989 (54 FR
42936). However, the effective date of cancellation was October
10, 1989, the date of the cancellation letter. As new
cancellations go into effect for subsequent fee periods, OCM will
provide an amendment to Appendix II which will inform the Regions
of the products cancelled, the date of the cancellation, and any
existing stock provisions.

The Federal Regjister Notice of October 18, 1989, deferred
for 30 days the cancellations of 189 pesticide products
(containing 77 different active ingredients) for which the
registration maintenance fee was not paid. These were products
which have been in production at least one year since 1984.
Additionally, unlike the majority of the other cancelled
registrations, the records for these 189 products show that there
are no other registered products containing these active
ingredients. The deferral period allowed potentially affected
users of these pesticides an opportunity to develop strategies to
maintain the continued registration of any products important to
their needs. 0Only four of the registrants producing the 189
pesticide products have now complied with the provisions of the
maintenance fee requirements. See Appendix I for the list of
product registration numbers and names of the registrants.

This Compliance Monitoring Strategy provides for compliance.
checks during routine producer establishment inspections to
assure compliance with the Cancellation Orders issued for
nonpayment of maintenance fees and to assure compliance with
FIFRA section 17 export requirements. Note that registrants of
cancelled products for the first fee period could continue to
sell and distribute existing stocks until March 1, 1990. Due to
the fact that the Cancellation Order allows stocks at the dealer
and user level to be used until they are exhausted, inspections



beyond those at producing establishments are not needed. As the
Strategy is amended for future cancellations, Appendix II will be
updated to include Federal Register information on existing
stocks, dates of effective cancellation, etc.

REQUIREMENTS

The Cancellation Order of October 18, 1989, allowed
registrants to continue to sell and distribute existing stocks of
the cancelled products until March 1, 1990, the due date for the
next annual registration fee. Existing stocks are defined as
those stocks produced, packaged, and labeled on or before the
effective date of cancellation. Existing stocks already in the
hands of dealers or users can be sold and used until they are
exhausted. The exceptions to these provisions are cases where
more stringent restrictions on sale, distribution, or use of the
products have already been imposed through separate Agency
actions. Dates regarding existing stocks provisions for products
cancelled after subsequent fee periods can be found in
Appendix II.

Exports

In the case of exports, any products exported after the
effective date of cancellation must comply with section 17 of
FIFRA, which includes citations for other applicable FIFRA
requirements. Under section 17, prior to export, a foreign
purchaser must sign a purchaser acknowledgement statement and a
copy of that statement must be submitted by the exporter to EPA.
In addition, note that unregistered pesticides intended for
export must conform with labeling requirements pursuant to :
section 17, including section 2(q) (1) (H) (i.e., the label must

say in a conspicuous manner "Not Registered for Use in the United
States of America").

COMPLIANCE MONITORING

Compliance inspections are to be conducted by the States and
EPA (in States without Cooperative Enforcement Agreements) during
routine producer establishment inspections to monitor compliance
with the cancellations and the section 17 export provisions for
such products. If inspectors find cancelled products at the
producing establishment after March 1, 1990, Stop Sale, Use or
Removal Orders (SSUROs) should be issued. Prior to establishment
inspections, States should check the list of producing
establishments to determine if an establishment has produced one
or more of the products since 1984. Appropriate enforcement is
also to be taken for violative products.
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ALIOCATION OF RESPONSIBILITIES

The following is a summary of the allocation of
responsibilities between OPP, OCM, Regions and the States.

Office of Pesticide Programs (OPP)

Will provide the Regions and States with a hard copy and disks of
the list of products and registrants cancelled because of
nonpayment of maintenance fees for section 3 and section 24(c)
registrations.

Will provide periodic updates of deletions or additions to the
cancellation list will be provided to OCM.

Office of Compliance Monitoring (OCM)

Will provide the Regions with a list of registrants and producer
establishments which have recently produced (since 1984) any of
those pesticide products included among the approximately 20,000
cancelled for nonpayment of maintenance fees.

Will prepare the Compliance Monitoring Strategy for Pesticide
Cancellations Due to Nonpayment of Maintenance Fees and will send
periodic updates of additional cancellations or deletions to the
cancellation lists.

As new cancellations go into effect for other maintenance fee
periods, OCM will update the Compliance Strategy to include
information on the number and type of product cancellations.
Appendix II will be updated to include Federal Register
information on existing stocks, dates of effective cancellations,
etc.

Regions
Will provide the States with the Strategy.

Will conduct compliance inspections as part of routine producer
establishment inspections in States without Cooperative
Enforcement Agreements to assure compliance with the October 18,
1989 Cancellation Order and section 17 export requirements.

Will distribute the list of cancelled products; the names of
registrants whose products have been cancelled; and information
on producing establishments to the States, including updates on
newly cancelled products or products whose cancellations have
been rescinded.

Will check all Notices of Arrival for imports against the list of
cancelled products before releasing such products.

Will take enforcement action and issue Stop Sale, Use or Removal
Orders (SSUROs), as appropriate.
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States

Will conduct compliance inspections as part of routine
establishment inspections to assure compliance with the October
10, 1989 Cancellation Order and export requirements.

Will take enforcement action and issue Stop Sale, Use or Removal
Orders (SSUROs), as appropriate.
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APPENDIX I

The following registrants for the pesticide products listed
below, which were previously included among the 189 deferred
products, are now in compliance with the 1989 maintenance fee

requirements of FIFRA.

Registrant &
Reg.No. Product No.

#47319 Savanah Co.
047319-00001
047319-00002
047319-00004

$11275 Guth Corp.
011275-00002

#01457 Hexcel Corp.
001457-00015

$08730 Hercon Environ-
mental Co.
008730-00035

Product Name

Sevana Bird Repellent
Sevana Bird Repellent
Agrigard Insect Repellent

Lithate 2,4 D - Broadleaf Weed Killer
Non-Volatile

Bromat

Lure N Kill Roach and Ant Killer
Insecticidal Baits With Sex Lure
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APPENDIX II

SUMMARY OF CANCELLATIONS

00 .
6,000 sec. 24(c)

FEDERAL MATNTENANCE NUMBER OF EFFECTIVE EXISTING STOCKS AT

REGISTER FEE PERICD, PRODUCTS DATE OF REGISTRANT, DEALER &

NOTICE MARCH 1 CANCELLED CANCELLATION USER LEVEL

10-18-89 88-89 13,500 sec. 3 10-10-89 Registrant can continue to sell and

distribute stocks until 3-1-90. Dealer
and user can use existing stocks until
exhausted. Existing stocks are defined
as those products produced, packaged or
labeled by 10-10-89.
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S5 03 TIXKIC SUBSTANCEY
MEMORANDUM

SUBJECT: Strategy for Aldicarb

| , A
FROM:  John J. Neylan III, Director @%W/ﬂ//%//‘w

Policy and Grants Division
Office of Compliance Monitoring (EN-342)

TO: Addressees

Attached is the Compliance Monitoring Strategy for the
Voluntary Action by Rhone-Poulenc for Aldicarb.

On April 11, 1990 Rhone-Poulenc announced that it would
voluntarily stop sale aldicarb labeled for potato use and recall
stocks of aldicarb in areas where potatoes are grown, for
modification of the labels. In addition the Environmental
-Protection Agency, Food and Drug Administration and the U.S. :
Department of Agriculture also issued a statement on this action.
This .is a voluntary action by the company while further studies
are completed. Rhone-Poulenc has not amended its registration to
delete use on potatoes, and they have not voluntarily cancelled
the use.

No specific inspections need to be targeted as a result of
the voluntary action by Rhone-Poulenc. In keeping with the
voluntary stop sale by Rhone-Poulenc for these pesticides, the
attached strategy calls for Regions and states to notify
distributors/dealers/retailers of the action if aldicarb stocks
are found during routine inspections and to monitor compliance
with the revised label as part of any routine or for-cause
inspections. '

Please transmit the strateqgy to the States within yoﬁr

Region. If you have any questions on the attached aldicarb
strategy, please contact Virginia Lathrop at FTS 475-8418.

Attachments



Addresses:

Douglas Campt (TS-766C)
Edwin F. Tinsworth (TS-767C)
Anne Lindsay (TS-767C)
Fredrick Stiel (LE-134A)
Mark Greenwood (LE-132A)
A.E. Conroy II (EN-342)
Connie Musgrove "
David Dull "

Mike Wood " .

‘Jerry Stubbs "

Maureen Lydon "

Ken Kanagalingam "

Bob Zisa "

- Sherry Sterling” "

Jan Bearden "

Michael Walker (LE-134P)
Valerie Jewitt (TS-788)
John Tice  (TS-769C)
Artie Williams (H-7508C)
Phil Ross (LE-132A)

REGIONS, DIVISIONS:

Jake Mackenzie
Western Regional Coordinator

Louis Gitto, Director
Air Management Division, Region I

Barbara Metzger, Director
Environmental Services Division, Region II

Thomas J. Maslany, Director
Air, Toxics and Radiation Management Division
Region III '

Winston A. Smith, Director
Air, Pesticides & Toxics Management Division
Region IV -

William H. Sanders III, Director
Environmental Sciences Division, Region V

Bob Hanneschlager, Acting Director
Air, Pesticides and Toxics Division, Region VI

William A. Spratlin, Director
Air and Toxics Division, Region VII



Irwin L Diskstein, Director
Air and Toxics Division, Region VIII

David P. Howekamp, Director
Air and Toxics Division, Region IX

Gary O'Neal, Director
Air and Toxics Division, Region X

BRANCH CHIEFS:

Marvin Rosenstein, Chief
Pesticides & Toxic Substances Branch
Region I

Ernest Regna, Chief
Pesticides & Toxic Substances Branch
Region II

Larry Miller, Chief
Toxic & Pesticides Branch
Region IIIX

Richard Stonebraker, Chief
Pesticides & Toxic Substances Branch
Region IV . '

Phyllis Reed, Chief
Pesticides & Toxic Substances Branch
Region V

Robert Murphy, Chief
Pesticides & Toxic Substances Branch
Region VI

Leo Alderman, Chief
Pesticides & Toxic Substances Branch
Region VII

Alvin Yorke, Chief
Toxic Substances Branch
Region VIII

Davis Bernstein, Chief
Pesticides & Toxic Substances Branch
Region IX

~Kenneth Feigner, Chief
Pesticides & Toxic Substances Branch
Region X



Attachment

ALDICARB COMPLIANCE MONITORING STRATEGY

BACKGROUND

On Wednesday, April 11, 1990, Rhone-Poulenc announced that
it would voluntarily stop the sale of aldicarb for potato use and
recall the stocks of aldicarb labeled for use on potatoes in
areas where potatoes are grown. The recalled stocks will be
relabeled to delete the potato use. This is a voluntary action
by the company while further studies are completed. Rhone-
Poulenc has not amended its registration to delete use on
potatoes nor has the Company voluntarily cancelled the use.

COMPLIANCE ACTIVITIES

. Given that this is a voluntary action by the registrant,
sale, distribution and use of Rhone-Poulenc aldicarb for use on
potatoes remains legal. However, once a user has a product with
.the potato use deleted, he may not use the product for potatoes.

" Although no inspections are being specifically targeted,
routine or for-cause pesticide inspections may involve aldicarb.
During these inspections, two actions should be taken:

0 When aldicarb products are found at the distributor/
retailer/user level in States where potatoes are grown,
"the inspector should inform the distributer/retailer/
user of the voluntary stop sale and recommend that the
person contact Rhone-Poulenc at 1-800-334-9745. It may be
useful to provide copies of the attached statement. when
aldicarb stocks are found (See Attachment).

o If a user applies aldicarb bearing a label which no longer
has potatoes on it, appropriate enforcement action should
be taken for use inconsistent with the label.



AFFECTED PRODUCTS

Aldicarb products with potato use on label:

EPA Registration No. Brand Name

264-319 Temik Brand TSX Granular Aldicarb
Pesticide (1)

264-417 | Temik Brand 15G Aldicarb Pesticide (2)

264-331 ' Temik Brand 10% Granular Aldicarb

Pesticide (3)

(1) This is the most common aldicarb product sold in 1986 to
1988.

(2) Sold primarily in 1988.

(3) Only sold for export in 1987.
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wEPA Enwronmental News

WepN €500
(FHURSPAY, APRIL 11, 1990)

The following joint statement is being issued as the result of
action taken yesterday.by Rhone-Poulenc Ag Co. to voluntarily stop sales
and recall the stocks of the pesticide aldicarb for use on potatoes. The
Company has informed EPA that it found the allowable residue level of
aldicarb was exceeded on a few potatoes in one field among 26 fields
tested. Aldicarb has been registered since 1970 to control insects,
mites and nematodes. Since aldicarb was registered, there have been no
reported illnesses from eating potatoes. For more information, contact
Al Heier at (202) 382-4374.

JOINT SATEMENT BY
ENVIRONMENTAL PROTECTION AGENCY

FOOD AND DRUG ADMINISTRATION
AND
U.S. DEPARTMENT OF AGRICULTURE

The Environmental Protection Agency (EPA), the Food and Drug
Administration (FDA) and the U.S. Department of Agriculture (USDA)
commend Rhone-Poulenc Ag Company for voluntarily ceasing the sale and
recalling the stocks of the pesticide aldicarb for use on potatoes due to
recent data which indicate that the allowable residue level was exceeded
on potatoes in isolated cases. The action taken yesterday is a cautious
measure to ensure the safety of our food supply.

, Consumers should not be alarmed and they should continue their
normal consumption of potatoes. The company is taking this action after
~recently finding that the allowable residue level was exceeded in ten
individual potatoes among approximately three hundred that were tested
following a request for data from the EPA.

In the seventeen years aldicarb has been used, there are no reports
of illness from eating aldicarb-treated potatoes. At the highest levels
found in a few potatoes, aldicarb could cause flu-like symptoms such as
rausea, headache and blurred vision which disappear quickly.

EDA will continue to review and rmonitor this situation anc tale iy
u*tber action 1f necessary.

“-52
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A F UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Bel it WASHINGTON, D.C. 20460

JAN 1) 1975

To: Regiozml_.“.dministvatoxﬁ

(::"(—'.‘ z. ;_/ A
From: AsStginn: Kdainistralorior Water
: and Hazardous, Materials (WH-556)

Assistant Administirator for Enforcemen’/} f» Qﬁ
and General Counsel (EG-329) ()...C.c’ ’\&‘% fuil

Subject: Continuing State Registration of Products Containing
Aldrin and Dicldrin for Which Uses Have Been Suspended

Late inDeccomber, 1274, the Agency became awarc of the existence of
activily in the above relercnced matter, first in the State of California,
and subsequently in several other States in other Regions, Preliminary
investization inte the magnitude of the problem suggests that there may
ba siguificant conilinuing aclivity on a national scale, that there is con-
fusion astothe extentof IFederal jurisdiction over suchactivity by States,
and that the eccnomic, polilical and regulntory couasiderations involved
require additional action by the Agency,

Accordingly, our joint gtuf
which, upon publicaiion, will ;
non-TFadorally registered products containing A¥rin and Dieldrin by
implomcnting Scction 3 of the Pederel Ingecticide, Fungjeida and

hdsfravicitvisvani, wo -

Redenticide Act (FIFFRA), as amended 47 U, S.C. 136 et sea. ). Attached
is a sirategy popner which expluins the bacligeound ol this matter in greater
detail and p»rovides an explanation of how these Aldrin and Dieldrin pro-
-ducts showld be treated upon the activation of Section 3. In addition,
proposca cnforcement aciivities by the Agency, anticipated in cooperation
with involved States, is discuss=2d,

{s are preparing a I'ederal Rezister nolice,
r 3 -d g b Jt . o T
formally asseri Fedzral jurisciction over

We shzall expedite publicaticn of this notice in the Federal Registcr,
Pending {ermal publication, you should proceed with confidence in the
proposed subsiance of the notice as outlined above and in the attached
paper v inform aiffecled Siates in your Region of these developmenis,
Furitheir, we trust you will encourage their support and cooperation in our
effort to achieve orderly and equitable d’sposition of existing State-reg-
istered products together with even-hand:d aud comprehensive enforce-
ment of the2 Aldrin-Dieldrin cancellation and suspension orders, The
Enforcement Division of each region will be contacted by th2 Postlicides
Enforcement Division in Washington which will provide addition2xl deiails
and supnort, where needead, to achieve I ederai-Slate cooperation in pro-
viding nctice ol these developments and in procceding with enforcement
of the Adminisirator's orders relating to cancellation and suspension of
Aldrin and Dieldring

Euclosure:



77 ¥ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: WASHINGTON, DC 20460 ‘

Strategy Paper:

 State Registration of Products Containing Aldrin and Dieldrin
for Which Uses Have Been Suspended

Backeround:

Late in Dccember, 1974 Headquarters was informed by Region IX
and the State of California that products containing Aldrin and Dieldrin
were being registercd by the State in possible contravention of the intent
of the Administrator's Order of December 7, 1972 (37 F.R. 26463, 251G63),
That order provided that henceforth all technical Aldrin and Dicldrin
must bear the label resiriction: "For use only in formulating products
bearing EPA-approved FIFRA registrations, ' It was thought that such a
restriction on use of the technical material, which is available only
through import and thereciore subject to I'ederal jurisdiction, would pre-
clude further formulation of finished products for S:iate registiration
and thereby provida de facto IFederal control of all products containing
Aldrin or Dieldrin, Investigations by California and Region IX (coafirmed
now by scveral other Regions znd Siate:) have revealed that many State-
registrred Aldérin-Dieldrin productis were: 1) formulated from technical
material held prior to December 7, 1972 and therefore not subjcct to the
restrictive laboling requirement, 2) formulated irom so-called ''end-
use' or finished Aldrin-Dicldrin products bearing State or Federal
registrations and lacking any siated restrictions concerning refor-
mulation, 3) formulated Irom techniczal meterial sold after Deccmber 2,
1072 which failed to bear the required restriction, 4) formulated from
technical material restrictively labeled and ignored by the forrulator,
States, having lately become aware, of the intent of the Deceminer, 1972
order, arefaccdwitha dilemma: pressure to reregister for continued
shipraent, sale and use products formerly anproved by therm and the
likelihood that such registration contiravenes at least the spirit, and in
some cases possibly the letter, of a I'ederal cancellation order,

Aclion:

In order to clarify existing ambiguities concerning the legal status of
thesc non-IFFederally rezistercd products with respect to I'edaral jusicdic-
tion over their production, shipinent, sale, and use, and to insure 2ven-
handa2d enforcement of the Aldrin and Dicldein cancellation and sususesion
ordars, the Agency will formally implement Section 3 of the IFederal Insec-
ticide, Fungicide, and Rodenticide Act, as amendad (7 -U.S.C, 136 ¢t seq.)
by nolice in the FFederal Register, This notice will contain an exemption,

| Kd
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pursuant to the provisions of Sections 6(a)(1) aud 15(b)(2) of the Act, allow-
ing States to register for orderly disposition through shipment, sale and
usc in that State, cxisting stocks of products containing Aldrin and
Dieldrin produced on or before the date of signature by the Administrator
of the order implementing Scection 3 of the Act as to these State-registered
products. Effcctive the day following signature of the order implementing
Section 3 of the Act, production of products containing Aldrin and Dieldrin
must cease, and States must cease to register for shipment, sale and use
any but existing stocks of such products,

Regional offices should arrange to advise appropriate authorities in
States inthat Regzion, in advance, of the plaunned activation of Section 3
and its aitendant prohibiticns, and should request State authoritics io
noti’v 2ll State registrants and any other potentially affected parties of
the uclivatiion of Seciion 3 and of the cifective date of related prohibitiois,
Staics are to be asked to provide to the appropriate Regiconal Oifices lists
of State registrants or parsons with registraiion applications pending for
products containing Aldein or Dieldrin, Information relating to locztion
and relative amounts of these Siate-registered products also is to be
sought,

The Ageney's pesticides enforcement personnel vwill enlist Stzte coope-
ration in continuing ils on-going inav
Deccoembar 7, 1972, of products containing Aldezin or Dieldrin for State
registraiion,  Should it be the case that IFederal rogistrants of techniczl
Aldrin or Dieldrin have not relalieled their nproducts in confermance with
the Adminisiraior’s Croder of December 7, 1272, or that posticid: pro-
ducers have formulaied produzts eontaining Aldrin or Dieldrin in con-
{ravention of labeling preiaibitions agzinst use in non-Federally registeved

roducls, such viclaiicns will be prosecuted in accordance with the appre-
priaie provisicuis of the Act,

o



Ui ITED STATES ENVIRONMENTAL PROTECTION AGENCY

«-‘d WASHINGTON, D.C. 20460
JAN -4 41208
To: (Enforcement Division Directors] e ‘
‘ | s (1L,
From: A. E. Conroyll, Director /4 ‘_;: (,>~ L
Pesticides Enforcement Division e >T .

e
Subject: Non-Federally Registered Products Containing Aldrin or Dieldrin

Background:

In his memorandum of December 10, 1974, Point #4, the Director

~ advised that production of non-I'ed=rally registered products containing
Aldrin and Dieldrin contravened the December 7, 1972 Order of the
Administrator (37 F.R. 25463, 26465). The intent of that order was to
restrict use of technical Aldrin and Dieldrin to use in EPA-registered
products only. The Director's memorandum continued that production
of non-I'ederally registered products contzaining Aldrin and Dieldrin
could subject such products to stop sale and their producers to liability
under Sections 12(a)(2)(G) and (K) of the Act. 3

~ Subsequent to the Director's memorandum, it has come to the
Agency's astiention that numerous products ccntaining Aldrin znd Dieldrin
r..av have be~n produced since Dzcember 7. 1672 and registered hy Storas
under circumsizaices not strictly contravening tne Doecember, 1972 Order.,
Details concerning nis production and questions relating to the scone of
Federal jurisdiction over such production under the Dacember, 1872
Order are elaborated in the attached memorandum and strategy paper,
which were sent to all Regional Administrators on January 10, 1975.

Action:

For purposes of ¥ ederal enforcement activity, the following develop-
ments are important:

1) The Agency has determincd to implement Szction 3 of the
Act with respect to products containing Aldrin and Dield: in
intended {or intrastate shipment. States will be permitted
to register and allow shipment, sule and use in that Siaie
of stocks of products containing Aldrin or Dieldrin in 2<is-
tence on the date of the signature by the Administrac .. nf .
the order activating Section 3. Afier that date, all yrod.c-
tion of products containing Aldrin or Dieldrin must cozse,
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and States must cease to permit registration or to allow
shipment, sale or use of any but existing stocks. Viola-
tions of the Act will be subject to prosecution 60 days
after Federal Register publication of the Administrator's
order, (This of course will not apply to those products
registercd Federally and by States for uses which have
not been suspended: 1) subsurface ground insertion for
termite control; 2) dipping of non-food roots and tops; 3)
moth-proofing in a closed system.)

2) 1t is the obligation of each Region to notify, in advance,
appropriate State authorities of this development and its
attendant prohibitions and to enlist their aid in notifyingz
registrants and other affected persons in their State.
Attached is a sample letter which States may wish to
employ as a guide in the notification process.

3) Immediately upon signature, of the Section 3 order, Head-
quarters staff will notify Regional officials who should con-
tact the State authorities directly.

4) Cooperation and aid of State authorities is to be enlisted in
obtaining for Federal use:

- lists of State registrants or persons with applications °
pending for Aldrin-Dieldrin product registration;

- information on location and relative amaunts af euch niill
ductis within the Staie;

- assistance of State enforcement authority to achkieve com-
pliance with the production, registration, and shipment,
sale and use cut-off,

5) EPA regional personnz2l are to continue their investigations
of production since December 7, 1972 of producis contain-
ing Aldrin and Dieldrin for State regisiration. Should it be
determinsd tha* Federal registrants of technical Aldsin or
Dieldrin have not relabeled their produzts in conformance
with the Administrator's Order of D2cember 7, 1972, or
that pesticide producers have formulated products conizin-
ing Aldrin or Dieldrin in contravention of labeling prohi-
bitions against use in non-I'ederally registered produzis,
such violations are to be prosacuted in accordance with the
appropriate provisions of the Act.

Shovrld you have questions or encounter difficulty with regarn o any
of these matters,. please notify the appropriate Regional Coordinator,

Attachments:
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Attachment !

Aldrin - Dieldrin Strategy

R.C.'s phone Region in advance of order - inform of 'strategy

R.C.'s send Director's enforcement package to Regions

Regions inform States of pending action and request names of

State registrants
PED sends Administrator's order to Regions
HDQ sends Administrator's order to States

States or Regions notify State regisﬁ*ants of order
(See Attachment ii).

Regions follow~-up at each State registrant.



Attachment II SAMPLE LETTER

State Registrant
(Address)

Gentlemen:

On (date), the Administrator of the United States Environmental
Protection Agency issued an Order asserting Fedceral jurisdiction over
all non-Fedcrally registered Aldrin-Dieldrin products in intrastate
commerce by invoking Section 3 of the Federal Insecticide Fungicide,
and Rodenticide Act (FIFRA), as amended (7 U.S.C. 136 ct seq. ).

As a result of this Order, the shipment, sale, and use of non-Feder-
ally registered Aldrin-Dieldrin products, produced after the effective
e e date-of-the-Order-will-be-prohibited: Accordingly;—the-Stzte-of-{mame)———-—-—
can register or continue registrations only of non-Federally registered
Aldrin-Dieldrin products which were produced on or before the date
of the Order. Such registrations are being permitted to allow the
orderly disposition of non-Iederally registered products through
shipment, sale, and use in the registering State.

Any further questions regarding the Order should be directed to
Mr. » EPA, Region , Street T,
city, - , State , telephone number ' .

Sincerely,

e et e s <4 sone e o
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Attachment 111

Types of Violations Involving Non-Federally Rpgtstered products
containing Aldrin or Dieldrin

1. Failure of a Federal registrant to place a statement such as "For
use only in formulatmg products bearing EPA-approved FIFRA
registrations' on manufacturing use only labels.

Violation: Misbranded, inadequate directions
Scction 12(a)(1)(E)
Action: Civil/Criminal/Stop Sale

2. Useof a manufacturmg use only" product bearing a statement such
as ""For use only in formulating products bearing EPA -approved
FIFRA registrations" on the label in a non- Federally registered
Aldrin - Dxeldrm product,

Violation: M\isuse Section 12(a)(2)X(G)
Action: Civil/Criminal/Stop Use

3. Sale of a non-Fede:—ally registered Aldrin - Dieldrin product pro-
duced 2fter the eﬂ'eci;.'e date of the Order, but before violations
are actionable (60 cdays after publication in the Iederal Registar),

Action: Stop Sal.

4, Sale ¢f a2 non-Federally registered Aldrin-Dieldrin product pro-
duced after the effective date of the Administrator's Order (day
after signature) and after the date violations become enforceable
(60 days after publication in tte Federal Register). '

Violation: Non registration Sec. 12{(a)(1)(A)
Action: Civil/Criminal/Stop Sale
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H S'Z 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
“, 3' WASHINGTON, DC 20460 -
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JN 61989 OFFICE OF
: PESTICIDES AND
TOXIC SUBSTANCES
MEMORANDUM
SUBJECT: Compliiance Strategy for the Canceliation of Non-wo '
Uses of the Inorganic Arsenlicals \ /
FROM: John J. Neyian Ill, Director
Pollcy and Grants Division
Oftice of Compliance Monitorin
TO: Addressees

Attached 1s the Compllance Strategy for the Cancellatlion
of the Non-wood Uses of the Inorganic Arsenicais. On June 30,
1988, the Agency published "lnorganic Arsenicels; Intent to
Cancel Registrations for Pesticide Products Registered for Non-
Wood Preservative Use; Conciuslon of Speciai Review" in the
FEDERAL REGISTER (53 FR 24787). This notice, which Is aiso
attached, cancelled all minor uses of Inorganic arsenicals with
the exceptlion of the Insecticide use of arsenic trioxide in a
solid formulation and packaged In a seaied metal contalner, and
the solid formulation of arsenic trioxide for the control of
moies, gophers and pocket gophers. Also attached is a summary
of the actlion for your convenience.

The turt herbicidal use of the flowable formuiation of
calcium arsenate, the grapefrult growth reguiator use of lead
arsenate, the grape fungicidal use of sodium arsenite, and the
desiccant uses of arsenic acid on cotton and okra grown for
seed, l.e., the major uses, are stiil under special review
awaltling food crop residue date from registrants as requested
under FIFRA 83(c)(2)(B).

Compllence with the NOIC witl be determined by Inspection
of registrants and producers of cancelled products to determine
If production and sale for distribution within the U.S. has
ceased and that distributors have been notified of the action
8s required by the Notice. Inspections of deaiers and users
will be conducted to ensure that cancelied products are no
longer being sold or used. Tips and complaints are to be
Investigated as recelived.
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The caencellatlon has been appealed and a Iist of those
persons appealing the cancellation Is attached. 1f you have

any questlions concerning this action please contact Davlid
Stangel of my staff at 382-3477.

Attachments
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ADDRESSEES

Dougias D. Campt (TS-766C)
Edwin F. Tinsworth (TS-767C)
Anne Lindsay (TS=767C)
Frederick F. Stiehi (LE-134A)
Mark Greenwood (LE-132A)
A. E. Conroy || (EN-342)
Connie Musgrove "

John J. Neylan |11 "
David Dull "

Mike Wood "
Phyiils Flaherty "
Jerry Stubbs "
Maureen Lydon "

Ken Kanagal ingam "

Bob Zisa "

Sherry Sterilng "

Jake Mackenzie

Western Regional Compliance Director

Louis F. Gitto, Director
Air Management Division

Barbara Metzger, Director
Environmental Services Division

Stephen R. Wassersug, Director
Hazardous Waste Management Div

Winston A. Smith, Director
Air, Pest. & Toxics Mangt. Div

Willlam H. Sanders |1l, Director
Environmental Services Division

William B. Hathaway, Director
Air, Pesticides & Toxic Division

Wiillam A. Spratiin, Director
Air and Toxics Division

lrwin L. Dickstein, Director
Air and Toxlics Division

David P. Howekamp, Director
Air Management Division

Gary O'Neal, Director

Air and Toxics Division

Michael Walker (LE-134P)
Jim Roeloffs (TS-788)
John Tice (TS-769C)

Marvin Rosenstein, Chief
Pesticldes & Toxlic Substances

Ernest Regna, Chief
Pesticides & Toxic Substances

Larry Miller, Chief
Toxic & Pesticides Branch

Richard DuBcse, Chief
Pesticides & Toxic Substances

Phylt1s Reed, Chief
Pesticides & Toxlic Substances

Robert Murphy, Chief
Pesticides & Toxlic Substances

Carl Walters, Acting Chief
Pesticides & Toxic Substances

Aivin Yorke, Chief
Tox1ic Substances Branch

Davis Bernstein, Chief
Pesticides & Toxics Branch

Kenneth Feigner, Chief
Pesticides & Toxic Substances

Br

Br

Br

Br

Br

Br

Br



COMPL IANCE STRATEGY FOR THE CANCELLATION OF
NONWOOD USES OF THE INORGANIC ARSENICALS

VERVIEW

On June 30, 1988, the Agency published "lInorganic
Arsenicals; Intent to Cancel Registrations for Pesticide
Products Registered for Non-Wood Preservative Use; Conclusion
of Special Review™"™ In the FEDERAL REGISTER (53 FR 24787),
which canceiled all minor uses of Inorganic ersenlcals with the
exception of the Insecticide use of arsenic trioxide In a soiid
formulation and packaged in a sealed metal container, and the
soiid formulation of arsenic trioxide for the control of moles,
gophers and pocket gophers.

The turf herbicidal use of the fiowable formuiation of
calclium arsenate, the grapefruit growth regulator use of lead
arsenate, the grape fungicidal use of sodium arsenite, and the
desiccant uses of arsenic acid on cotton and okra grown for
seed, f.e., the major uses, are still under special review
awaiting food crop residue data from registrants requested
under FIFRA 83(c)(2)(B). A reassessment of the carcinogenic
potency of inorgenic arsenic as It relates to dietary and
dermal exposures will be conducted when this data Is received.

REQUIREMENTS OF THE RULE

All minor uses of inorganic arsenicals with the exception
of the insecticide use of arsenic trioxide in a solid
formuiation and packaged in a sealed metal container, and the
solid formulation of arsenic trioxide for the controi of moles,
gophers and pocket gophers are cancelled effective August 8,
1988. Manufacturers of cancelled products sre required to
notify their distributors of the time Iimi+s on distribution
and sale of cancelled products in the possession of the
distributor by July 25, 1988, and to keep records of the date
of contact with the distributor.

Reguiated (ndustry

All reglstrants, producers, distributors, and users of the
minor use products of inorganic arsenicals with the exception
of arsenic trioxide products registered as an insecticide for
use In a solid formuiation and packaged in a2 sealed metal
container or as a soiid formulation for the controil of moles
gophers and pocket gophers. This action affects 45 registrants
producing 60 products. '



Existing Stocks

As of August 8, 1988, no existing stock of any canceiled
product may be distributed, soid, offered for sale, heid for
sale, shipped, delivered for shipment, or received and (having
so received) dellvered or offered to deliver, or used. This
includes products voluntarily canceiled which would otherwise
still be allowed to be sold under the terms of the voluntary
cancellation. Persons holding existing stocks of cancelled
products must dispose of them In accordance with the applicabie
requirements of the Resource Conservation and Recovery Act
(RCRA). Noncompliance with the cancellation order is a
violation of FIFRA 8812(a)(1)(A) and 12(a)(2)(K).

COMPL I ANCE MONITORING

Compliance with the NOIC wiil be determined by Inspection
of registrants and producers of cancellied products to determine
if production and sale for distribution within the U.S. has
ceased and that distributors have been notified of the action
as required by the Notice. These inspections are to be carried
out within 6 months of receipt of this compliance strategy.
During routine inspections of dealers and users, inspectors
shouid ensure that cancelled products are no longer beling soid
or used. Tips and compiaints are to be Investigated as
received.

Neutral Administrative Inspection Scheme

Since the issuance of the Cancellation Order is an
administrative actlion which canceis all minor non-wood
preservative uses of the inorganic arsenicals with the
exception of the two previously mentioned uses of arsenlc
trioxide, inspections for violations of this cancellation order
will take place within the existing compliance monitoring
framework.

ALLOCATION OF RESPONSIBILITIES

Office of Pesticlde Progfaﬁs

Will develop and provide OCM with a list of products affected
by this Notice and thelir registration status.

. Office of Complliance Monitoring

Will develop and transmit the Compliance Monitoring Strategy to
the Reglons.
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Will transmit the Iist of those products which have been
cancelied to the Regions.

Will transmit the list of registrants and producing
establishments of Inorganic arsenicals to the Reglons.

Regions

Will provide copies of the Compliance Monitoring Strategy to
the States. .

Will distribute @ ilst of products, registrants and producing
estabiishments affected by this Notice to the States.

Wiil conduct Inspections In States without Cooperative
Enforcement Agreements as part of their routine Inspectional
schedule.

Will take enforcement actions as appropriate.
States
Will conduct Inspections of registrants within 6 months of

receipt of the compiiance strategy.

Will conduct inspections of dealers as part of their routine
inspectional schedule.

Will take enforcement actions as appropriate.

Will report to the Regions on actions taken under this Notice.



INORGANIC ARSENICALS NON-WOOD PRESERVATIVE USES
NOTICE OF INTENT TO CANCEL

All non-wood preservative uses of inorganic arsenical pesticide
products are cancelled effective August 8, 1988, with the
exception of the following uses.

The following registrations will be retained without change;

1. Arsenic trioxide insecticide use (solid formulation
manufactured in a sealed metal container only) for:

Domestic outdoor - domestic dwellings
Domestic indoor - domestic dwellings

2. Arsenic trioxide mole, gopher, and pocket gopher killer use
(solid formulation only) for:

Domestic outdoor - domestic dwellings
Terrestrial non-food crops - golf courses, ornamental
plants and lawns, non-crop areas

Registrations n nsidered in i
1. Lead arsenate plant growth regulator use on grapefruit.
2. Sodium arsenite fungicide use on grapes.

3. The desiccant uses of arsenic acid on okra (grown for seed)
and cotton.

4. The flowable formulation of calcium arsenate for use on
turf.

Decisions on these uses are deferred pending the Agency’'s Risk
Assessment Council’s reassessment of the carcinogenic potency
of inorganic arsenic for dermal exposure and the receipt of
dietary exposure data the Agency has requested.

Effective Dates

As of August 8, 1988, no existing stock of any cancelled
product may be distributed, sold, offered for sale, held for
sale, shipped, delivered for shipment, or received and (having
so received) delivered or offered to deliver, or used. This
includes products voluntarily cancelled which would otherwise
still be allowed to be so0ld under the terms of the voluntary
cancellation.

Registrants were required to notify their distributors of
cancelled inorganic arsenical products by July 25, 1988, to
inform them of the time limitations on distribution and sale of
existing stocks in the hands of the distributor.



PARTIES REQUESTING A HEARING

Jones Products Company
Box 204
Middleton, WI 53562

Jones Ant Killer EPA Reg. No. 29-4
Senoret Chemical Company

566 Leffingwell Ave.

Kirkwood, MO 63122

Terro Ant Killer EPA Reg. No. 149-2
General Pest Service Co.

1819 Goldfield Street #B

North Las Vegas, NV 89030

Ant Jex Redwood Ant Stakes EPA Reg. No. 3324-3
Protexall Products, Inc.

1109-11 Hwy 427 N.

Longwood, FL 32750

Protexall "Ant-Kil" EPA Reg. No. 4972-8



W%, 1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
M‘; WASHINGTON, D.C. 20460 :
{ pgo(,ﬁc‘ ’
JUL 6 1989
OFFICE OF
PESTICIOES AND TOXIC SUBSTA
MEMORANDUM

SUBJECT: Compliance Strategy for the Conditional Re istration
. and Cancellation of Certai ni},?fﬁ%ucts

FROM: - John J. Neylan III, Director
: Policy and Grants Division
Office .of Compliance Monitori

T0: - Addressees

On May 5, 1989 the Agency approved an Agreement with Rhone-
Poulenc to conditionally amend the ‘registrations of three
bromoxynil pesticide products {(buctril, bronate, and buctril +
atrazine), pursuant to FIFRA section 3(c)(7)(A). ~

On June 5, 1989 the Director of the 0ffice of Pesticide
Programs, Office of Pesticides and Toxic Substances, signed a
FEDERAL REGISTER .Notice entitled: “Order Cancelling Registrations
For Pesticide Products Containing Bromoxynil Butyrate." The
registrant requested voluntarily cancellation of bromoxynil
butyrate products and proposed to conduct a recall of the
cancelled products down to the user level

‘Attached are the Pinal Compliance Monitoring Strategy, a
summary of the Strategy, a copy of the Agreement between the
registrant and EPA, and the Cancellation Order. Please transmit
a copy of the Strategy and other attachments to the States.
Please note that because of the nature of this action, this
Compliance Strategy fis immediately effective. If you have any
questions or comments regarding the Strategy, contact Steve Howie
(E-mail EPA 7201, FTS 475-7786) of my staff.

Thank you for your cooperation.

Attachments
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cc:

ADDRESSEES

Dougias D. Campt (H7501C)
Edwin F. Tinsworth (H7505C)
Anne Lindsay (H7505C)
Frederick F. Stiehl (LE=134A)
Mark Greenwood (LE-132A)
A. E, Conroy 1l (EN=-342)

Connie Musgrove
Mike Wood "
Jerry Stubbs "
Sherry Sterling ".

David Dul | _ "
Ken Kanagal ingam "
Bob Zisa "
John J. Neylan [I1] "
Phyliis E. Fiaherty "
Maureen Lydon "

Jake Mackenzie
louls F. Gitto, Director
Air Managemenf'Dlvislon_

Barbara Metzger, Director
Environmental Services Division

Stephen R. Wassersug, Director
Hazardous Waste Management Div

Winston A. Smith, Director
Air, Pest. & Toxlcs Mangt. Div

Wiliiam H., Sanders |11, Director
Environmental Services Divislon

William B. Hathaway, Director

Air, Pesticides & Toxic Division.

William A. Spratiin, Director
Air and Toxlcs Division

Irwin L. Dicksteln, Director
Air and Toxics Division

David P. Howekamp, Dlrector
Air Management Division

Gary O'Neal, Director
Alr and Toxics Division

Michael Walker (LE=134P)
Jim Roeloffs (TS-788)
John Tice (TS=769C)
Al Heler (A=107)

‘Western Reglonai Compliance Director

Marvin Rosénsteln, Chief

- Pesticides & Toxic Substances

Ernest Regna, Chief
Pesticides & Toxic Substances

Larry Miiler, Chief

Toxic & Pesticides Branch

Richard DuBose, Chief
Pesticides & Toxic Substances

Phyliis Reed, Chief
Pesticides & Toxic Substances

Robert Murphy, Chief
Pesticides & Toxic Substances

Cari Walter, Acting Chief
Pesticides & Toxlic Substances

Alvin Yorke, Chief
Toxic Substances Branch

Davis Bernstein, Chief
Pesticides & Toxlics Branch

Kenneth Feigner, Chief
Pesticlides & Toxic Substances

Br

Br

Br

Br

Br

Br

Br



BROMOXYNIL CONDITIONAL REGfSTRATION AND VOLUNTARY CANCELLATION
COMPLIANCE MONITORING STRATEGY SUMMARY SHEET

1. Conditional Registration of products conta1n1ng Buctr11
Bronate, and Buctril + Atrazine.
TARGET DATE FOR CONDITIONS OoF REGISTRATION TO BE MONITORED BY LEY
INSPECTION INSPECTION ' .
by 8/7/89 Restickering of products released for shipment Regist
after 5/5/89; Stickers sent to dealers for Produce

relabeling by 5/15/89.

by 9/6/89* Restickering of dealer stocks carried out by Distrib
5/25/89; Point-of-purchase communication carried
out by registrant per schedule in conditions of.

registration.
by 9/6/89* Used only by certified applicators according to User
‘ ~ conditions of registration. '
between 10/1/89 Revised Labelling on all products by 10/1/89; all - Registr
and 11/1/89 bulk containers have correct transfer mechanism by Produce:
10/1/89.
between 10/1/89 Compliance with EPA-approved user training plan. Registre
and Spring, 1990 Plan must be 1mp1emented prior to 1990 Spr1ng ‘ User
growing season grow1ng season. ©° Interfac
2. Voluntary Cancellation of Bromoxynil Butyrate Products**
TARGET DATE FOR ACTIVITY TO BE MONITORED BY INSPECTION, LEVEL
INSPECTION PER TARGET DATE
by 8/7/89 No shipments intended for sale/use after 6/12/89 Registrar
Producer
by 9/6/89* No sale after 6/12/89 _ Distribut
by 9/6/89* No use after 6/12/89 - User

* As part of routine inspections.

**  Includes the following products: Dragonmate, ME 4 Brominal, Torch Twin Pak, 3+3
Brominal, Bromoxynil Butyrate Technical, Certrol, and Buctril 4 EC.



IAN TRATEGY FOR TH I NAL REGISTRATION
ANQ.QANQELLATION OF CERTAIN BROMOXYNTI, PRODUCTS

QVERVIEW

Bromoxynil is a selective, postemergence herbicide used to
control broadleaf weeds primarily in field corn, wheat, garlic,
barley, oats, rye, sorghum, onions and flax. Most use occurs
between February and June on small grains and corn.

On May 5, 1989 the Agency approved an Agreement with Rhone-
Poulenc to conditionally amend the registrations of three
bromoxynil pesticide products (buctril, bronate, and buctril +
atrazine), pursuant to FIFRA section 3(c)(7)(A).

On June 5, 1989 the Director of the Office of Pesticide
Programs, Office of Pesticides and Toxic Substances, signed a
FEDERAL REGISTER Notice entitled: "Order Cancelling Registrations
For Pesticide Products Containing Bromoxynil Butyrate." The
registrant requested voluntarily cancellation of bromoxynil
butyrate products and proposed to conduct a recall of the
cancelled products down to the user level.

REGULATED COMMUNITY -

Rhone-Poulenc, the only registrant, producers,
distributors, and users of bromoxynil are affected by the
Agreement and the Cancellation Order, although responsibility
for meeting the terms of the conditional registration Agreement
is on the registrant. At the time of the Agreement and
Cancellation Order there were 8 registrations and 6 producer .
establishments. A list of these can be found in the Appendix.

EQUIR F I

Under FIFRA Section 3(c)(7)(A), EPA has imposed certain
conditions for the continued registration of three bromoxynil
octanoate products (buctril, bronate, and buctril + atrazine).
These conditions include adding warning statements to the
product labels stating that exposure during pregnancy causes
birth defects in laboratory animals, restricting its use to
certified applicators, and requiring additional protective
clothing for mixers, loaders and applicators.

The registrant is also required to conduct an extensive
notification and educational program for bromoxynil users to
inform them of the potential birth defect risks for mixing,
loading and applying bromoxynil as well as the importance of
following the new risk reduction measures.

The registrant is also required to provide extensive
data within specified time frames and interim reports to enable
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the Agency to better estimate the magnitude of risk to exposed
workers. A

t f P i n i i L

By May 6, 1989 the registrant was required to halt shipment
of all bromoxynil products until approved amended stickers are
affixed to each container within the company'’'s possession.

By May 15, 1989, the registrant was required to provide
each distributor holding inventory of bromoxynil products
sufficient stickers for such inventory.

By May 25, 1989 the registrant was required to provide each
reseller and retailer holding inventory of bromoxynil products
sufficient stickers for such inventory.

The registrant was also required to provide each

" distributor, reseller, and retailer with instructions concerning
the manner in which the sticker must be affixed to each
container, and to implement the attached labeling communication
plan by the dates described therein.

The registrant is also required to assume responsibility
- for insuring that each distributor, reseller or retailer
attaches the sticker to each container which is sold or
distributed by the distributor, reseller or retailer after the
date the stickers are received.

After October 1, 1989, revised labeling, which deletes all
claims, references, and use directions pertaining to the
.previously permissible uses for turf and non-crop areas, and
which includes all new label provisions as required by the.
agreement, must be attached to the containers of all bromoxynll
products released for shipment by the registrant.

Addit ] : .

By October 1, 1989, the registrant must develop and submit
to EPA a proposed program to provide additional training to
users of bromoxynil products prior to the 1990 spring use season
and will implement the program once it has been approved by EPA.

By October 1, 1989, the registrant is also required to
establish a program to provide assistance to users who do not
own a mechanical transfer system which terminates in a drop-
free hard coupling and who wish to obtain such a system or to
modify their present system.

After October 1, 1989, the registrant is required to insure
that all bulk containers released for shipment include a
mechanical transfer mechanism which terminates in a drip-free
hard coupling which may be used only with a spray or mix tank
which has been fitted with a compatible coupling.
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By January 1, 1990, the registrant is required to have
investigated and reported to EPA, the feasibility of packaging
bromoxynil products in containers which are smaller than 30
gallons and which include a hard coupling designed for use with
a specific closed mixing and loading system.

By specified dates, the registrant is required to develop
and submit rabbit dermal teratology, male reproduction effects
and worker exposure studies to EPA. The agreement requires the
registrant to -submit one-line status reports on each required
study on at least a quarterly basis to EPA.

CONDITIONS QF CANCELLATION

All pesticide products containing bromoxynil butyrate were
automatically canceled, effective the ‘day following publlcatlon
of the Cancellation Order in the Federal Register.

Recall

In their request for voluntarily cancellatidn, the Company-
stated that it would institute a plan to recover remaining
stocks of these products from distributors, dealers, and users.

Existing Stocks

Sale, distribution and use of existing stocks of bromoxynil
butyrate product now in the possession of distributors, retailers
and end-users is not permitted after the date of publication of
the Cancellation Order in the Féderal Register. The registrant
also .indicated that they will accept for disposal any stocks of
bromoxynil butyrate products turned in by distributors, dealers
and end-users. Persons holding existing stocks of cancelled
bromoxynil butyrate products must dispose of them in accordance
with the applicable requirements of the Resource Conservation and
Recovery Act (RCRA). Noncompliance with the cancellation order
or its terms is a v1olat10n of FIFRA sections 12(a)(1)(A) .and/or
12(a)(2)(K).

QQMELLANCE_MQHITORING :
Regional/state Activities ' S :

Inspections will be conducted by the States and EPA (in
non-grant states) to monitor compllance with the Conditional
Registration:Agreement and the Cancellatlon ‘Order. This will be
accomplished through registrant, producer establishment, and
marketplace inspections. Enforcement actions regarding the
Cancellation Order will be taken, as appropriate, by the States
and Regions, with reports of such actions and/or potential
violations made to EPA headquarters. States and Regions will
also report to EPA headquarters all violations or potential
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and Regions, with reports of such actions and/or potential
violations made to EPA headquarters. States and Regions will
also report to EPA headquarters all violations or potential
violations of the conditions of registration of bromoxyn11
octanoate products.

Regi v

Within 30 days of the date of this strategy, the
"Regions/States will schedule and conduct inspections of Rhone-
Poulenc's producer establishments to obtain assurance that the
company has complied with the requirements-of the May 5, 1989
Agreement by not having released products for shipment without
the amended stickers, and the June 5, 1989 Cancellation Order
to determine if production and sale for distribution of
cancelled bromoxynil products within the U.S. has ceased.
Information obtained during inspections of registrants records
regarding disposition of stocks of conditionally registered and
cancelled products should be forwarded to other Regions. for
their use in scheduling inspections.

After October 1, 1989 inspections at producer
establishments will assure that all products released for
shipment by the registrant have the required revised labelling,
and that all bulk containers released for shipment include the
required mechanlcal transfer mechanism with a drip-free hard
coupling.

After October 1, 1989, and before the Spring-1990 planting
season, inspections will be conducted to determine registrant
compliance with the EPA-approved plan for user training and
assistance. This plan will be sent to the States and Regions
following its approval. The inspections will be appropriately
directed At the registrant-user interface and may, for example,"
include monitoring or inspection of training sessions/materials
by Regions or States.

Within 60 days of the date of this strategy, the
Regions/States will follow-up and track the recall of the
cancelled bromoxynil butyrate products, that the registrant is
undertaking, following the outlines in section 14 of the
Pesticides Inspection Manual.

Distributor/Reseller/Retail Lgvgl‘

Within 60 days of the date of this strategy, the
Regions/States will inspect, during routine scheduled
inspections, distributors, resellers, and retailers to assure
~ that the registrant has adhered to the time frames and
requirements listed above under "Requirements of Conditional
Registration," and the June 5, 1989 Cancellation Order to
determine if sale and dlstrlbutlon of cancelled bromoxynil
butyrate products within the U.S. has ceased.



User Level

wWithin 60 days of the date of this strategy, inspectors
will assure, during routine scheduled inspections, that non-
cancelled bromoxynil products are being used oniy by certified
applicators and in accordance with the use directions and
protective clothing requirements on the amended st1cker/1abe1
and that cancelled bromoxynll butyrate products are not belng
used.

ALLOCATION OF RESPONSIBILITIES

Qffice of Pesticide Proqrams

Will develop and provide OCM with a list of all products
affected by the Conditional Registration Agreement and the
Cancellation Order.

Qffice of Compliance Monitoring

Will develop and transmit the Compliance Monitoring Strategy to
the Regions.

Will receive quarterly reports from Regions for one year
following the date of this Strategy.

W1ll transmlt to the Regions a list of those affected products
and a list of producing establishments.

Will transmit to OPP any information regarding violation of the
conditions of registration.

Redgions

Will provide copies of the Compliance Monitoring Strategy to
States.

Will repor¢ quarterly to the D1rector of the Compliance
Division, OCM detailing .State 1nspectlon activities per their
quarterly reports, for one year following the date of this
‘Strategy. .

Will distribute a list of products and produc1ng establlshments
to the States.

Will conduct inspections in States without Cooperative
Enforcement Agreements as specified in this Strategy.

Will take enforcement action as appropriate.
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poncompl;ance with the requirements of the Agreement, .including
information on tips and complaints received.

Will report to the Director of the Compliance Division, OCM
regarding violations of the conditions of registrations
immediately upon receiving such information.

States

Will conduct inspections as specified in this Strategy.

Will make quarterly reports to the Regions detailing the number
and dates.of inspections related to this Strategy, for one year
after the date of this Strategy.

Will take enforcement action as appropriate providéd they have
the authority. ‘

Will report to the Regions on potential violations of the
bromoxynil conditional registration agreement, including
whether training and assistance activities are conducted, and
enforcement actions for violations of the Cancellation Order.
Reports will be submitted within two weeks of knowledge of
violation or enforcement action.

Will investigate tips and complaints as received. If States
receive information which indicates possible noncompliance with
the Agreement,” they should.investigate to ensure compliance.

iy



APPENDIX

BROMOXYNIL REGISTRANT, PRODUCTS, AND PRODUC ING ESTABLISHMENTS (1985-87)

Rhone-Poulenc AG Company

P.0. Box 12014 2 T.W. Alexander Drive
Research Triangle Park, NC 27709

Product Name EPA'Reg. No.

Buctril*

Broot 15GX (Bronate)*

Bucfri 1 + Atrazine*
ME 4 Brominal
(Buctril ME 4)**
(Also produced as

3+3 Brominal
and Torch Twin Pack)

Buctril 4 EC**

Certrol*

n

264-437

264-438

264-477

264-340

264-474
264-421

Rhone-Poulenc AG Company

Estab. No. Estab. Address:
264-0R-001
6200 NW St. Helens Rd.
Portland, OR 97210
264-0R-001 "
264-1A-001 Rhone-Poulenc AG Co

2100 S 21st St.
Clinton, .IA 82732

‘No USA Production Records for 1985-88

264-M0-001

264-NC-001
55259-IL-001

2393-1IL-003

Rhone-Poulenc

PO Box 367

317 West Florence Rd
St. Joseph, MO 64502

Rhone-Poulenc AG Company
T.W. Alexander Dr
Research Triangle Pk, NC 27709

Bradford Ag Service Inc.
401 Phoenix Ave
Bradford, IL 61421

Hopkins Agri. Chemical Co.
303 SW Arch St. :
Atlanta, IL 61723

No USA Production Records for 1985-88

264-M0-001 -

2393-1L-003

Rhone-Poulenc AG Company
PO Box 367

317 West Florence Road
St. Joseph, MO 64502

Hopkins Agricultural Chemical Co
303 SW Arch St.
Atlanta, IL 61723
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Dragormate Broadleaf 264-339 264-M0-001 Rhone-~Poulenc
Herbicide** PO Box .367
. 317 West Florence Rd
St. Joseph, MO 64502

* Londitionaily registered products.

** Registrant has reqaested voluntary cancellation of these registered products and they are
cancelled by the cancenatio? order published in the FEDERAL REGISTER (54 FR 24948).

!
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: ! -
Narne of applicant f Location ' Project descrgeon Aeviewng agancy |  FRnal acton J m:c:'onw
t . 1
Long tstand Lighting Co. * ..... West Babylon, NY .| Construction of & 220 MW gas trtme ganeraton | NYSCEC ....rewereree PSD permt 7/18/88
Nassay Qistrict Energy Comp..; Umondaie, NY ... Cortruction of & $7 MW cogeneraton facikty NYSCEC - ) 10/07/88
Kamine Carthage Cogenera- ’ Canthaga, NY....._.! Construction of @ 50 MW/ ;as turoune.’sieam ganer- | NYSDEC ... e do 10/19/88
non Co.. Inc. : ator. .
Morrill Press Co.........ccocereeed FURIA NY ! Construction of an 11 etation rotogravure press and | NYSDEC .| oo (] 12/05/88
| | moarficaton of an @ stavon rotogravure press. -
Kamire South Glens Fiuis South Glens Fals, | Conmnn of a 50 NW gas turome: sieam genar- | NYSCEC .00 12/05/88
Cogeneration Co., Inc. . NY. | oalo
ingBCk-Yorkes Energy Serv- | Tongwanda, NY-....... Corstruction of @ $3 MW Jas turbinesteam gener- | NYSDEC ... on.. BOl........ovverncnrernannns 1/09/89
cee, InC. . aior.
foise Cascade Com ..o : Bee:er Fais  NY.. .. Rer:accmant of an ausing oi-fired boser with @ | NYSDEC ....mvicnnne| PSD@ . 1714/99

: . naw od-fired oouer.

Aaftmann La Aoche InG ... Betviders, Nd.......... "Ravision of the Airogen oxde emission timit puevi- 117788
’ . © \Qusly permitted tor & 23.3 MW cogeneraucn
HOMCUIES ING.oo ot PRIV, N e n of the paicime matier emission éma 1/17:89
i . ’ r Sl panmuited (Or 1Wee Coal-ired DO,

Long !siang Lighting Co.......... Shoranam, NY........... 'r)ction of a 220 MW gas turtwne generaton 1/23/89

Life Severs. tec............| Las Fiacras, PA .| Constructien of & new sieem boier and & new 3,01/89
’ ' and conversion of an @uEEng Qoeners- _ l

, ; , 10 sandby 0peravon. ] . » |
Apoort Laboratangs.... . Sarcatoneta. PR.. ... Rews: imnt or ssly per EPA rogion it . 3/06.89
! - W cogenerarch facility .

Meganacne. Assoc:2tes, ' Camen. NY ... . Construction of a\$9 MW gas rrowne/ steam gener- | NYSCEC ..................{ PSD permit 3/06,89
inc. : i . approval.

United Cevalocment Ghoup- ' Nisgars Falis, NY....... ) fired cogeneration system.......| NYSDEC .............| .\ a0 3/10/89
Niagara. Inc. . \

Town of North Hempstead ' Por ‘frasteagton, per day municival wasta | NYSDEC ..., PSO ty 3/15/89 .
Solv Waste Mansgemenh L NY. . . . B
Authcrry. .

L&J Enargy Systems, Inc.. hawv- -, NY.. j ! S twnine/steam gener- | NYSCEC .......cceoae PSD . 3120/89

Fennsauken '=o|»a Wiste Pe cacket NJ ... l per day municpal | NJOEP. - \ 4/20/88
Managament Autromy 3. $.:1d waste morsraicrs. \ \ i

' On May 18, 199€, the Lang isianyg Lghng Comoary (LILCO) was issued & PSD 1t by the New York State Department of Environmental Conservaton for 3
<20 Megawartt *AW) gas D ne Cogeraxgdon ‘AT ‘or '3 Weet Bady:on ptant. The peraig was not consigered eftective and THreiore was not ! n EPA Req-aﬂ
u 8 Nov2TiDer 5. 1988 Felzae P<2,STRR rotce On G~ PSD actmns becsusa auverss mon's nra receved ounng he commant
'SSUES werd rasnived ounng an “rssuas derterence’ heid bty NYSDEC. Funnermorg, -
Taeretzre LILCO s FED cerma tor 1ng vasiBady'an 2'ant 1s Consioeres effecve as of Juiv
2 T=e Perrsaukan Soid 'A33:3 Minasemest ALhony (£ 3 MA) wag issued a P30 perm Feo'uuy 10, 1389 by the New Jersey Deparimen of
Protestcn This zarmit woilld “ave beccn e elgctve on Miarch 13, 1333 f nO petlon fOr adrmimistrative review was ‘ilgd with the EPA Agmmsgalor 'n ‘Aa
(C. hcwever. a Datitmn (Or review way tdad oy Towr ;rip ot Cinnaminson, the Sorough ot P! 2, and the Sorougn of Riverton on March 7, 1989. On A
'98} ﬂze’JEPéle AQITUMSITator oacaces. a'ier caretil raview of the appeal not to grant funthier rewsy ot °.- petton. Therefore, he PSWMS PSD perrm =3 ettect
ot Apnit 1983,

his notice iists oniyv the sources that tate Street. Trenton, New Jersey ) - |OPP-66138; FRL-3600-4)

kave received ﬁnai PSD deteminations. 625. Order Canceling Registration for
An'.v e who wishes to review these. availabie pursuant to the Pesticide Products Containing
detcmNnations and reiated materials . condolidated Permit Regulations (40 Bromoxynil Butyrate

entact the fullowing offices: CFR
EPA Actio
Linited State

t 124}, jndicial review of these’

AGENCY: Eavirunmental Protection
Agency (EPA).

Envirormental Protection acTion: Cancellation notice and order.

wency, b oAon il Cilice. Permits
Ad ninistrac brdn"r‘—l\l)(. 508, 26 cyMMARY: This noiice announces EPA’s
Focral Pioza. New Yark. New York decision to cancel all registrations
1elTs. izsued under the Federal Insecticide.

Yurgicide, and Rodenticide Act (FIFRA}
for pesticide praducts containing the
New Yerk State Deparhpent of tutyric acid es*2r of bromoxynil (3.3-
Ensv:ronmental Corser\ation. Division ! dibromo--iydroxybenzonit 'uel The
6f Air Resyurces. SourcAReview and  biter |ud|cml revi aw in oy l oreu ""m“l regisirint Rhone-Poulenc AG Company
Reziunal Suppert Section\SD Wolf : Lias requested voluntary cancellaticn of
- Ruad. Albuny. New York 74233-0001. these products. Because of the
. davelcpmental risks associated wiih
caposure to these products, EPA will not
fermit and the cancellation order will
explicitly prohibit the sale. distribution.
aad use of existing stocks of alfected
troducts.

NYSDEC Acuions

' Dated: June !, 15€9.
N)DEP Acticas

“ew Jorsev Dencriment of
Envrronme ntal Protection. Dt it
Environmenai Quatty, Buresu of
Enu: nee‘.n" & Technok Vv 401 Enst

Wiliiam J. Muezymshi,
Acting Regional Administreton
"R Doc. 93-11849 Filed 5-9-38: 845 um
BILLING COCE §5C3-50-M

of
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Federal Reuister

e - .
(NTHENE N .\v(.‘._l'.l '

Mordav, Tone 12

19849 |, Nulices

oATE: The cancellation order

incorporated in this notice will become

cffective June 13. 1989.

FOR FURTHER INFORMATION CONTACT:

Jude Andreasen, Special Review/
Reregistration Divisior (H7508C).
Oifice of Pesticide Programs.
roranmental Protection Avency, 401
M Street SW. Washirzton. DC 20450

Oifice lucatiun and telephone number:
B 1000F. CM =2.1921 Jefferson
Duvis Highway, Arliagton. VA, (707)
337-1170.

. SUPPLEMENTARY INFORMATION:

1. Request far Voluntary Cancellation

On Muay 1. 1989, us a resujt of
discussion between EPA and Rhone-
Poulzne AG Company concerning
eeasures to minimize potential risk of
developmental toxicity associated with
exposure to bromoxynil. Rhone-Poulenc
requested voluntary cancellation of its
registered pesticide products contairing
bromoxynil butyrate {the butyric acid
ester of 3.5-dibromo-4-
hydroxytenzonitrile). Rhone-Poulenc
stated in its request that it would
institute a plan to recover remaining
stocks of these products from
distributors. deafers. and users. Under
this plan. Rhone-Poulenc will replace
these products ‘with an equal quantity of
a corresponding product containing
bromoxynil octanoate, and will pay
shipping and handling costs.
Distributors and dealers holding stocks
of affacted products should contact
Rhone-Poulenc customer service. Users
hold:ng stocks of affected products
should return them to the dealer.

Khone-Poulenc had previously
requested voluntary cancellation of a
number of registered bromoxynil
products, including some but not all of
its products containing bromoxynil
butyrate. on October 27, 1988. EPA
canceled certain bromoxynil products
pursuant to this request. but was
unwilling to accept the remaining
requests for voluntary cancellation
because those requests were made
contingent on the Agency's permission
to sell and use existing stocks of
affected products. Given the unresolved
concerns regarding the developmental
toxicity of bromoxynil, EPA considered
it inappropriate to issue an existing
stocks order for such products.

11. Existing Stocks

In its May 1. 1989 letter, Rhone-
Poulenc did not request that EPA permit
the sale. distribution, or use of existing
stocks of canceled products containing
bromoxynil butyrate. EPA has
determined that continued use of
products containing bromoxynil

butyrate would present an unaccent e
risk of developmental toxicity 1n persans
handlirg such products. Accerdingly.
EPA will not permit the continued sale.
distributinn. or use of uny canceled
product contiining bromexynil butvrite.
EPA encourazes all persens heiding
stocks of canceled producis contaiting
bromoxynii butyrate to particizate in the
recovery program estabushed by Rhene-
Poulenc.
1I. Cancellation Order

Effectiva Juna 13, 1969. the
registrations for all pesticide products
contain:ng the tutyric acid ester cf
hromoxynil {3.5-Jibroma4-
hydroxybenzonitrile) are canceled
pursuant to section 6(f)(1) of FIFRA, 7
U.S.C. 136d(f)(1). Elfective June 13. 1989,
it shall be unlawful under FIFRA section
12{4){1){A) and/or FiFRA section
12{a){2)(K). 7 U.S.C. 136j(a){1}{A).
136j{al{2}{K). for any person to distribute
or sell, or to use for any pesticidal
purpose. any of the following canceled
products containing the butyric acid
ester of bromoxynil:

| . Previous

EPA
regsvanon | registaton Product
No. ! No. :
284-339 s ' Oragonrate.
264-040 ! .. ME @ Srcrmingl,
264-340 .. .. Torch Twin Pak.
264-340 i.. .4 3+3 Srominal
264-394 1., .. Bromoyrd Butyrate
' Techmcal
18~ Buztn 4 EC.

24474

This Order does not-prohibit any
shipments of cance.ed products
containing the butyric acid ester of
bromoxynil which are associated with
the program to recover stocks of such
products established by Rhone-Poulenc
AG Company. or which are otherwise
necessary to facilitate proper storage or
disposal of such products.

Dated: june 5. 1989.
Douglas D. Campt.
Director. Office of Pesticide Progrems.
[FR Doc. 89-13648 Filed 6~9-89: 8:45 am}
SULING CODE $580-50-4

S e

RAL MARITIME COMMISSION
Agreemdqi(s) Filed
The Federa

aritime Commission
of the filing of the
following agreemen
section 5 of the Shippi
Interested parties may !
obtain a copy of each agree
Washington, DC Office of the
Maritime Commission, 1100 L Stre

ct of 1984.

MWL Roum 10325 (nterested ]

avsubmit comments oneocn
reemert to the Soomtany, Foo

3. within 10 duys ufter the
xderal Register :n wihich b

regarding @ pendong
agrecmwent.
No. 203-0106TH—0T
urcpe. U.S.AL Fre
shierence’)

Agreesen
Tizle. Soutn
Cenference (7
Purtizs:
Achille Lauro
Compania Tras
S.A.
C:sta Container Line {a Divisic
Contship Containerlines Lir:
d'Amico Societa di !\avagaz:ene
SpA.
Evergreen Marire Corporation
{Taiwan) Ltd.
Farrell Lines. Inc.
- “ltalia” di Navigazione S.R.A.
Jogolinija
Jugooceanija \
Lykes Lines (Lykes Bros. SleTs
Co.. Ltd)
A.P. Mcller-Maersk Line \
Nedllovd Lires {Nedllcyd Lijrcn
Sea-Land Seevice. Inc.
P & O Containers (TFL) Ltd.
im Israel Navigaticn Company.
\nopsis: The propased mod:fice
permit any member ‘o
disasdpciate itself from any Confer
action §n a rate or service item tha'
wauld risult in a reduction in the o
cost per dargo unit to the shipper by
giving wrien notice to the other
members pNor to the time the rate ¢
service item Yias been filed with the
FMC and becme effective.
Agreement NQ.: 217-010738-003.
Title: Barber Blue Sea/Oper dulk
Carriers Chartering Agreement.
Parties:

ytant:ca Espan

Synopsis: The propoded modificat
would authorize the par\es to discu:

schedules, service frequency.
to be served by each party. It
further make other non-substantiye
administrative changes.

Agreement No.: 232-011184-002.

Title: Evergreen Marine Corporatiy
(Taiwan) Ltd. Italia di Navigazione S
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g WASHINGTON, D.C. 20460

- . . i orrFicg OF -
—_— . . ) © PESTICIDES AND TOXIC SUBST.

Mr. Nick Somma

Rhone-Poulenc Ag. Company
P.0O.-Bbx 12014

2 T.W. Alexander Drive
Research-Triangle Park, NC 27709

Dear Mr. Somma: .
Subject: Application for Conditional Amendment - Revised
: .Labeling/Restricted Use Classification/Data
Requirements/additional Condltlons
Buctril Herbicide
" EPA Registration No. 264-437

Bronate Herbicide :

EPA Registration No. 264-438

Buctril + Atrazine Herbicide

EPA Registration No. 264-477

Your Submission Dated May 1, 1989

Your application dated May 1, 1989 to conditionally amend the
subject pesticide registrations to incorporate revised labeling,
a new classification for restricted use, additional claims;—and
specific conditions for continued registration is granted,
effective immediately. -Continued registration of these
pesticides will be contingent on satisfaction of each of the
conditions set forth in the approved amendment. Please submit
for each of the subject registrations five (5) copies of the
final printed stickers incorporating this amendment. A stampec

copy of the approved text for these stickers is enclosed for your
records.

Sincepely yours,

=/ /,//f

og;rt J% Taylor
Product Manager (25)

" Fungicide-«Herbicide Branch
Registration Division (H7505C’




r——2

DATE: _NAy L (947 TIME: _// ce A TOTAL NO. OF PAGES
: (INCLUDING COVER PAGE) 35S

T0: Eguid  TisworIH LOCATION: £ - At cintc Jun

FAX NO 7¢]- $50 -3¢ SENDER: __alick Semma

PLEASE ADVISE BY FACSIMILE OR PHONE IF MESSAGE IS NOT LEGIBLE OR ALL PAGES
ARE NOT RECEIVED. '

FACSIMILE NO. IS: 919-549-9639

DIRECT LINE TO TELECOMHUN!CATiONS OPERATOR IS: 919-549.2495
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MESSAGE

TO: Edwin Tinsworth
EPA

.... Attached is the Applicatian for Amended Registration of bromoxynil products.
“2:*1¢ should contain all the revisions discussed. A copy is also being sent overnight
mail. If there are any questions, please let me know.

Stncerely,

Nick Somma

'513A

- oy -~ -
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RHONE-POULENC AG COMPANY

May 1, 1989

Robert Taylor -

. "Environmental Protection Agency
Office of Pesticide Programs R
Crystal Mall, Building 2 k
Arlington, Virginia 22202

Dear Mr. Taylor:

SUBJECT:. Buctril (264-437), Bronatc (264-438)
~ -Buctril + Atrazine (264-477)

Rhéne-Poulenc Ag Company hereby applies to conditionally

- amend pursuant to FIFRA §3 (c) (7) (a) the pesticide product
referenced above.to incorporatc the revised labeling, new
classification for restricted use, additional claims, and specific
conditions for continued registration set forth below. Rhéne Poulenc
hereby claims in connection with this application for a~nence:
registration that it will .conform to the following conditions as oart of
its distribution and sale -of these products.

The text for stickers which incorporates new language addmg a
classification for restricted use, a ncw label warning concerning. '
developmental toxicity, and specific usc dircctions requiring
additional protective clothing and equipment and new usc practices
is -appended to this Application as Attachment A.. Rhone Poulcnc
ugrees as a condition of registration that it will "attach the stickers
appended to this Application as Attachment A to-all containers of
these products that arc released for shipment by Rhonc-Poulenc
afier the date of approval of this amendment by EPA. Rhéne
Poulenc further agrees as a condition of registration that it will

O BO¥ 120M4 2 TW ALEXANDER ORIVE
ACEEARCH TRIANGLE Paax . NC 27700
19) 549 2000
!r’uumﬂmw. TELEX NUMBER 4099379 ANSWERBACK ARC ATP
INTERNATIONAL DISTRIBUTON SCRAVICLS TCLEX NUMBLN 499037 7-ANSWERBATK APC DS



CONDITIONAL REGISTRATION

[.Revised Labeling
A.What
l1.Classification
2.Warning Label
J.New use pracices
B.How
1.Stickers
a.All stocks leaving RP after 5/5/89
b.A11 stocks leaving distributors after 5/15/89
(1)instructions
(2)enough for allY 1hventory by 5/25/89
2.New permanent labels '
a.Plan by 5/22/89
b.0On products by 10/1/89
c.states:
(1)deletes claims for turf and non-crop uses’
(2)all restickering provisions
(3)equipment needs

II.User Training
A.Training of users
l.prior to 1990 spring use
2.pending EPA approval
B.Hard-coupling transfer systems
l.program to assist users not owning such system
2.plan by 10/1/89 .

[

ITI.Repackaging
A.Hard-coupling for all bulk (>30 gal) by 10/1/89
B.Feasibility study for small containers by 1/1/90

[Vv.Safety assessment data
A.Rabbit dermal Tox--5/1/90
B.Male repro--6/1/90
C.Worker exposure--12/31/90



7 RHONE-POULENC

AHONE-POULENC AG COMPANY

provide to each distributor holding inventory of these products
quantities of these stickers sufficient for such inventory within ten

" days after the date of approval of this amendment by EPA, and that
Rhéne Poulenc will assume responsibility for insuring that each
distributor attaches the sticker to ecach container of these products
which are sold or distributed by the distributor after the date the
stickers are- reccived. Rh8ne Poulenc further agrecs as a condition of
registration that it will provide to each rescller and retailer holding
inventory of these products quantities of this sticker sufficient for
such inventory within twenty days after the date of approval of this
amendment by EPA, and that Rhéne Poulenc will assume
responsibility for insuring that each such rescller or rectailer attaches
the sticker to each container which is sold or distributed by the
rescller or retailer after the date the stickers are received. Rhéne
Poulenc further agrees as a condition of registration that it will
provide to each distributor, reseller, and retailer along with such
stickers the information package and the instruciions concerning the
manner in which the sticker must be affixed to cach container of
these products which are appended to this application as Attachment
B.  Rhéne Poulenc further agrees as a condition of registration that it
will implement the communication plan appcndcd to this application
as Attachment C in the manner and by the dates described therein.

Rhone-Pouienc further agrees as a condition of registration that
it will submit by May 22, 1989 a complete copy of revised labeling
for subject products which (1) deletes all claims, references, and use
directions pertaining to the previously permissible uses for turf and
nOn-crop areas, (2) includes all the new label provisions included in
the sticker which is appended to this application as Attachment A,
and (3) incorporates the additiona! revised labeling concerning the
equipment.which must be- used for mixing and loading as set forth in
Attachment- D. . Rhone-Poulenc -agrees as a condition of registration
that, after review and approval by EPA of the complete revised
labeling to be submitied by May 22, 1989, such revised labeling will
be attached to ecach container of these products which are rclcased
for shipment by Rhone-Poulenc after October 1, 1989.

Rh8nc Poulenc further agrees as a condition of registration that
it will develop and submit to EPA by October 1, 1989 a proposed

PO 8OX 12044 2 TW a1 FxANDER DRIVE

AE sEADCu TRIANS . EPARY NC 27700

(919; 5402008

lN’éﬂNA"ONA TELEX NUMBEN 409378 - ANEWRHGALR AL AT

INTERNAT.ONA, DISTRIBUTION SERVIZES TCLEX NUMOCR 4999277 ANSWLNJACK ANC 105
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program to provide additional training to users of bromoxynil
products prior to the. 1990 spring use season, and will upon approval
by EPA implement such a training program. Rhone-Poulenc further
agrees us a condition of registration that it will by October 1, 1989
establish a program to provide assistance to users who do not own a
mechanical transfer system which terminates in a drip-free hard
coupling (the type required for 30 gallon drums in the labeling which
must appear on coatainers afier October 1, 1989) and who wish
either to obtain such a system or to modify their present system.
Rhone-Poulenc further agrees as a condition of registration that it
will thoroughly investigate the feasibility of packaging thcse
products in containers which are smaller than 30 gallons and which
include a hard coupling designed for use with a specific closed mnung
and loading system, and will provide 10 EPA a detailed report of its
findings and conclusions no later than January 1. 1990. For products
sold in bulk containers: = Rhone-Poulenc hereby : applies to amend its

~ registration for thesc products to provide, and agrees as a condition
of registration, that all bulk containers of these products which are
released for shipment by Rhone-Poulenc after October 1, 1989 will
include a mechanical transfer mechanism which terminates in a drip-
frcc hard coupling which may be used only with a spray or mix tank
which- has been fitted with a compatible coupling.

For each of the specific daia requirements described below,
Rhéne Poulenc agrees as a condition of regiswration that it will
develop and submit’ the specified data according to the specified

~ schedule. Rhéne Poulenc agrees that failure to submit the required
data, or to adhere to any clement of the specified schedule for
developmsnt and submission of the data, will constitute grounds for
cancellation of this registration under FIFRA § 6(e), unless Rhéne
Poulenc demonstrates that it has undertaken in good faith and in a
timcly manner all steps necessary to develop and submit the data
according to the specified schedule and that its failure to submit the
data or to adhere to the schedule was due 1o factors that could not
reasonably have been within its control.

Rabbit Dermal Teratology Study

PO BOX 130%. 2 ° W ALE RANJER ORIVE

AESEARTH TRIANG » Makva NC 27/

910) 540.-200C

INTEENATIONA . TC_EX NUMBER 4907378 - ANSWERQ ALY ARC BTD

INTERNATIONA, D'STR.BUT:CN SERVICES TCLCX NUMILR 499937 7- ANSWCLNRJACIC APC 105
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AHONE-POULENC AG COMPANY

Pilot:

Full:

Submit Protocol--May 8, 1989

EPA Approval of Protocol by--May 23, 1989
Study Initiation--May 31, 1989 .
Study Completed--September 1, 1989
Final Repori--October 16, 1989

Submit Protocol--June 1, 1989 (without dose sclcction)
EPA Approval of Protocol by--July 15, 1989
Discussion of Dose Selection--October 2, 1989

EPA Approval of Dose Selection by--October 23, 1989
Study Initiation--November 1, 1989

Study Completed--March 1, 1990

Final Report--May 1, 1990

Pilot:

Full:

Submit Protoco!l--June 15, 1989

EPA Approval of Protocol ‘by--July 3, 1989
Study Initiation--July 14, 1989 '
Study Completed--September 1, 1989
Final Report--October 2, 1989

Submit Protocol--July 3, 1989 (without dosc sclection)
EPA Approval of Protocol by--August 4, 1989
Discussion of Dose Selection--October 2, 1989

EPA Approval of Dose Selection--October 14, 1989
Study Initiation--November 1, 1989

In-Life Completcd--February 1, 1990

Final report--June 1, 1990

Submit Protocol--June 15, 1989

PO BOX 12014 2TW ALFXANNFR DRIVE
RESEARCH TRIANGLE PARK NC 27700

(919) 549 2000

INTERNATIONAL TRLEX NUMBER 4900378 ANSWERBACK APC RTP
INTEANATIONAL D:STRIOUTION SCAVICES TELEX NUMBER 49993 7-ANSWCNBALK ANC 1DS
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RHONE-POULENC AG COMPANY

(Protocol is to be bnscd on scope of study as presented in Attachment
E)

EPA Approval of Protocol -August 18, 1989

Draft Report (Non- QA'd)--November 15, 1990

Final Report--December 31, 1990

The schedules given above are based on Rhone-Poulenc's expectation
that CPA will respond to the protocols and dose sclection in a timely
manner. If EPA does not provide a full response to a proposed
protocol or proposed dose selection by the date specified for EPA
approval, thc agrecd schedule may be adjusted to permit an equal
delay in completion of subsequent steps. However, if EPA responds
in g timely manner but is unable to approve a proposed protocol or
proposed dosc selection by the specificd date due to substantive
concerns rcgarding thc content of the proposal, Rhonc-Poulenc agrees
that it will adhere to the established schedule unless EPA approves
an extension. :

Rhone-Poulenc will submit one-line status reports on each of the
required studies on at least'a quarterly basis. The proposed protocol -
for the Worker Exposure Study. will also describe and require
submission of appropriate interim reports. In addition to submission
of these reports, Rhone-Poulenc will immediately notify EPA if any
problems arise which might prevent the timely completion or
submission of any of the required studies.

Rhone Poulenc acknowledges that this _pplic tion fur
conditional amendment is based on the Agency's assessment of the
data concerning the risks and benefits of bromoxynil use available to
EPA as of the date of this application. Rhone Poulenc declares that it
is Rhdne Poulenc's present intention not to requcst additional
amendments of this rogistration dunng the timc required to develop
and submit the data described above. Rhéne Poulenc specifically
agrees that EPA may deny without hearing any additional application
to amend this registration which Rhone Poulenc may submit during
the time required to develop and submit the data required above, if:
(1) BPA deciermines that Rhone-Poulenc has not submitted
substantial new evidence which matcrially changes the Agency's

20 90X 1204 2 TW ALEXANDER DR'VE
ACSIANSH TRIANGLE PAARX NC 27700
(919) $49-2000
INTERNATIONAL TELEX NUMOCR 4090178 ANSWERBACK APT RTP
INTERNATIONAL DISTR.OUTION SCAVICES TE.EX NUMBER 400037 7. ANEWERB L« ANC DT
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RHONE-POULENC AQ COMPANY

assessment of the risks and benefits of use of bromoxynil and which
was not available to cither CPA or Rhene-Poulenc at the time this
application was submitted and (2) EPA provides o writicn
explanation of the basis for its determination.

Sincerely..

Nick Somma
Registration Manager

COPY: Mr. Edwin Tinsworth

PO BOX 12014 2 TW ALEXANDER DA'VE

RAEBCARCH TIANGLE PalK NC 27700

1919) $49-2000 .

INTERNATIONAL TELEX MUMOCE 4000370 ANSWERBALK 4PT RTP

INTEANATIONAL DISTRIUTION SEAVICES TELTX NUMOCN 4993377 ANTWENBALK AFC 103
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Unitec Siates Encuonmaerial Pioistion Agency
OH.oe of Pestic.de Piograms (T8 787)

Washington, DG 20460

9 EPA A l' tion for Pesticid Registration
cation for Pesticide: '
s PP Amendment

OPB \gentier Nym=per

102852

3 Product Manager

{7 Tompany/Product Numbet 3. Dm
l May 1. 1989 Robert Taylor

Bmion{
264-47)

4. Proposec Llass 7.¢at on

r-] Qenerst r-i‘ ﬁoonr ¢

S Name and Address of Agplicant (lncl«m P M)

Rhone-Poulenc Ag Compuny
P. 0. Box 12014, .2 T. W. Alexander Drive
Research Triang1e Park, NC 27709

Chook ¥ this is o new eddrens

— — e

labe! restrictions.

8 Produa auctrn + Atrazine Herbicidc
Section il - Amendmaent information
I Jubject } Date of Lonter
D mwbmiulon D Enol printed MBI m Other (expiain deiow) my 1 ) 19 8 9

Label modification to include Restricted Use Classification and additional

: - Section il ‘ _
£ 1. Materisl This Product Will Be Packeged tn . N . Type of Conwiner
Chig-Aesisam Paokaging uni Packaging Water-Solubie Packaging Mota!
| | Yoo [—lm l lYu | | No Pasuc
D Yes D No N Yeos. - " Yor' ; Glass
. Unit package wigt  No. per conainet |Package weight  No. per container Pape:
: : Other (SpecHy)

P Tocatlon of Rei Contents Woimation|d. Dee(e] of Retall Conwlnet
‘ I Iuw [ ] conaines

S Tocation of LaDe! Duecuons 16. Manner in Which Labei s Afixed Y0 Proauct
: A Uthograph (] owmer (speem)
On Labe! Paper pived
On material sccompanying product ' Oenciled
—Section [V

1. Gontaot Point (Complern Rema direotly beiow for idenisstion of indidual © be

mm___.mwmmm

Nick Somma

Yeisphone No. (Inchxie e e CoUe)
Registration Manager "’9;;:549:‘2372 T

'?. Date Agpiicauon Rece.vea
(Stampea)

nas—

Wn
lumﬁymlmwMImmenm 0cm gAd gl gtachmonts therelo a0 Wye. socurate, and
?bto | sthnowisdQe that any Enowingly faise of misisading satement My be punisiabls by fine or
imprisonment or both under npploclblo law. -

. Signature . ' - Thie
. Registration Manager
oA, .
4. Typed § Cate Bgned
Nick Somma J y 1, 1989
‘ﬂmﬁﬁ'ﬁm.



RHONE—~ POULENC AG COMPANY

BROMOXYNIL SPBCIAL LABELING COMMUNICATION PLAN 09:20:38A May 1, 1989
COMMUNICATION INFORMATION TARGET ESTIMATED NO. |DELIVERY
MEDIA DISSENINATED AUDIENCB INDIVIDUALS |TINB PRAME
FAX RESTRICTIONS/ DISTRIBUTORS /' 160 DAY 2
" |uSE DIRECTIONS RPAC SALES/FD 169 "
|pIRECT MAIL RESTRICTIONS/ DISTRIBUTORS. 50 DAY 5
| USE DIRECTIONS RESELLER/CUST APPLTR 6,000 |
UNIVERSITY EXTENSION 4,000 - v
v GROWERS (RESELLER MAIL) 5,000 ' {WEEK 3
PERSONAL CONTACTS |RESTRICTIONS/ UNIVERSITY EXTENSION - : WEEK 1
USE DIRECTIONS WEED SCIENTISTS 100
RESELLERS 3,000 WEEK 1 - 1,500
g WEERK 2 - 1,500
v CONSULTANTS /PARM MGRS 100 WERK 2
STICKER PBRSONAL |PACKAGE STICKERS DISTRIBUTORS 160 WEBK 1-2
DBLIVERY RESELLERS 2,000 WEER 2-3
DATA-LINB RESTRICTIONS/ GROWERS 35,000 WEEK 3
USE DIRECTIONS
RADIO RESTRICTIONS GROWERS 143,000 WEEK 3
(SBE DEALER POR
FURTHER INPORMATION)
POINT OF PURCHASB |RESTRICTIONS/ GROWERS (VIA RESELLERS 40,000 WEEK 2-3
USBE DIRECTIONS PLACE OF BUSINESS)
TOTAL NUMBER CONTACTS: 238,739

VILS: RANSCYD
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Ottice of Pesticide Prgg.mo 15-v67)
Washinglon,
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\Y; EP " Application for Pesticide: — Registration 10285:
X' Amendment
| faction) . . -
1. Company/Product Numbe! 2. Date 3 Product Manager € Proposed Cass it
264-338 May 1, 1989 Robert Taylor m M ireh
S Name enc AGOra8a Of Apphican (Incivde ZP Code)
Rhone-Poulenc Ag Company :
P. 0. Box 12014, 2 T. W. Alexander Drive
Research Triangle Park, NC 27709
Chech ¥ this is 3 new odd.vou e
8 Piocutt Name K -
Bronate Kerbicide
fiection il - Amendmant Information
1 Subject Date of Lenter
submission ne! printed TX_1owmer faxpiain detow) May 1, 1989

labe! restrictions.

Label modification to include Réstrictqd Use Classification and additional

Seciion i
1. Materist This Product Wili Be Packaged in 4. Type of Lonwainer
W3- Rensant Peckaging Unii Packaging Waiei-30Iuble Packagng Meta!
‘ o _;Lvu [—lm l—lvn l lNo Pastc
D You D No " Yes® " Yos.* Clase
- , Unht package wgt  No. per container |Package weight  No. Der esntainer Pager
. Other (Spechy)
~Location of Net Sontents ilo:mauen|d. Hise(s) Of FeLall GONNS!
‘ Labe! Container .
5 10N of LADS! Directions [8 Manner in Which Labe! & Allixed Y0 Product
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ATTACHMENT 3



BROMOXYNIL CONTAINCR RCLABEL:NG SCHEDULE

FOLLOWING IS A DETAILED PLAN DESIGNID TO APPROPRIATELY RELABEL ALL RROMOXYNIL
PRODUCT CONTAINERS EXISTING WITHIN THE CHANNELS OF TRADE, INCLUDING
KHONE=-POULENC, DISTRIBUTOR. AND DEALER INVENTORIES, IN A TIMEFRAME CONSISTENT
WITH THE APPLICATION FOR AMENDED REGISTRATION. UPON FINAL EPA APPROVAL
THESE STEPS WILL IMMEDIATELY BE IMPLEMENTED:

DAY 1 FOLLOWING EPA AH[NDED.REGISTRATION APPROVAL

RHONE-POULENC WILL INITIATE THE PRINTING OF APPROVED AMENDED LABELS

FOR BUCTRIL®, BUCTRIL® + ATRAZINE AND BRONATE® HERBICIDES IN SUFFICIENT
QUANTITIES TO RELABEL ALL EXISTING BROMOXYNIL CONTAINERS HELD BY RPAC,
DISTRIBUTORS AND RETAILERS, AS WELL AS FUTURL PRODUCTION QUANTITIES
SCHEDULED FOR THE REMAINDER OF 1989 USE SEASON.

RPAC WILL IMMEDIATELY HALT SHIPMENT OF ALL BROMOXYNIL PRODUCTS UNTIL
APPROVED AMENOED LABELS CAN BE PRINTED AND AFFIXED TO EACH CONTAINER
WITHIN RPAC POSSESSION, IN A MANNER CONSISTENT WITH THE "RELABELING
PROCEDURES" OUTLINCD IN ATTACHMENT A.

DAY 4-10 FOLLOWING EPA AMENDED REGISTRATION APPROVAL

REVISED LABELS WILL BE DELIVERED AND STICKERING OF RPAC INVENTORIES
AT PLANTS AND WAREHOUSES WILL BEGIN. NEWLY LJE !} 1LV " W LL BE
RELEASED FOR SHIPMENT TO DISTRIBUTORS.

ADEQUATE QUANTITIES OF EACH APPROPRIATE LABEL, ACCOMPANIED WITH "RELABELING
PROCEDURES", WILL BE SHIPPED TO RPAC FIELD SALES REPRESENTATIVES FOR
IMMEDIATE DELIVERY TO DISTRIBUTOR WAREHOUSE LOCATIONS WHERE BROMOXYNIL
INVENTORIES EXIST OR WILL BE OIRECTLY MAILED TO DISTRIBUTOR LOCATIONS.
APPROPRIATE COMPENSATION FEES WILL BE PAID TO DISTRIBUTOR FOR RELABELING,
AND VERIFICATION OF LABEL DELIVERY WILL BE MADE BY DISTRIBUTOR SIGNING

THE “RP LABELING COMPENSATION" FORM. MONITORING BY RPAC FIELD REPS

WILL BE PERFORMED TO INSURC COMPLIANCC. DISTRIBUTORS WILL BE INFORMED
THAT NO BROMOXYNIL PRODUCTS MAY BE SHIPPED PRIOR TO RELABELLING ONCE

LABELS ARE RECEIVED.



BRONATE ®/BUCTRIL®/BUCTRIL® « ATRAZINE
RELABELING COMPENSATION PROGRAM

THIS PROGRAM 1S DESIGNED TO COMPENSATE THE DISTRIBUTOR AND RESELLER
FOR RELABELING HIS CURRENT INVENTORIES OF BRONATE®, BUCTRIL® AND/OR
BUCTRIL® « ATRAZINE BROADLEAF HERBICIDES TO COMPLY WITH EPA REQUIREMENT!

TO PERFORM THIS TASK IN ACCORDANCE WITH SPECIFIED RELABELING DIRECTIONS.
DISTRIBUTOR/RESELLER WILL BE COMPENSATED AT A RATE OF $0.50 PER
CARTON, 30-GALLON DRUM. OR 110-GALLON MINI-BULK CONTAINER.

" CURRENT PHYSICAL INVENTORY AS OF
| . | (DATEY

 BROMAJE® . BUCIRIL® ° + ATRAZINS
CASES ' . - _

DRUMS  — —

MIN]'s

I REREIN CIRTIFY THAT AS OF DATE SPECIFIED ABOVE, WE HAD IN OUR
INVENTORY THE QUANTITIES OF RHONE-POULENC BROMOXYNIL PRODUCTS

AS LISTEy AGOVE, AND HAVE RECEIVED ADEQUATE QUANTITIES OF REVISED
LABELS FOR RELABELING ABOVE INVENTORIES.

BUSINESS NAME:

STREET ADDRESS:

CITY: COUNTY: - STATE: ___ 21P:

OWNER/MANAGER : PHONE :
(SToNATURE?

NE-POULENC REPRESENTATIVE:
RHONE E (STGRATURED TERR. 7



DAY 11-20 FOLLOXING EPA AMENDED REGISTRATION APPROVAL

FIELD REPRESCNTATIVES WILL INITIATE DELIVERY OF APPROPRIATE LABELS TO

EACH ACTIVELY SELLING BROMOXYNIL RESZLLER, BEGINNING FIRST WITH PRIORITY
ACCOUNTS WHERE LARGE INVENTORIES ARE KNOWN TO EXIST. INSTRUCTIONS FOR

PROPER RELABELING WILL BE PROVIDED AND COMPENSATION MADE TO INSURE COMPLIANCE.
RESCL .ZRS WILL BE INFORMED THAT NO BROMOXYNIL MAYBE SOLD PRIOR TO RCLABZLLING
ONCE LABELS ARE RECEIVED. RETAILERS WILL BE SUPPLIED WITH ADEQUAIEL

NUMBER OF LABELS TO PROVIDL TO GROWERS. VERIFICATION OF LABEL DELIVERY

WILL BE MADE BY RESELLER SIGNING THE “RELABELING COMPENSATION" FORM.

EFFORTS TO HAND DELIVER NEW LABELS TO ALL RETAILERS WITH BROMOXYNIL
INVENTORIES WILL BE MADE, HOWEVER, MAILINGS TO MINOR BUSINESSES MAY
OCCUR TO INSURE DELIVERY IN TIMELY MANNER. THESE MAILINGS WILL BE DONE
USING REGISTERED MAIL YO VERIFY LABEL DELIVERY. '

DAY 20 FOLLOWING EPA AMENDED REGISTRATION APPROVAL

LABEL OELIVERY FOR BROMOXYNIL FIELD INVENTORIES WILL BE COMPLETE AND
- MONITORING BY RPAC FIELD REPRESENTATIVES WILL CONTINUE, TO.INSURE ALL
CONTAINERS PROPERLY LABELED FOR SALE.



ATTACHMENT A

BUCTRIL®, BUCTRIL® ¢ ATRAZINE, BRONATC®
RELABELING PROCEDURE

Z24-GALLON QUG
1. DEPALLETIZE CARTONS (36 PLR PALLET).

2. USING THIN, FLAT METAL BAR, OPEN THL CARTON BY SLIDING BAR UNDCR
TOP FLAPS FROM MIDDLE OF CARTON TOWARDS END OF CARTON. USL BAR
70 BREAK GLUE SCALANT ON BOTH FLAPS BEING CARFUL NOT TO DAMAGE FLAPS.

3. REMOYE NITRILE GLOVES AND SET ASIOE.
4. REMOVL BOTH JUGS FROM CARTON.

5. REMOVE THE PRODUCT BOOKLEY FROM THC LABEL ON SIDE OF JUG, ROLL BOOKLET
" AND PLACE INTO HANDLE HOLE OF JUG. :

6. PEEL BACKING FROM NEH PRODUCT LABEL AND PLACE NEW LABEL COHPLETELY
OVER EXISTING LABEL ON THE JUG. :

e

7. RETURN JUGS fO CARTON AND REPLACE GLOVtS ON TOP OF JUGS.

8. FOLD DOWN THL TWO SMALL FLAPS OF CARTON AND FOLLOW WITH TWO LARGE
rLAPS.

9. TAPE CARTON CLOSED WITH COLORED PACKING TAPE CENTERING ALONG THE
CARTON OPENING AND EXTENDED DOWN BOTH SIDES 2-3 INCHES.

10. RCPALLETIZE CARTONS IF NECLSSARY INCLUDING RCSTRETCH MRAPPING IF
AVAILABLE.

Q

30-GALLON DRUM AND 110-GALLON MINI-BULK

PEEL BACKING FROM NEW PRODUCT LABEL AND POSITION NEW LABEL OVER THC
EXISTING LABEL ON EITHER THE 3J0-GALLON DRUM OR 310 MINI-BULK CONTAINER.



ATTACHMENT C
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c; RHONE-POULENC
N .
RHONE-POULENC AQ COMPANY

OFFICE MEMORANDUM

70: Nick Somma . DATE: May 1, 1989

FROM: Dave Downing

Please find attached the Bromoxynil Label Amendment Communication
Plan. Our goal is to reach all persons who sell, apply or recommend
bromoxynil products within the agritultural community in-an orderly,
logical and timely manner. With this in mind, we plan to first communicate
new restrictions the day following EPA approval to all RPAC Field and
Office Personnel involved with the salc, promotion, development, field
testing and distribution of bromoxynil products. By the second day
81! bromoxynil product distributors wil)l be contacted with this information
vis overnight mai), Al resellers, university extension personnel and -
weed scientists will have bromoxynil label restrictions direct mailed
to them within the first week fol!owing EPA approval of copy.

In addition to written communication distridutors, resellers, university
extension personnel and weed scientists will be personally contacted
by our field representidtives within 2 weeks of CPA approval. Resellers
will be contacted on a priority basis according to their past sales
volumes as recorded by Rhéne-Poulenc.

Following these written and personal contacts, with those who will
be called upon to provide information, mass communication to growers,
crop consultants and farm managers will begin via radio spots, data-line
information system, and point of purchase posters, informing them of
the new "Restricted Use" classification for bromoxynil products and
to contsct their local reseller for detailed information.

Rhéne=Poulenc feels that this communication plan will gerve the
{ntended need to alert the agricultural industry of the proper manner
to handle and apply bromoxynil products with mintmal risk during the
1989 use season.

DPD:vwg

Attachment

cc: J.N. Harton
S.A. Schmotzer



BROMOXYNIL LABCL AMCNDMCNT COMMUNICATION PLAN

UPON RECEIVING FINAL APPROVAL FROM THL EPA OF 1989 LABEL AMENDMENTS

FOR COMMERCIAL BROMOXYNIL OCTANOATE FORMULATIONS, AND APPROYED COPY

OF INTENDED INDUSTRY COMMUNJCATIONS, RPAC WILL IMMEDIATELY INITIATE

A COMPREHENSIVE PLAN TO DISSEMINATE NEW PRODUCT PRECAUTIONS AND RESTRICTIONS
TO APPROPRIATL AUDIENCES W]THIN THE PESTICIDE CUSTOMER/USER NETWORK.
FOLLOWING IS-A DETAILED DCSCRIPTION AND TIMETABLE OF HOW THAT PLAN WILL

UNFOLD:

DAY 1 FOLLOWING EPA APPROVAL OF COPY

COMPLETE LABEL AMENDMONTS, WITH A C0v£R LETTER HIGHLIGHTING EACH PRECAUTION
AND RESTRICTION OF THE BROMOXYNIL LABLL, AS WELL AS A DESCRIPTION OF

THE PRODUCT RELABELING PLAN, WILL BE TELEFAXED TO CACH DISTRICT AND
REGIONAL OFFICL WITHIN RHONE-POULENC AG COMPANY. :

OVERNIGHT MAIL, INCLUSIVE OF IDENTICAL XNFORMATiON, Hth BE SENT 10

CACH FIELD REPRESENTATIVE WITHIN THE COMPANY, AS WELL AS APPROPRIATE
RPAC ADMINISTRATIVE AND PLANT PERSONNEL.

DAY 2 FOLLOWING EPA APPROVAL OF COPY

ANNOUNCEMENT OF THE BROMOXYNIL LABCL CHANGES AND THE PRODUCT RELABELING
PLAN WILL BE SENT, VIA OVERNIGHT MAIL -TO ALL BROMOXYNIL DISTRIBUTORS.

RPAC FIELD SALES PERSONNEL WILL BEGIN MAKING PERSONAL CONTACT CALLS

ON BROMOXYNIL DISTRIBUTORS AND RESELLERS GIVING CONTACT PRIORITY TO
THOSE RETAILERS REPRESENTING THE MAJORITY OF BROMOXYNIL SALES TO GROWERS.
IN ADDITJON RPAC FIELD DEVELOPMENT REPRESENTATIVES WILL BEGIN CONTACTING
UNIVERSITY EXTENSION PERSONNEL AND WEED SCIENTISTS. AN ESTIMATED 3,000
TOTAL CONTACTS CAN BE MADE WITHIN TWO WEEKS.



OAY-5 FOLLOWING EPA APPROVAL OF CoPY

DIRECT MAIL LETTERS OUTLINING THE LABCL AMCNDMENTS AND NEW RCSTRICTIONS
WILL BE SENT TO DISTRIBUTORS, DCALERS, CUSTOM APPLICATORS AND UNIVERSITY
EXTENSION PERSONNEL - AN ESTIMATED 12,000 INDIVIOUALS. THIS WiLL RCINFORCE
PLRSONAL CONTACTS BY RPAC FIELO PERSONNCL. '

DAY 14 FOLLOWING EPA APPROVAL OF COPY

"RTSTRICTED -USE" CLASSIFICATION OF BROMOXYNIL HERBICIDES WILL BE COMMUNICATED
TO SOME 35,000 GROWERS THROUGHOUT HIGH INTENSITY USE-AREAS, VIA DATA-LINE,
A COMPUTERIZED INFORMATIONAL SYSTEM, WITH COPY THAT INSTRUCTS GROWELR

TO SEEK DETAILED LABEL USE AND HANDLING PRECAUTIONARY INFORMATION THROUGH

THEIR AG CHEMICAL SUPPLIER.

" DIRECT MAIL LETTERS OUTLINING THE LABEL AMENDMENTS AND NEW RESTRICTIONS

WILL BE SENT TO FARM MANAGERS AND CROP CONSULTANTS.

PRINTING OF POINT-OF -PURCHASE POSTERS WILL BE COMPLETED AND SENT TO

RESELLERS, TO BE DISPLAYED AT THE RETAILER LOCATION TO ALERT GROWERS .
WHO PURCHASE BUCTRIL®, BUCTRIL® ¢ ATRAZINE OR BRONATE® NERBICIDES OF
THCIR "RESTR!CTED USE" CLASSIFICATION.

A RADIO CAMPAIGN, TARGETED AT GROWERS WITHIN BROMOXYNIL USE-AREAS WILL

KICK-OFF ON DAY 14 TO COMMUNICATE THE “RESTRICTED-USE" CLASSIFICATION

OF BUCTRIL®, BUCTRIL® + ATRAZINE AND BRONATE® AND "0 'N&™ . Ul 1L(N

TO SEEK DETAILED LABEL AND PRECAUTIONARY INFORMATION THROUGH THi IR AG
CHEMICAL SUPPLIER. APPROXIMATELY 143,000 GROWERS ARE EXPECTED TO BE
REACHED OVER A SEVEN DAY PERIOD WITH 30-SECOND RADIO SPOTS RUNNING TWICE
A DAY,



OCALER/DISTRIBUTOR LETTER

ATTENTION - LABEL CHANGLS FOR BRONATE®, BUCTRIL® AND BUCTRIL® « A.'f”RAZINE.

This 13 to {dnform you that BRONATE®, BUCTRIL® and BUCTRIL® + Atrazfne
broadleaf herbicides have recently been reclassified as “RESTRICTED USE
PESTICIDES" and that the 1labels have been amended to 1include new
precautionary -ststements, additional protective clothing regquirements, and
new handling and application restrictions.

These changes have been implemented bDecause recent tests have shown that
exposure to the active {ngredient {in these products has caused birth
defects in laboratory animals. The new label smendments have deen sdded to
substantislly reduce the exposure to these products when handling -or

applying. :

Enclosed you will find copies of each new ladel for your review. Plesse
take time to become familiar with this {nformation in order that you are in
full compliance with each {mportant amendment. Significant additions
include: 1) New warning statements; 2) Specific use directions requiring
sdditional protective clothing and clean-up procedures; 3) The requirement .
of mechanica' transfer systems when handling 30 gellons or more product in
8 single day; 4) Use of enclosed cabs when applying 180 or more scres in a
single day; and 5) New chemigation and aeris) application restrictions.

In an effort to assure thst all dnventories of BRONATE®, BUCTRIL® and
BUCTRIL® + Atrazine are stickered with these changes, a relabelling. program
1s being implemented by Rhdne-Poulenc and within the next several days your
RP Field Representative will be delivering adequate quantities of
self-achesive labels with 9dnstructions for relabelling your current
fnventories. To perform this task Rhéne-Poulenc will compensate your
efforts at a rate of $0.50/case, 30-gallon drum or 1i0-gallon mini-bulk
unit, and will verify your participation with an enroliment form at time of

label delfvery. In addition, your RPAC Field Rep will provide Resellers
with a point-of-purchase poster for hanging, and grower handouts, both
alerting him to the labe! changes of which he must comply., '

Once you have received revised labels, no product may be shipped or sold
until stickered with the new label. If for any reason distributors.don't
receive labels within 7 days of receipt of this letter (14 days for
Retailers), please call the to11 free Rhéne-Poulence Hot-Line at
1-800-334-9745, and labels will be fmmediately shipped to you.

Thank you for your continued support and help {n communicating this
information. Please contact your RPAC Field Representative if you have
questions or spectific fssues relating to this matter that you would like to

dgiscuss.
Sincerely,



UNIVERS]ITY/CROP CONSULTANT LETTER

ATTENTION - LABEL CHANGES FOR BRONATE®, BUCTRIL® AND BUCTRIL® + ATRAZINE

This 4s to {nform you that BRONATE®, BUCTRIL® and BUCTRIL® « Atrazine
broadleaf herbicides have recently been reclassified as “RESTRICTED USE
PESTICIDES” and that the 1labels have been amended to Include new
precautionary statements, additional protective c¢lothing requirements, and
new handling and application restrictions.

These changes have been implemented because recent tests have shown that
exposure - to the active 1ingredient 1in these products has caused birth
defects in laboratory snimals. The new labe) amencments have been added to
substantially reduce the exposure to these products when handling or

- applying.

Enclosed you will find copies of each new label for your review. Please
" take time to become familiar with this {nformation in order that you are {n
full compliance with easch {mportant emendment. Significant adcitions
include: 1) New warning statements; 2) Specific use directions requiring
additiona) protective clothing and clean-up procedures; 3) The requirement
of mechanical transfer systems when handling 30 gallons or more product in
s single day; 4) Use of enclosed cabs when applying 180 or more acres in a
single day; and 5) New chemigation and aerial application restrictions.

Thank you for your cortinued ‘support and help 1n communicating this
information. Please contact your RPAC Field Representative 1f you have
questions or specific {ssues relating to this matter that you would like to

discuss.
staccrely,



GROWER LETTER TO BE AVAILADLE AT-RESECLLER LOCATION

‘:’ RHONE-POULENC

\ /‘ e e ——— e e ———

RHONE-POULENC AG COMPANY
TO: BUCTRIL®/BUCTRIL® + Atrazine/BRONATL® Users

BUCTRIL®, BUCTRIL® + Atrazine and BRONATE® herbicides have been
reclassified "Restricted Use Pesticides”, and addftional ladel
restrictions and precautions have been added to minimize user
exposure. ' : .

Please note when review the revised product labels the. following
changes have been made:

. Warning Statement: This product has been shown to cause birth

defects 1n laboratory animals. Women of childbearing age - '

should be particularly careful when handling this product to
avoid ingestion and skin contact.

* Protective clothing requirements such as nitrile gloves,
cotton coveralls, chemical resistant shoes, and chemical
resistant apron for mixer/loaders have Dbeen added. Please
review the label for full details.

* Mechanfcal transfer systems are required to be used for
loading ‘of 30 or more gallons of product are used per day.

*  Enclosed cabs are required for ground applicatfons if 180 or
more acres are treated per day.

* New chemigation and aerial application restrictions have been
added. Please review the label for details.

Please thoroughly familfarize yourself with and strictly adhere to the
label requirements because the safety of you, the user, {s our
foremost concern. Please contact your local chemical supplier 1f you
have questions or require further information.

BUCTRIL and BRONATE are registered trademarks of Rhdne-Poulenc Ag
Company.

PO BOX 1200, 2 TW AL PXANDFER DRIVE
RLLEARCH TRIANGLE PARK NC 27706
(919) $40-2000
TERNATIONAL TELEX NUMBER 4997)78 - ANSWE RBACK ARC ATP
;:‘HEWY-M DiSTRAIBUTION SEAV.CES TELEX NUMDC R ¢999377-ANCWLNOACH 49C 108



RADIO/DATA-LINE COPY

1

ATTENTION GROWERS!

BUCTRIL®, BUCTRIL® <+ Atvrazine anD BRONATE® werBICIDES,
VSED FOR POST-EMERGENCE BROADLEAF WEED CONTROL, HAVE
BEEN RE-CLASSIFIED AS RestricTeD Use Pesticipes.

FOR COMPLETE DETAILS AND IKFORMATION, CONTACT YOUR FARM
CHEMICALS SUPPLIER.  AND REMEMBER ... YOUR SAFETY 15 OUR
TOP - PRIORITY. SO, AS WITH ANY CROP PROTECTION
CHEMICALS, ALWAYS READ AND FOLLOW INSTRUCTIONS ON THE

LABEL.



POSTER FOR RESELLER

BUCTRL®
' BRONATE *
* BUCTRIL* + ATRAZINE

ARE NOW
RESTRICTED USE PESTICIDES

ASK HERE FOR COMPLETE
'DETAILS AND INFORMATION.

RHONE-POULENC AG COMPANY



-ATTACHMENT D

In lieu of the sentence which states, “If thls product is
packaged in a 30 gallon drum or you will harile a total of 30
gallons or more of this product per day, you must use a
mechanical transfer system for all mixing andeloading
operations,” the complete revised labeling will state, "If you
will handle a total of 3C gallons or more of this product per
day, you must usc & mechanical transfer system for all mixing and
loading operations. If this product is packaged in a 30 gallon
drum, ycu must usc a mechanical transfer system which terminates
in a drip-free hard coupling which may be used only with a spray
or mix tank which has been fitted with a compatiple coupling., 1If
you do not prescntly own or have access to 8 mechanical transfer
gyctem with this type of coupling, contact your dealer for
information on how.to obtain such a system or to medify your
piesent systeom." '



ATTACHMENT B



DRAF?T PROPOSED PROTOCOL: DBROMOXYNIL EXPOSURE STUDY

1.0 INTRODUCTION

A passive dosimetry study shall be conducted to assess the
dermal and inhalation exposure occurring during routine use of
bromoxynil. The study shall be designed so that the .
Environnental Protection Agency may be able to: (1) quantify the
exposure occurring during mixing/loading, application, and clean-
up when bromoxynil is applied by ground boem to field crops
exploying rigs whers boom lengths typically exceed 3%0'; (2)
quantify the exposure occurring during mixing/loading,
application, and clean-up when bromoxynil is applied by ground
boom to cCrops vhere rigs of 20' to 40' predoninate; (3) within
each subgroup estimate the total potential dermal exposure and
the actual deposition t> the skin under the clothing worn by each
study participant. As an additional objective, this study or a
seperate study will quantify the potential dermal exposure and
skin deposition occurring during oper pour mixing and loading
with the new Rhone-Poulenc 2.5 gallon container and
conventional 2.3 gallon container. e

2.0 MATERIALS AND METHODS
2.1 8ite Selection

The study will address twvo main crop groupings. The girst
grouping shall be crops to vhich daily treatzents of 130 acres or
" pore are typical and boom sizes of 350' or greater are the norm.
The usual application speed is expected to be approximately 0.5
acTes/ninute. The second gtouping shall be crops to which daily
treataent of 50 to 120 acres is standard and boom sizes average
20' to 40'. The usual application speed is expected to be
approximately 0.2% to 0.35 acres/minute.

within each grouping the sites shall be selscted based on
routine use of bromoxynil or other early post emergent herbicides
in that area. A minimum of ten sites are to be used within each

grouping.
2.2 Cooperator Selection o e e e e e e

' Cooperators used in the study are to be individuals
intending to apply a post emergent herbicide independent of
possible participation in the study. The candidates are to be
selected in a manner identical to that employed in the May &
Baker Canada/Rhone~-Poulenc $tudy with the exception that a
sininun number of participants with enclesed tractor cabs shall
be required. The Questionnaire used should be similar to that
used in tha Canadian study. Selected cocperators will receive



bromoxynil in a msnner identical to a non-cocperator whe would be
obtaining bromoxynil for bis/her use except that bromexynil may
ba provided in a non-standard container as necessary to
effectuate the study. Rhone-Poulenc may provide clean coveralls
and nitrile gloves to study participants. The study participanzs
wvill initjally be instructed to follow label directions. Should
the participant attempt to handle bromexynil with less than the
label required protective clothing, Rhone-Poulenc will record
such deviation from the label directions and then require the
participant to utilize all required clothing. The normal and
typical ‘'werk routines of the participants are not te be altered
once the study participant has begun handling bromoxynil during
the monitoring portion of the study.

2.3 Application Dotails

Information collected for each application of broemoxynil
shall include target crop, data involving cultivar, growth stage, .
date of planting, and row spacing. EqQuipnment information shall
include sprayer model and make, tractor model and make, procedure
and tipe required to mix and load the sprayer and the date and
method of sprayer calibration. Alterations to the equipment such
as shielding of booms and opening of windoews in closed cab .
tractors vill be recorded. Application rate and amount of active
ingredient handled shall be recorded as will the actual time of
applicatien.

Fleld conditions including wind speed and directien,
relative humidity, rainfall, tenperature, and cloud cover shall.
be recorded at each monitoring site for the duration of each :
gonitoring period. A description of each test site will be
recorded. :

2.4 Dermal Exposure

Dermal exposure to all bcdy areas with the exception of the
hands will be monitored in a manner that will permit the
estimation of potential derzal exposure and dermal exposure to
the skin. Potential dermal exposurs will be monitored by the
Durhanm-Wolfe patch method (Measurement of Exposure of Workers to
Pesticides, Bull. Wld Hlth Org., 1962, 26:75-91). Patches shall
be placed in a manner specified in Subdivision U of the Agency's

‘- Pepticide Assessent Guidelines on the outside of the

cooperator's clothing. Dermal exposure to body areas coversd by
clothing shall be monitored using either whole body dosimeters
conposed of a long slesve cotton Te-shirt and long legged cotton
underpants or by a fluorescent tracer technique. The vhole body
dosimeters, if sslected, vill be provided to each cooperator dy
Rhone-Poulenc at lsast one day prior to the study and shall be
placed on each cooperator, by the cooperator, at the time that
the cooperator gets dressed to perform the day's work routine.
The whole body dosimeters are to be worn under all clothing

.. Do ow.. 1.-.-.‘.-.' s . p re  vay
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normally vorn by the cocperators. TFacial exposure may be
monitored by the use of facial swvabbing in lieu of dosimeters.
Hand exposure will be monitored by use of hand rinses.

, The monitoring period will consist of the handling of not
less than 138 lbs active ingredient with the exception that
external patches will be changed and hand rinses will be
conducted at the end of each mix/load cycle and each application

cycls. |
2.8 Inhalation Exposure

Inhalation exposure will be monitored by use of perscnal
air sazplers. The air sacplers will be turned off during each
break in the work routine likely to exceed 30 minutes. The
duration of the sampling period should be the entire day's work
Toutine: however, caution zust be taken to prevent breakthrough
from saturation of the collection media. The duration of "
sampling and calibration of alir flow will be conducted for each

esanple pericd. .
4.6 REPLICATIONS

A replicate is defined as one monitoring period consisting
©f the handling of at least 135 1bs active ingredient. The
Tesidye levels of external patches for each body area and hand
Tinses will be combined in the calculation of total potential
daily exposure for each job function and the combined mixing,
loading, and application functions. For esach crop grouping a
Binizum of ten sites are to be selected. For esach erep grouping
a.sinipum of 20 replicates shall be monitored. Por each set of
20 Teplicates, a minimum of 7, but no more than 13 replicates,
shall involve application from enclosed tractor cabs. A total of
at least 40 mixer/loader/applicator replications will be
conducted for the study. Monitoring of the exposure Tesulting
fromn the uge of the nev 2.5 gallon container may be conducted
either as an ancillary portion of the study or as a seperate

- study and must consist of a minisum of 15 replications of the new
2.% gallon container .and 195 replications inveiving a conventicnal
2.5 gallon container. Each set of 13 replicatiens will invelve a
Bininum of five individuals at three different sites. A
replicate for this portion of the study is defined as one
Bix/load cyecle in which a spray tank is filled to capacity.

3.7 QUALITY ASSURANCE

All qQuality assurance as dotinod_iﬁ gubdivision U of the
EPA's Pesticide Assesszent Guidelines will be required.

3.0 DATA ANALYSIS
The purposes of this study are to quantify the exposure
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received during the use of bioaoxynil and the idontifieiﬁion of
regulatory options that may be required to reduce exposure.

The data will be presented as a zean exposure and a range.
The standard deviation will also be determined. Non-parametric
or other appropriate statistics may be exployed to deterzine the
statistical significance of different variables in determining
exposure. Major emphasis will be placed on tractor type, beonm
size, and tank size. Post priori analyses may be conducted on
other variables depending on observed patterms in the data. A
priori statistical tests will be defined in the protocol by the
Agency. = - :
A prigri statistical methods will test the following null
hypotheses: 1) Exposure during mixing/loading with standard 2.8
gallon containers is the saze as with the new 2.5 gallon
containers: 2) Exposure during application involving small rigs
is the sase as those involving large rigs: and 3) Expesure during
application from open tractors is the same as frozm enclosed
tractor cabs. Any post priori statistical analysis vwill be
deternzined upon receipt and assessuent of the data. The Agency -
fully recognizes the fact that exposure data is inherently highly
variable (C.V. > 1008) and that identification of variables
having statistical significance at p £ 0.05 may not occur without
requiring an even greater number ©f replications. Such an
undertaking would be prohibitive in cost. Trend analysis of the
data zay be conducted in the absence of statistical significance.
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(ii \\ § UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%y, <& WASHINGTON, D.C. 20460 '

4 mo(i i
JuL | 3 1987
PESTICIDES AC:QFI-DFEI'COEX?CFSUBSTA NCE

MEMORANDUM

SUBJECT: Compliance Strategy for the Cancellatio

of Carbon Tetrachloride R

FROM: John J. Neylan III, Director

Policy and Grants Division
Office of Compliance Monitorin

T0: Addressees

Attached is the Compliance Strategy for the Cancellation
of Carbon Tetrachloride. The attached strategy provides
guidance for the enforcement of the November 12, 1986 order
which cancelled all pesticide products containing carbon
tetrachloride, except those registered for use on encased
museum specimens.

This strategy is effective immediately and calls for
‘compliance monitoring of the cancellation order through
inspections of registrants, producers, dealers and users of
cancelled products., Inspections will be conducted by States
with Cooperative Enforcement Agreements, and EPA in States
without Cooperative Enforcement Agreements, as part of their
current routine inspections.

We appreciate.the comments offered on the May 5, 1987
draft of this strategy.:- Most of the comments were editorial
and have been incorporated into the final document. However,
one commenter suggested that the strategy should also
address the disposal of any carbon tetrachloride products,
OCM does not believe that this issue should be addressed
in the strategy. OCM recommends that the disposal of any
remaining stocks of carbon tetrachloride should be in
accordance with the label directions.

If you have any questions concerning the attached strategy,
please contact Dan Helfgott of my staff at FTS 382-7825.

Attachments
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Douglas D. Campt (TS-766C)
Frederick F. Stiehl (LE-134A)
Stanley Abramson (LE-132A)
Peg Anthony (EN-342)
Ken Shiroishi "
David Hannemann "
John Martin !
John J. Neylan III "
Jerry Stubbs !
Mike Wood "
Dexter Goldman "

Jake Mackenzie
Western Regional Compliance Director

A. Charles Lincoln
Eastern Regional Compliance Director

Louis F. Gitto, NDirector
Air Management Division

Barbara Metzger, Director
Environmental Services Div,

Stephen R. Wassersuq, Director
Hazardous Waste Management Div.

Winston A. Smith, Director
Air, Pest. & Toxic Mgmt Div,

William H. Sanders III, Director
Environmental Services Div.

William B. Hathaway, Director
Air, Pesticides & Toxics Div.

William A. Spratlin, Director
Air & Toxics Division

Irwin L. Dickstein, Director
Air & Toxic Subs. Division

Jeffrey Zelikson, Acting Director
Toxics & Waste Management Div.

Gary 0'Neal, Director
Air & Toxic Division

Jim Lamb (TS-788)

‘Gerald M, Levy, Chief

Office of Pesticjdes & Toxic Sub.

Ernest Regna, Chief
Pesticides & Toxics Sub. Bra“

Larry Miller, Chief
Toxic & Pesticides Branch

H. Kirk Lucius, Chief
Pesticides & Toxic Subs. Branch

Phyllis Reed, Chief
Pesticides & Toxic Subs. Branch

Norman E. Dyer, Chief
Pesticides & Toxics Subs. Branch

Leo Alderman, Chief
Toxics & Pesticides Branch

Alvin Yorke, Chief
toxic Substances Branch

Richard Vaille, Chief
Pesticides & Toxics Branch

Anita Frankel, Chief
Pesticides & Toxic Subs. Branch



. COMPLIANCE STRATEGY FOR THE
CANCELLATION OF CARBON TETRACHLORIDE

OVERVIEW

In 1984, the Agency suspended all registrations of
pesticide products containing carbon tetrachloride, except
those products registered for use on encased museum specimens,
after registrants failed to respond to a FIFRA §3(c)(2)(B) Data
Call-In. On July 23, 1985, the Agency issued a Stop Sale, Use,
or Removal Order (SSURO) to all registrants covered by the
suspension order., This SSURO stated that registrants may not
legally distribute, sell, offer for sale, hold for sale, ship,
deliver for shipment, or receive and (having so received)
deliver or offer to deliver pesticide products containing
carbon tetrachloride after the date of receipt of the SSURO.
Registrants who later agreed to voluntarily cancel their
registrations, as well as all persons who sell or distribute
pesticide products containing carbon tetrachloride, were
allowed to distribute, sell, offer for sale, hold for sale,
ship, deliver for shipment, or receive and (having so received)
deliver or offer to deliver carbon tetrachloride until December
31, 1985. Stocks were allowed to be used until June 30, 1986.

On November 12, 1986 (51 FR 41004), the Agency issued a
Notice of Intent to Cancel (NOIC) for all remaining suspended
registrations of pesticide products containing carbon tetra-
chloride except those products registered for use on encased
museum specimens.

Carbon tetrachloride was present as an active ingredient
in pesticide products registered for use as fumigants on stored
grain, in flour milling and grain processing plants, as well as
on encased museum specimens in storage. All registrations for
pesticide products containing carbon tetrachloride as an active
ingredient, except for use on encased museum specimens, have
now been cancelled.

Carbon tetrachloride poses significant toxicological
risks, and may contribute to the breakdown of the atmosphere's
ozone layer. The use on encased museum specimens will be
allowed to continue because the current label instructions are
sufficient to reduce applicator exposure so that the benefits
outweigh the risks.

Compliance with the Cancellation Order will be determined
through inspections of registrants, producers, dealers, and
users of cancelled products. Inspections will be conducted by
States with Cooperative Enforcement Agreements, and EPA in
States without Cooperative Enforcement Agreements, as part of
their current routine inspections.



REQUIREMENTS OF THE RULE

A1l pesticide products containing carbon tetrachloride,
except for use on encased museum specimens, were cancelled
thirty days after publication of the NOIC or the date of
receipt of the Notice by the registrant, whichever date was
later.

Regulated Industry

A1l registrants, producers, distributors, and users of
carbon tetrachloride other than those with products registered
for use on encased museum specimens. At the time of the ori-
ginal Data Call-In, there were 52 registrants and 114 registra-
tions. Vulcan Formula 72 (EPA Registration Number 5382-2) is
the only product registered for use on encased museum specimens.

Carbon tetrachloride is also known as perchloromethane
and tetrachloromethane.

Existing Stocks

Previous regulatory action has already prohibited regis-
trants and retailers from distributing, selling, offering for
sale, holding for sale, shipping, delivering shipment, or
receiving and (having so received) delivering or offering to
deliver carbon tetrachloride after December 31, 1985.
Additionally, all provisions for use, except use on encased
museum specimens, have been prohibited since June 30, 1986.
Therefore, the November 12, 1986 NOIC provides for no additional
existing stocks or use provisions. MNoncompliance with the
carbon tetrachloride cancellation order is a violation of FIFRA

§§12(a)(1)(A) and 12(a)(2)(K).

COMPLIANCE MONITORING

Compliance with the Cancellation Order will be determined
by inspection of registrants and producers of cancelled products,
inspections of dealers and users, and investigation of tips and
complaints.

Neutral Administrative Inspection Scheme

Since the issuance of the Cancellation Order is an admini-
strative action which cancels all carbon tetrachloride pesticide
products suspended for noncompliance with the FIFRA §3(c)(2)(B)
Data Call-In, inspections for violations of this cancellation
order will take place within the existing compliance monitoring
framework.



ALLOCATION OF RESPONSIBILITIES

O0ffice of Pesticide Programs

(]

Will develop and provide OCM with a list of those products
which have been cancelled.

Office of Compliance Monitoring

[+]

Will develop and transmit the Compliance Monitoring Strategy
to the Regions.

Will transmit the list of those products which have been
cancelled to the Regions.

Will transmit the list of registrants and producing establish-
ments of carbon tetrachloride.

Regions

o

Will provide copies of the Compliance Monitoring Strategy to
States.

Will distribute a list of products, reg1strants and producing.
establishments to the States.

Will conduct inspections in States without Cooperative
Enforcement Agreements as part of their routine inspectional

schedule.

Will take enforcement action as appropriate.

States

[]

[+]

P ]

Will conduct inspections as part of their routine inspectional
schedule.

Will take enfocement action as appropriate provided they have
the authority.

Will report to the Regions on actions taken under the carbon
tetrachloride cancellation.



ATTACHMENT

CARBON TETRACHLORIDE REGISTRANTS AND PRODUCTS

REGION I (1)

Uniroyal Chem. Co.

74 Amity Rd.

Bethany, CT 06525

EPA Reg. No. : 400-192,-193,-197,-200,-203,-268

REGION II (3)

Rochester Midland

Box 1515

Rochester, NY 14603
EPA Reg. No. : 527-11

Prentiss Drug & Chem. Co.
21 Vernon St. C.B. 2000
Floral Park, NY 11001

EPA Reg. No. : 655-624

Bernard Sirotta Co., Inc.
67 35th St.

Brooklyn, NY 11232

EPA Reg. No. : 2826-1

REGION III (0)

REGION IV (11)

Lester Labs

2370 Lawrence St.
Atlanta, GA 30344 .
EPA Reg. No. : 337-16

Hi11 Manufacturing, Inc.
1500 Joneshoro Rd., SE
Atlanta, GA 30315

EPA Reg No. : 402-54

Quinn Drug & Chem. Co.
Box 847

Greenwood, MS 38930
EPA Reg. No. : 416-48

Selig Chem. Industries, The

840 Selig Dr., SW

Atlanta, GA 30378

EPA Reg. No. : 491-2,-47,-82,-154,-190



Southland Pearson and Co.
Drexel Chem. Co.

Box 9306

Memphis, TN 38109

EPA Reg. No. : 728-19

Peach County Property Inc.
Sureco

E. Main St. Box 938

Fort Valley, GA 31030

EPA Reg. No. : 769-70

Oxford Chemicals

P. 0. Box 80202
Atlanta, GA 30366

EPA Reg. No. : 3635-136

Stephenson Chem. Co. Inc.
Box 87188

College Park, GA 30337

EPA Reg. No. : 4887-57,-127

Vulcan Materials Co. Chem. Div.

P. 0. Box 7689

Birmingham, AL 35253

EPA Reg. No. : 5382-1,-2,-4,-6,-7,-9,-11,-31,DC38000100

Big F Insecticides, Inc.
Box 3346

Jackson, TN 38303

EPA Reg. No. : 33161-2

Mid America Chem. Co.

P. 0. Box 4990

Montrose, AL 36559

EPA Reg. No. : 36480-47,-48,-49,-50,=-51

REGION V (5)

Riverdale Chem. Co.
220 E. 17th St.
Chic. Heights,

IL 60411
EPA Reg. No. : 22

8§-8

Dow Chemical USA

P. 0. Box 1706

Midland, MI 48640

EPA Reg. No. : 464-32,-34,-97,-171,-181,-188,-193,-216,-227



Walter Haertel Co.
8719 Lyndale Ave So.
Minneapolis, MN 55420
EPA Reg. No. : 821-2

E. H, Leitte Co.

Box 180

Lake EImo, MN 55042
EPA Reg. No. : 939-25

Universal Cooperatives Inc

7801 Metro Parkway P. 0. Box 460
Minneapolis, MN 55440

EPA Reg. No. : 1386-463

REGION VI

Main Pro. Inc.

P. 0. Box 153249

Irving, TX 75015

EPA Reg. No. : 1325-22,-51

Staffel

ESCO Distributor Inc.
301 1/2 Staples St.
Corpus Christi, TX 78411
EPA Reg. No. : 3286-8098

Voluntary Purchasing Group, Inc.
P. 0. Box 460

Bonham, TX 75418 .

EPA Reg. No. : 7401-82

Grain Conditioners, Inc.
2622 Poydras St.

New Orleans, LA 70119
EPA Reg. No. : 10203-1

Soweco, Inc.

411 So. Parker-St.
Amarillo, TX 79106

EPA Reg. No. : 21327-8145

(6)

J. Chem. a division of Fumigators Inc.

P. 0. Box 5421
Houston, TX 77012
EPA Reg. No. : 36301-5
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"REGION VII (17)

Bartels and Shore Chem. Co.
1400-02 St. Louis Ave.
Kansas City, MO 63110
EPA Reg. No. : 413-51

Industrial Fumigant Co.

601 E. 159th St.

OYathe, KS 66061

EPA Reg. No. : 485-7,-9,-13,-15,-16,-17

MFA 0il1 CO.

Box 423

Shenandoah, IA 51601
EPA Reg. No. : 746-93

Douglas Chem. Co.

P. 0. Box 297

Liberty, MO 64068

EPA Reg. No. : 1015-10,-20,-22,-27,-29,-33,-36,-53

Wwarren Dougas Chem Co., Inc.
3002 F St.

Omaha, NE 68107

EPA Reg. No. 1616-4

Weevil-Cide Co. a subs. of Research Products Co.
411 N. 7th St.- Box 1057

Salina, KS 67401

EPA Reg. No. : 1629-1

Knox Chem. Co.

7625 Page Blvd.

St. Louis, MO 63133
EPA Reg. No. : 1645-12

Farmland Industries Inc.

P. 0. Box 7305

Kansas City, MO 64116

EPA Reg. No. : 1990-116,-184,-392,KS-83000400

Patterson Green-Up Co. Div of Curry Cartwright, Inc.
1400 Union Ave.

Kansas City, MO 64101

EPA Reg. No. : 2169-92

PBI/Gordon Corporation

1217 W. 12th St.- P, 0. Box 4090
Kansas City, MO 64101

EPA Reg. No. : 2217-108



The Huge Company, Inc.
7625 Page Ave.

St. Louis, MO 63133
EPA Reg. No. : 2270-5

Research Products Co.

Box 1057

Salina, KS 67401

EPA Reg. No. : 2548-3,-13,-22,-30,-48

Chemi. Sol Chem. and Sales Co.
P. 0. Box 1485

Hutchison, KS

EPA Reg. No. : 2618-2

Brayton Chem. Inc.

P. 0. Box 437

West Burlington, IA 52655

EPA Reg. No. : 2993-7,-14,-23

Ferguson Fumigants, Inc.

93 Ford Lane

Hazlewood, MO 63042

EPA Reg. No. : 3886-13,-18,-136

Stewart Sanitary Supply Co., Ltd
P. 0. Box 15061

St. Louis, MO 63110

EPA Reg. No. : 43954-6

Kaw Valley, Inc.

1801 S. 2nd St.

Leavenworth, KS 66048

EPA Reg. No. : 44215-58,-59,-60,-61,-62

REGION VIII (3)

Lystad Inc.

Box 1718

Grand Forks, ND 58201
EPA Reg. No. : 2881-21

Falls Chemicals Inc.

P. 0. Box 2345

Great Falls, MT 59403
EPA Reg. No. : 40831-21

Morgro Chem. and Energy Corp.

145 W, Central Ave.- P. 0. Box 151048
Salt Lake City, UT 84115

EPA Reg. No. : 42057-98
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REGION IX (5)

Stauffer Chem. Co.

1200 S. 47th St.

Richmond, CA 94804

EPA Reg. No. : 476-537,-1112,-1113,-1543

Hockwald Chem., Div. of Oxford Chem.
275 Valley Dr.

Brisbane, CA 94005

EPA Reg. No. : 1111-132

Coyne Chem. Co.

999 Anderson Dr., Suite 140
San Rafael, CA 94901

EPA Reg. No. : 3050-23

Cardinal Chem. Co.

Green and Sansome Streets

San Francisco, CA 94111

EPA Reg. No. : 5440-6,-20,-22

Siskiyou County Dept. of Agriculture
525 S. Foothill Dr.

Yreka, CA 96097

EPA Reg. No. : CA79027400

REGION X (1)

Atomic Chem. Co.

Box 1111

Spokane, WA 91210

EPA Reg. No. : 6152-5,-6
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K WASHINGTON, D.C. 20460

JAN 15 1976

OFFICE OF ENFORCEMENT

SUBJECT: Enforcement of Administrator's Decision and
Order Suspending Most Uses of Heptachlor and

Chlordane
TO: Enforcement Division Directors A \
Pesticide Branch Chiefs / ) l l
M
FROM: A. E, Conroy I, Director Q

Pesticides Enforcement Division (EN=- 342)

I. LEGAL DEVELOPMENTS

~ e i ) .- i
‘.*‘—’ Bty e '.' - -2 - - -~a -

1strator on the Suspensmn of Heptachlor-Chlordane (In re Velsicol
Chemical Corporation, et al., FIFRA Docket No. 384) ordered the
suspension oI registrations of all pesticide products containing hepta-
chlor or chlordane for use on corn, household, garden, lawn, and

turf pesis, use asamsb ticks aixd chiggers, and use as a considiuent

in shelf paper, THis Final Order reversed the December 12, 1275,
"Recommended Decision'' of Chief Administrative Law Judge Herbert L.
Perlman dlsrmssmg the Administrator's Jaly 29, 1975, "Notice of
Intent to Suspend. '

On January 8, 1978, the Agency filed a '"'Suggestion for Clarifcation"
(attached) requesting the Administrator to adopt the Agency!s interpre-
tation of the meaning and limitations of the Final Order, The Admin-
istrator has requested briefs on the issue of the appropriateness of a
clarification. .

Finally, appeals have been filed by the Environmental Defense
Fund (in the Court cf Appeals for the District of Columbia Circuit)
and by Velsicol (in the Court of Appeals for the Sixth Circuit). The
Velsicol appeal of the District Court's denial of its motion for pre=

“liminary injunction against the Administrator's issuance of the Juiy

¥ Copies of the Administrator's "Conclusicns' and the "Order' are
attached.
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29, 1975, "Nctice of Intent to Suspend" remains in abeyance in the
Sixth Circuit as well, .

_II. CURRENT AGENCY ACTIVITY

The office of the Hearing Clerk is preparing to serve by °
certified mail copies of the Final Order on all parties to the suspen=-
sion proceeding. In addition, the Registration Division is preparing ,
to notify all registrants by letter of their status under the Order and
of what label amendments, if any, are necessary for them to continue
the registration of their products in accordance with the Order.

IOII. ENFORCEMENT

The Pesticides Enforcement Division is preparing a general
strategy to enforce the Administrator!s Order. This strategy will
provide status of registrants vis a vis the cancellation and suspension
proceedings, lists of formulatorgand distributors of chlordane and
heptachlor products, and status of product uses as clarified by any
‘subseguent Orders.

Pending the completion of this strategy, regions should pro-
ceed with normal surveillance and inspecticn activities relating to
chlordane and heptacaior procducts. Enforcement actions should await
official notice of suspension to subject regisirants. - =

Until that tirme you mey find it helpful to deal with general
inquiries as follows.

1) So far as P’ED is able to determine at this time, stoc
Sf oroducts intended for sucspended pses which were formulated after

Julz 29, 1975, are illegal for further shipmeci g3 se,

2) Persons desiring to dispose of illegal stocks may arrange
with involved regions to ship the products for assorted disposal, includ-
ing for return to a supplier, for export, or in accordance with directions
provided by the Office of Solid Waste Management. Disposal questions
may be referred to Ray Kreuger in Washington at (202) 755-8050. Regional
offices should cooperate in every way possible with responsible efforts to
dispose of suspended chlordane/heptachlor stocks.

3) Questions relating to label status should be referred to
Tim Gardner of the Registration Division, Washington., (202) 426-9425,
As soon as firm pohcy exists as to this issue you will be informed of
its substance.

Sheould you have questions concerning any facet of the
chlordane/heptachlor suspension, please contact the appropriate regional
coordinator.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

r w._g«“ WASHINGTON, D.C. 20460

JAN £2 1976

OFFICE OF ENFORCEMENT

SUBJECT: Cluriticail.z of Heptachlor/Chlordane
Susypensicn Order

TO: . Enforcement Division Directors
Pesticide Branch Chiefs

FROM: A, E, Conroy II, Director ﬁ?&w

Pesticides Enforcement Division (EN=-342)

Please find attached a copy of the Administrator's "Clarification
of Order of December 24, 1975 (In re Velsicol Chemical Corporation
et al., FIFRA Docket No. 384), " dated January 19, 1970. Although™
the Administrator did not adopt per se Respondent EPA's proposed
order and table for cla.rx.ﬁcanongl—ée my January 15th memorandum
and enclosures), this document makes patent that all registrations
(Federal and State) of pesticide products containing heptachlor and
chlordane for uses not specifically continued (as set forth in paragraph
4 of the Conclusion io the December 24th Decision) were suspended.
For purposes of enforcement, '"Attachment A" will be used as the
list of uses not suspended. '

Should questions arise concerning the Clarification, or any other
matter relating to the heptachlor/chlordane proceedings, please con=-
tact the appropriate regional coordinator, .



"UNITED STATES OF AICRICA
CNVIROMAENTAL PROTECTION AGENCY
BEFORE THE ADMIISTRATOR

jetarcol Chiemical Corpofat{on ' ; . .FIFRA Docket No. 384

?'. 3‘-0

Reqistrants. ;

. o a— a—

CLARIFICATIO:l CF .
ORDER OF DECEHBER 24, 1975

¢+

-Qn January 7.~1975;~Respondent EPA Tiled-a Suggestion.fbr Tttt

Cisrification of the Order of December 24, 1975, in the above-
tarticned proceeding, seaking clarification of the uses of ;
sr=focts containing heptachlor and ch]ordaqe for which
ss.tetrations are not suspended by the December 24 Decision
t2? (rdcr. Requndent also submitted a Proposed Ordeﬁ, including
¢+ sttachmont setting forth a propoﬁed list of uses not ;uspeqded,
tarirer with certain explanatory notes.’ .

. On Janvary 13, 1976, I.issued a notice of the_fj]ing o%
1=:z:ndent's Suggestion for flarifiéation and Proposed Order
sof feqested writteﬁ-comménts_from the parties, thereby
Iréicating my intention to consider the possible need for

t:rifyicelion of.the December 24 Decision and Order.* 'Oﬁ

=tvsary 15, 1976, ‘vritten comments wera received from counsel for
Tedos | A .

91 Chemical Corporation; counsel for the Pineapple Grovers

Pri2<1stion of Nawaii and the Attorney General and Department of

- . < -

A ) - ,

] ‘.‘I".': " .

::Jrg::;tg'comnents in response to Respondent's sugqested

: | 1o wera submitted by counsel for Velsicol Chemical
anuary 12, 1976, but not sufficiently in advance of

:c'.ﬁ'atian on
‘.O‘c -r‘-v y i
irewration of the January 13 notice to be considered therein.

!
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Agriculture of the State of Hawaii; counse] for some 300 \
registrants of various products containing heptachlor or cninrdane;t
the Environmental Defense Fund; the U. S Deoartment of Agricu1turo;
and Respondent EPA. A1l of the foregOing parties except the
Environventel Defense Ftnd oppose Rtsponaent s suqggested |
clarification of the December 24 Order, Loth on grounds thet the i

Administrator'lacks jurisdiction or authority to c]arifv; rodif"

or aiter the OJdQL and that._the. Order.is_final.and cannot. now-he . - i_-..,

changed in the mannaer proposed by Respon lent.
Even though not expressly proVided for in the Ru]es;ot i
Practice governing expedited hearings under the FIFRA, I.have
'.determined that authority does exist to clarify the December 24
Order and that some clarification is warranted; in view of the
apparent possibility that its provisions may be'unciear. In my
View. the December 24 DeCiSion anJ Order are clear and specific
in their terms and shouid not requ1re an/ further elaboration
Imp]itit in Respondent s suggested ciarification. houever is the _
_ notion that proper administration of the Decision and Order by
the Agency and expiiCit understanding thereof by all the parties
requ1re a-clear statenont of the uses of products containinq
-heptachior and chiordan° for uhich registrations have not been
:suspended In an abundance of caution and concern, therefore. ‘
I believe pr0per administration of the Decision and Order Will be

. served and faCiiitatcd by the fol]oUing c]arification of the
R - ..1’ . ‘:!‘

'vq"...

Decembei 24 Order.
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In reviewing the Dccisioo and Ocder and the possible necd .
'.for'clarification. I have not considerail any neu evidence or
argumentation. 1 have sought only to discern any possible "soyrce’
or sources of any lack of clarity iu'the expression of my

intentions at the time 1 issued the Dacision and Order. Coranents o,

. received from the part1es have been most helpful- in determining .o i
1hnthen or not my 1ntcnt1ons \ﬂre cleariy exoressed. The so!e L. R
purposc thws c1a11£1cat1on is to add c]ar1ty to the expre;sion

 of my iutent1ons at the time 1 1ssa~d the December 24 acc151~n,

“and Order. s ' _ 'L 3 o EE .. RVERP

The December 24 Order by its terms, provmdos that all |
:.,Pest1c1de Products containing heptach]or or chlordane for use K ] T 1.: ,
(l) on corn pests,.(Z) on househo]d, garden, lawn, and turf pests
:(both by private houeowners and-hy pesticide-cohtrol operators),

(3) against ticks and chiggers, and (4) as a constituent in’

S PNA . Gmew v s - o

shelf paper, arefsuspended [the suspension of products'for use on .‘
'corn having a post-effective'date of August 1, 1976]. The Order :
efurther provades that any stocks of techn1ca1 grade heptachlor _
or chlordane formulated into products intended for such uses lﬁi
[after July 29, 1975] may not be placed in commerce. sold, or used - %
for such purposes or any other ourpose not specifically b
._: . ,exempted [1n the November 18 1974 cancellation ordcr] or }g
specwf1ca11y4perm1tted 1n accordance with the Decision of the i
" Administrator attached thereto. E
: ; , N
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" _The uses specifically permittad or continued by the

. Decision accompanying the December 24 Order include only these set
forth.iﬁ paragraph 4 of the Conclusions contained in the Decision*
and, therefore, these uses ktogeéher with the exempted uscs for
sﬁbsurfacalgrounﬁ injection for termite contirol and &ipﬁin§ of
roots or fops of nonfoad plants; are the only uses not suspended
by thé December 24 Decision and.crdcr: All other regisiraﬁiens.

for uses of produéts,containing heptaéhlor or chlordatie are -
susgénded. - Because thé words “intendeq.for such use§" i;.linc 12
of the Ofder might be interpreted as limiting the suspended, uses
"to the four uses enumerated in thé first geﬁtence of the Order,
the words "intended for.suph usesf are hereby deleted from the
December 24 Order. . . - R }
The reascns for the specific enumgraticd.of four uses -
‘suspended in the first sentence of the Jrder, while suspending uses
‘for "any other purpose” in blanket form in the second sentence, are
_twaold: (1) other than an oécasiona] reference to certain
fruits and veéetaBIes and other miscellaneous crops, the record a
:(%ncluding fhe Recommerded Decision.of the Administrative Law
‘Judge) does not édequagely address many other (Presumably.minbrj.
 uses of 5ept;dh1or'qnd-ch}ordaﬁé.-a§ fo-whiChLlittlé or-‘no benefits
 evidence was prgsedted'at the heafihg; ahd;ﬁfﬁdeed, bgcausg‘the. -
_record was sb inadequéte in this regard, thé Administra;iQe Law

.Judge repémmendcd that such other uses not be continued, and

-

* UDecision of the Administrator, p. 76 .
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(2) the four uses enumera ted spcc1f1ca11y in the December 24
(rder are among th~ uses as to vhich sufficient benefits evidence
TR prcsented at.ihn haarihg to pcruﬁt a risk-benefit assegsment.
blan?et suspension of uses as to wh1ch there wvas 11tt1e or no
cvidence on benefits was nccessary because the evidence on
carcinogenizity risk was applicable to all uses. In view of thei
risk sc estabiished, and in the absen:e pf.sqfficient benefits
cvidenee:a; to uses for "any other purpose,” it uas of course
ﬁeccssarf to suspend such other.uses, even though (for the.reasons
indicated above)otﬁey could not ﬁé enumerated spe:ificai}y in the
'Order. | RN :' " | .
" As to the group1ng of uses on "certain fruits and vegetables
and other miscellaneous crops“ [referred to in patagraph 5 of the -

Conclusfons in the Decision], it was my.intentionuthatnthe.uu

provision in'the Ordee app]icable'to uses-for “any other purpose"
app]y as well to this groupwng of uses. In statzng that "the
record in this proceed1ng is not s