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- ENVIRONMENTAL PROTECTION AGENCY
OFFICE OF PESTICIDES AND TOXIC SUBSTANCES
{oPP-30000/20C]

NOTICE OF PRELIMINARY DETERMINATION TO CANCEL REGISTRATIONS
AND DENY APPLICATIONS FOR ALL PESTICIDE PRODUCTS THAT CONTAIN
CADMIUM COMPOUNDS; NOTICE OF AVAILABILITY OF TECHNICAL
SUPPORT DOCUMENT AND DRAFT NOTICE OF INTENT TO CANCEL

AGENCY: Environmental Protection Agency (EPA).

ACTION: Notice of Preliminary Determination; Notice of
Availability.

SUMMARY: This Notice announces EPA's preliminary determination
to cancel registrations and to deny applications for all
pesticide products that contain cadmium compounds (salts of
chloride, sebacate, succinate, carbonate, and anilinocadmium
dilactate) as active ingredients and that are for use on

turf sites. The proposed action is based on the Agency's
determination that the use of cadmium fungicides will result
in unreasonable adverse effects to applicators of the products
for these uses. This Noticé further informs the public of

the availability of a draft Notice of Intent to Cancel and
documents in support of this action.

DATE: Comments from the public on this notice must be

received on or before (insert date 45’days from publication

in the FEDERAL REGISTER).

86P-997
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ADDRESS: Three copies of written comments, identified by the
docket number [OPP-30000/20C) should be sent to: By mail:
Information Services Section,
Program Management and Support Division (TS-757C),
Office of Pesticide Programs,
Environmental Protection Agency,
401 M St., SW., |
Washington, D.C. 20460.
In person, bring comments to:
Rm. 236, CM#2,
1921 Jefferson Davis Highway,
Arlington, VA,
FOR FURTHER INFORMATION CONTACT: By mail:
Valerie M. Bael,
-Registration-pPivision (TS-767C),
0ffice_of Pesticide Programs,
Environmental Protection Agency,
401 M St. Sw.,
Washington, D.C. 20460
Office iocation and telephone number:
Rm. 1006, CM#2,
1921 Jefferson Davis Highway,
Arlington, VA,

(703-557-2314).



 SUPPLEMENTARY INFORMATION:

I. COMMENTS AND DOCKET

The Agency has established a public docket for the
Cadmium Special Review. The docket will contain all public
comments as well as other relevant Agency documents pertaining
to the Special Review. For a complete list of the categories
of documents which are placed in a Special Review docket,
see 40 CFR 154.15.

All interested persons may submit comments, regarding the
risks and benefits associated with the use of cadmium
pesticides and the Agency's proposed decision, to the address
given above.

On a monthly basis, the Agency will distribute a
compendium of indices for newly received comments and documents
that have been placed in the public docket for this Special
Review. This compendium will be distributed by mail to
those members of the public who have specifically requested
such material for this Special Review,

Information submitted in any comment or response
concerning this Notice may be claimed confidential by
marking any part or all of that information as Confidential
Business Information (CBI). Information so marked will not
be disclosed except in accordance with procedures set forth
in 40 CFR Part 2. To assert a claim of confidentiality for

all or any part of a written submission concerning a Special
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Review, the submitter must furnish three copies of the materiaks /. ?
Two complete copies must be submitted, with claimed CBI clearly
marked in the text. 1Items in the document that are claimed
confidential should be numbered consecutively throughout the
text. The third copy must have the claimed CBI excised from
the text without closing up or paraphrasing the remaining text.
The deletions should be consecutively numbered to correspond
to numbering of the complete copies. Each copy must be
marked on the cover as to whether it contains claimed CBI.
"Information not marked confidential may be made available
through the docket or otherwise disclosed publicly by EPA
without prior notice to the submitter. h

The docket and index will be available for inspection
and copying from 8 a.m. to 4 p.m., Monday through Friday,
except legal holidays, at the following location:

Program Management and Support Division,

Rm. 236, CM#2,

1921 Jefferson Davis Highway,

Arlington, VA.

II. INTRODUCTION

The Agency issued a notice commencing a Special Review of
cadmium pesticides, as published in the FEDERAL REGISTER of
October 26, 1977 (42 FR 56524). The Special Review was
based on the determination that the use of cadmium pesticide
products exceeded risk criteria relating to oncogenicity,

mutagenicity, teratogenicity and fetotoxicity. Following
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review of public comments and available data, the Agency
determined that the risk concerns for oncogenicity remained,
and risk concerns for other acute and chronic effects (kidney
effects) have been added. Risk concerns for mutagenicity,
teratogenicity, and fetotoxicity no longer remain. The
Agency also concluded that the use of cadmium fungicide
would result in unreasonable adverse effects on applicators
of the products to turf. Therefore, the Agency proposes in
this Notice to deny applications and cancel registrations of

- cadmium pesticide products for this use.

III. STATUTORY AND REGULATORY BACKGROUND

A. THE STATUTE

A pesticide product may be sold or distributed in the
United States only if it is registered or exempt from
registration under the Federal Insecticide, Fungicide, and
Rodenticide Aét (FIFRA) as amended (7 U.S.C. 1136 et seg.).
Before a product can be registered, it must be shown that
it can be used without “"unreasonable adverse effects on
the environment"” (FIFRA section 3(c)(5)), that is, without
causing "any unreasonable risk to man or the environment,
taking into account the economic, social, and environmental
costs and benefits of the use of the pesticide" (FIFRA |
section 2(bb)). The burden of proving that a pesticide
meets this standard for registration is, at all times, on

the proponent of initial or continued registration. If at



-6-
any time the Agency determines that a pesticide no longer
meets this standard for registration, then the Administrator

may cancel the registration under section 6 of FIFRA.

B. THE SPECIAL REVIEW PROCESS

The Special Review process, formerly called the Rebuttable
Presumption Against Registration (RPAR), is a mechanism by
which the Agency collects information on the risks and benefits
associated with the uses of pesticides to determine whether
any use causes unreasonable adverse effects on the environment.
The Special Review process is governed by 40 CFR Part 154,

Through the Special Review process the Agency (1) announces
and describes its risk concerns regarding pesticidal use based
on certain risk criteria; (2) establishes a public docket;

(3) solicits comments from the public, and under certain
circumstances, from the Secretary of‘Agricu;ture‘and“the
Scientific Advisory Panel (SAP) regarding the Agency's analysis
and proposed regulatory decisions; (4) reviews and responds

to all significant comments timely submitted; and (5) makes

a final regulatory decision based on a balancing of risks

and benefits associated with a pesticide's use.

IV. PRELIMINARY DETERMINATION TO CANCEL

The Agency, by issuing this Notice of Preliminary
Determination, is proposing to cancel registrations and deny
applications for registration for all peéficide products

that contain cadmium compounds (salts of chloride, sebacate,
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succinate, carbonate and anilinocadmium dilactate) as active
ingredients and-thAt.are for use on turf sites. This

action is based on the Aygency's determination that the use
of cadmium fungicides will result in significant risks to
~applicators of the products for this use. The Agency has
has also determined that the risk associated with this use
is not outweighed by its relatively minor benefits as
aiscussed in detail by the Agency in the Technical Support
Document.

The Ayency evaluated laboratory animal and human epide-
‘miological studies tor cadmium's potential to cause toxic
effects. Both types of studies indicate that cadmium compounds
are oncogenic and can cause kidney effects. The Agency also
evaluated applicator exposure studies. 1In comparing the results
of the toxicoloyical studies with the estimated applicator
exposures, the Agency concluded that there is up to a 104
lifetime risk of oncogenicity to certain applicators and a
very close association between applicator exposure levels and
kidney effect levels.

Data from a chronic rat inhalation study using cadmium
chloride aerosol, and from an epidemiological study of factory
workers who were chronically exposed to cadmium oxide and dust,
sugygest statistically significant, dose-related increases of
lung tumors. Based on these and results of other studies,
cadmium has been classified by the Agency as a "Bl" or "probable"
human carcinogen (Guidelines for Carcinogehic Risk Assessment

1986) .
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Based on results from other laboratory animal studies
and a human epiéemiological study of factory workers who were
chronically exposed to cadmium compoupds, the Agency concludes
there is a significant association between dermal and inha-
lation exposure and kidney effects, including proteinuria and
kidney dysfunction. The Aygency has concluded that the cancer
and kidney effects associated with cadmium exposure exceed
the criteria for special'review set out in 40 CFR Part 154.

The pesticidal usage of cadmium compounds is estimated
to be approximately 30,000 pounds per year. This represents
Aless than 0.1 percent of the total cadmium usage (30,000 to
35,000 tons) in the United States for industrial purposes.
Although registered for use on'both golf course and home
lawn turf, cadmium fungicides are used almost exclusively
by turf maintenance personnel on golf courses.

“The-Agency reviewed 4nformation..concerning the benefits
relating to cadmium ftunyicide uses. The benéfits were
assessed relative to the econamic impacts which would result
if cadmium compounds were cancelled and users chose to use
alternative fungicides. Agency estimates suggest that the
annual impacts on the principal use site, golf courses,
may be approximately $240,000 for the affected golf courses,
or approximately $500 per yolf course using cadmium compounds.
The impacts on other turf sites woﬁld be negligible.

In weighing the risks and benefits ang considering
regulatory options, the Agency considered measures to

reduce applicator exposure and risk. Protective clothing
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requirements and imposition of a requirement prohibiting use

of hand-held spray equipment were considered; however, the
Agency evaluated the effectiveness and utility of these |
measures and concluded that they would not adequately mitigate
exposure and risk.

Also, the Agency is concerned about the purposeful addition
of a heavy metal (cadmium) to the environment. Cadmium
pesticide products are produced for the intent of direct appli-
cation to sites in the environment in comparison to cadmium
compounds that enter the environment as by-products of
industrial production. Given the commonly recognized undesirable
characteristics of adding heavy metals to the environment,
the high (30 pounds/acre/year) application rate, and the low
benefits from applyihg cadmium pesticides, the Agency does
not believe it prudent to permit the continued use ofvcadmium
pesticides.

Therefore, in consideration of the toxicological
effects of cadmium compounds, the estimated potential risks
of these effects to applicators, the lack of effective measures
to mitigate these unacceptable risks, tﬁe availability of
efféctive alternatives, an estimated minor economic impact
to users, and the undesirable practice of purposefully adding
higﬁ levels of a heavy metal to the environment the Agency
has made a preliminary determination that risks of use of
cadmium for turf disease control outweigh the benefits of such

use. Therefore, the Agency proposes to cancel registration



and deny application for all turf uses of cadmium pesticide

products. This is based on the Agency's judgment that the

risks of continued cadmium use outweigh the associated benefits...

V. AVAILABILITY OF TECENICAL SUPPORT DOCUMENT
"AND DRAFT NOTICE OF INTENT TO CANCEL :

The Cadmium Technical Support Document (TSD) discusses
in detail the basis for the issuance of the Notice of
Preliminary Determination proposing to cancel registrations
‘and deny applications for registration for éli'pestiéide

~products that contain cadmium'éompounds as active ingredients
in pesticide products that are for use on turf sites.

In addition, a draft Notice of Intent to Cancel (NOIC)
Notice has been prepared for transmittal to the U.S. Department

of Agriculture (USDA) and the SAP pursuant to sections 6 and
225 of FIFRA; Cbpies of this Notic?~6f Preliminary Determination
and the TSD will also be tranémittéd to the SAP'and USDA. The
draft NOIC and the TSD are available to thetpublic on request.
Copies of these documents may be oStained from Valerie M. Bael,
Registration Division, at the address/telephone number given

above.

DaEéd: 30 9_6;- £

o R,
istant Administrator

for Pesticides -
and Toxic Substances.
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the categories of documents whichare  commaents and available data, the =

(OPP-30000/20C; FRL~3004-3) :‘l)ng% in s:. Sndds. m:w dockst,eee  Agency d:temmed that the risk 4 N

Cancel 154.1 concerns for oncogenicity remained. an
m "I:am All interested pmm ! submit risk concerns for other acute and @
for All Pesticide Products That Contaln comments, regarding chronic effects (kidney effects) have .
Cadmium Compounds: Avallabllity of benefits associated "“h the use d been added. Risk concerns for
Technical Support Document and Dratt cadmium pesticides and the Allﬂf-'!" mutagenicity, teratogenicity. and

sbove. Agency also concluded that the use o
agzncy: Environmental Protection On & monthly basis, the W will  cpdmium fungicide would result in
Agency (EPA). :?:l?::::i “::’::"dlm:mdh‘ for  ynreasonable advened effects o:ﬁ
AcTon: Notice of Preliminary mmen! applicators of the products to t
Determination: Notice of Avaihbmty documents that bave been placad in the Therefore, the Agency proposes in this
public docket for this Special Review. Notice to deny applications and cancel

suMMARY: This Notice announces EPA’s _ This compendium will be distributed by registrations of cadmium pesticide
preliminary determination to cancel mail to those members of the public who products for this use.
registrations and to deny applications have specifically requested such - -
for all pesticide products that contain material for this Special Review: L Statutory and Regulatory
cadmium compounds (salts of chloride, = Information submitted in any " Background
sebacate, succinate, carbonste, and comment or response

snilinocadmium dilactate) as active

ingredients and that are foruse on turf ~ making any part or all of that . . A pesticide product may be sold or
sites. The proposed action is based on information as Confidential hi"" _ distributed in the United States only if it
the Agency's determination that the use  Information (CBI). Information 80. - " g registered or exempt from registration
of cadmium fungicides will result in marked will not be disclosed exceptin  ynder the Federal Insecticide. Fungicide.
unreasonable adverse effects to accordance with procedures set M h and Rodenticide Act (FIFRA) as
spplicators of the products for these 40CFRPart2. Tosssertaclaimof -~ gmended (7 U.S.C. 1136 et seq.). Before a
uses. This Notice further informs the confidentiality for all or any part of 8 ** -product can be registered. it must be
public of the availability of a draft written submission concerning 8 SP"“J shown that it can be used without
Notice of Intent to Cancel and Review, the submitter must furnish three . <ynreasonable adverse effects on the

documents in support of this action.

DATE: Comments from the public on this

notice must be received on or before

Notice may be claimed enﬁdemhll by A:The Statute

copies of the material. Two complete

copies must be submitted, with claimed
CBI clearly marked in the text Items in

the document that are claimed

excised from the text without closing up

environment” (FIFRA section 3(c)(5)).
that is, without causing “"any
unreasonable risk to man or the

November 24. 1988. environment, taking into sccount the
- ADORESE Three copienciapite | Cooidentialabould be sumbered. | . ecomomic. socisl. and environmental

comments. identified by the docket third copy must have the claimed CBI coits anid benefils of the use of the

number JOPP-30000/20C) sbould be sent esticide” (FIFRA section 2(bb)). The

mail: en of proving that a pesticide meets
;:!oaxymau Services Section. Program or peraphrasing the remaining text. The  ‘thiy g1andard for registration is. st all
Mana, a;em M?Suppo:n.mmion deletions should be consecutively times. on the proponent of initial or
('l's-7s7(:).8e Office of Pesticide numbered to carrespond to ““"b"'"“i continued registration. If at any time the
Programs, Environmental Protecti the complete copies. Each co Agency determines that 8 pesticide no
ama‘.m M SL. SW.. Washi on marked on the cover as to \vhethw it longer meets this standard for
&e:‘yh ° B contains claimed CBL Information not registration. then the Administrator may
_ marked confidential may be made- cancel the registration under section 6 of
In person. bring comments to: svailable through the docket or
Rm. 236, QM #2, 1821 Jefferson Davis otherwise disclosed publicly by EPA
Highway, Arlington. VA. without prior notice to the submitter. B. The Special Review Process

POR FURTHER INFORMATION CONTACT: -

By mailk:

Valerie M. Bael. Registration Division
{TS-767C). Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St. SW., Washington.
DC 20480

Office location and telephone number:

Rem. 1006, CM # 2, 1921 Jeflerson Davis

Highway, Arlington. VA, (703-557~ 1L Introduction process is governed by 40 CFR Part 154.
=™4). The Agency issued a notice . Through the Special Review process
SUPPLEMENTARY INFORMATION: commencing a Special Review of the Agency (1) announces and describes
L Co and Docket cadmium pesticides, as published in the  its risk concerns regarding pesticidal use

The Agency has established a public

‘nl:le :locrket and index w%l be )

available for inspection an

from 8 a.m. to 4 p.m., Mcnd-mh

Friday. except legal holidays, at the

following locstion:

Program Management and Support
Division. Rm. 238, CM#2, 1821
eg-enon Davis Highway, Aslington,

The Special Review process. formerly
called the Rebuttable Presumption
Against Registration (RPAR). is a
mechanism by which the Agency
collects information on the risks and
benefits associated with the uses of
pesticides to determine whether any use
causes unreasonable adverse effects on
the environment The Special Review

Federal Register of October 28,1977 (42  based on certain risk criteria; {2)

FR 58524). The Special Review was

establishes a public docket: (3] solicits

based on the determination that the use  comments from the public, and under

docket for the Cadmium Special Review.

The docket will contain all public
comrents as well as other relevant

of cadmium pesticide products exceeded certain circumstances. from the
risk criteria relating to oncogenicity, Secretary of Agriculture and the

0%



1 ) . .
Federal Register / Vol 51, No. 197 / Fridsy, October 10, 1966 / Notices 38525

- A
Scientific Advisory Panel {SAP) o cadmium comtvar’ 4s, the Agency - pesticides. the Agency does not believe B
regarding the Agency's analysis and concludes thers is & syificant lt-mdenuopcmmgocoﬂﬂmedmof
proposed regulatory decisions: (4) association betwsen dermaland - cadmium pesticides. . - ¢ .
fevisws and reponds to all significant inhalation exposure and kidnsy effects, Thersfore, in consideration of the
comments timely submitted: and (8) including protsinuris and kidney . - toxicological effects of cadmium
makes a final regulstory decision based  dysfunction. The Agency bas concluded  compounds, the estimated potential
on s balancing of riske and bezefits that the cancer and kidney effects ‘risks of these effects to applicators. the
sssociated with a pesticids’s use. associated with cadmium lack of effective measures to mitigste
- Determination To exceed the criteria for special review set  these unacceptable risks. the
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The pesticidal usage of cadmium estimated minor economic impact to

The Agency. by issuing this Notice of  compounds is estimated to be_ tusers, and the undesirable practice of
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significant risks to spplicators of the cadmjum de uses. The benefits cadmium use outweigh the associated

products for this use. The Agency has were assessed relative to the economic. penefits.
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were cancelled and nsers V. Availability of Technical Support
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detail by the Agency in the Technical Ase:cdy estimates o&ggest thnp!d the Cancel
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studies for cadmium’s potential to cause  approximataly $500 per golf course using Preliminary Determination proposing to

indicate that cadmium compounds are - other turf sites would be negligible. applications for registration for all
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