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SUBJECT: Re‘p nse to Wadiver

FROM:

TO:

| Request

E. Feris PM (74)
Special Registration and Reregistration
Registration Division (H7505C)

Ecological, Effects Branch (EEB) has reviewed the registrant's
justification for a waiver to support Creosote (P1/P13, and
P2 fractions) registration based on domestic outdoor use
pattern. We disagree that a waiver is in order for these
fractions for the following reasons:

1. P1/P13, and P2 are new generic fractions;

2. EEB requires testing of each active ingredient in a
product. In this case each active ingredient (P1/P13,
and P2 fractions) are required;

3. EEB does not have data in it's files to determine the
toxicity category for terrestrial wildlife species nor
aquatic organisms; and

4. The propoesed use pattern will allow for direct
contact with water (e.g., piers, boat docks, piling
etc.).

Printed on Recyded Paper

v



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Also, the Federal Register dated Wednesday October 24, 1984
under domestic outdoor use indicates all the prevoiusly required
studies using P1/P13, and P2 fractions are required to support
Creosote registration. The marine/estuarine studies are referred
to as conditionally required. Since leaching of Creosote from
treated wood in shallow waters may pose a hazard to aquatic

- organisms, Therefore, the marine/estuarine studies are required
to support this registration.

The data requirement for both aquatic nonfood and domestic
outdoor uses are the same (see attached table).
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42894 Federal Register / Vol. 49, No. 207 / Wednesday, October 24, 1984 / Rules and Regulations

. Genersl use pattems Test substarce
Guideline
Kind of data required (b) Notes Terrestrial Aquatic Greenhouse . D‘):c“ \ Data to Dsta to N MevN:fm
Food Food Food orestry ndoor MP EP g
crop Nonfood crop Nonfood crop Nontood outdoor
(mice CR CR CR CR TEP 132-1
M4 cA CR CR CR CR TEP TEP 1321
- (1), (2. (3) | CR CR cR CR CR TEP TEP 133-3
P (1), (2. (3) | CR CR CR CR CR TEP TEP 1334
Key: CR= Condmanauy remm TEP::Typacal ond-uu product.
(b} NOTES.—The following ! two of the tabla contained in p aph (a) of this sect

[C] mmm%dmt@mmﬂwmw leas than 200 mg/kg (body weight); or

g i s mg

{B) acute inhalation Mxieityofmetechnica!g;adeofacﬁvoingmdoem lessﬂunZOOmg/m' {for a one-hour exposure); or
(Q!mmuumwwmmmgmdeo'mmmmummwmglg{boﬁyweighp, 5
(D) ic, teratog genic effects or other effects as by hronic, ic, and duction studies would be expected from entry of persons into

or residue of & licide could cause adverse effects on perscns entering

or
The Agency receives other acientifically vaﬁdatedm»coloaed iological evid that & pest
mwddtes:lndwlastmmmnwmewalsandwppomng umayBomWedmacm—by—casobui.

{B) A : ftdoor tree and
(C} Apptication tomuopswmr'mmal pbcahonsmmrf

(Q)App!vqaﬁpntopmammmms.m( apphcanonwaquabceropo. .
Lﬁc)_Andrf:numan O ofb idues of the p can be bly fo This appiies primasily to pesticides that wilt be used on crops where human tasks will invoive
{2) Data requfednappmpnato su-rog,ah datamnotavaclabh

(3) Data d it the to use allwableaxpoqnbvolnwmodlorpropoasdnmwym

(A)Soi(issupanondanreqursdﬂ gricuttural p human tasks that would cause P 1o residues sorbed to soil.

{Approved by the Office of Management and Budget under control numbers 2000-0483 and 2000-0468.)

§ 158.142 Spray drift data requirements.

(a) Table. Sections 158.50 and 158.100 through 158.102 describe how to use this table to determine the aerial spray drift
data requirements and the substance to be tested.

General use pattems Test substance
0 "omestrial . Greenhouse fines
o of ot eqred N . Foca‘lMuaﬁc Foo; Forestry 00;':* Indoor MW Dm%lg‘w ane.
Food
crop Nonfood crop Nonfood crop Nonfood outdoor
Droplet size spectum......... MmicR.~’ CR CR CR CR TEP TEP 201-1
Drift field evaluation............ [URE;] CR CR CR CR TEP TEP 202-1
Key: CR=Conditicnally required; T‘EP-Typieuenduuprodtm
”‘,m i two of the table contained in (a)d!hbsecﬂon.
{1) This-study is required whon asrial appiications (rotary and fixed winged) and mist of ground application are prop *mnumummmmm
get organ p ito be p wouid be ded. ovgamsms'-“ b s, wmldMo. nomarget pisnts. Thie
tisied by submittal of published or unpublished infi i regardmgupnydmml&mmubommd 1 be similer to the proposed product

qui be
@) [Reservad]
{Approved by the Office of Management and Budget under control numbers 2000-0483 and 2000-0468.)

§158.145 Wildlife and aquatic organisms data requirements.

(a) Table. Sections 158.50 and 158.100 through 158.102 describe how to use this table to determine the wildlife and aquatic
organisms data requirements and the substance to be tested.

U U General use patterns Test substance
vequir Temeatrial Aguatic Graanhoves Dormes § fires
ettt masiod | ytes Food Food Food Foresty |  tic Dota 18- PPor | Dutm tp 2o No.
use.
crop Nonfood Crop Nonfood crop Nonfood outdoor
Avian end mammalian C .
testing
Avian oral LDy MR} [R1 IR [R) cR CR | R3 [£3}] CR TGA} TGA! -1
{preforably mallard o .
bobwhite).
Avian dietary LCso ) R} R} R} R} CcR CR R} R} CR TGAL. TGAI 71-2
{pretorably mallard and
bobwhite).
Wild mammal toxicity.......... 2| CR CR CR CR CR CR TGAL TGAL 71-3
Avien reproduction 3 CR CR CR CR . CR chR TGAL TGAI, 71-4
{preferably maflard and
bobwhits).
Simulated snd actual field {2 jCR CR CR CR CR CR TEP TEP 71-5
testing—mammals and
birds.
Acuati iam &
Frostwater fish LCye [UNOERGH (R} R} iR} CR CR R} (R} CR TGAL, TGA!. 721
(preferably rainbow and .
bivegil).
Acute LCse heshwater (). (M | R} ‘1IR3 IRl [R) cA CR (R} IR} CR TGA! TGAI 72-2
invertebrates
{preferably Daphnis).
Acute LCee estuarine and O RE ] CR CR CR CcR CR TGAL TGAl 72-3
mating organiems. - :

(s
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MEMORANDUM:

SUBJECT:

FROM:

THRU:

TO:

The Creosote Council II, composed of companies in the creosote '} 8
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Creosote: Response to Registration Standard and(Qal,a_
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for Waiver of Product Chemistry Requirements
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Joel Garbus, PhD., Chemist
Dietary Exposure Branch
Health Effects Division (TS-769c)

Charles Trichilo, PhD., Chief
Dietary Exposure Branch
Health Effects Division (TS-769c)

L. Rossi / S. Jackson PM-21
Fungicide-Herbicide Branch
Registration Division (TS-767c)

industry, has responded to Registration Standard and Data Call-In

‘Notice for Pesticide Products Containing Coal Tar/Creosote as the

Active Ingredient, issued April, 19s8s8.

Among other concerns, the letter from the Creosote Council raises
several issues that fall within the purview of the Dietary Exposure
Branch. These are: the number and nature of the materials to be
tested; the procedures most suitable for the characterization of
complex mixtures; and product chemistry requirements for
manufacturing-use products as listed in Table B of the Registration
Standard.

The Number and Nature of the Materials to be Tested:

Standard for each creosote product
industry-wide composite sample. Th
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As regard to the number and nature of the materials to be tested,
it has been the Agency's understanding that AWPA standards exist
for 8 distinct creosote or creosote/tar products. The Agency,
therefore, requested data for each of these products. The Creosote
Council II states in its letter that it anticipates that all
pProducts other than P1/P13 and P2 will be voluntarily cancelled.
As given in the Creosote Council II's submission, P1/P13 combines
the specifications of Pl, coal tar creosote for land and fresh
water use with those of P/13, coal tar creosote for marine use
(coastal waters). As the registration of P7, creosote for brush
Or spray treatment for cut fields, is to be canceled, the result
is a single standard and, in essence, a single coal tar Creosote
composition that will be registered for all creosote uses for land
and for fresh and marine waters.

Likewise, the proposed cancellation of the registration of
creosote/coal tar solutions corresponding to the specifications of

continuing registration of one grade of P2 would result in only 1
registered creosote/coal_;g; solution. (The AwWPA standard for p2
allows for 4 grades, A, B, C, and D of P2 depending upon the amount
of coal tar ih solution. This ranges from 20% for grade A to 50%
for grade D. The submission of the Creosote Council II indicates
that the P2 that will be continued in registration is grade c.)

The Creosote Council II is stating, in effect, that only one

Creosote standard solution will be registered and that only one
Creosote/coal tar standard solution will be registered.

Chemical Characterization of Creosote and Creosote/Tar:.

The Creosote Council IT is disconcerted by the requirements of the
Registration Standard for the chemical Characterization of creosote

DEB disagrees with this Position. It is feasible and common to
characterjize complex mixtures in chemical terms. For example,
wine, beer, and whiskey are complex mixtures yet are readily
characterized as alcoholic beverages containing a measurable
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Percentage of ethanol.
The product chemistry requirements of 40 CFR 158.120 as cited in
Tables A and B ask that the Creosote composite test materials

fully described and validated. We can see nothing onerous and
incapable of accomplishment in asking the creosote industry to meet
these product chemistry requirements of the Data Call~In.

In a previous submission of the Creosote Council (June 11
the individual membe
their creosote roducts.

, 1987),

The methodology is available (see appendix to Creosote Council II's
present submission).

We agree with the Creosote Council II's position that, in some
instances, it is difficult to attribute the biological effects of
complex mixtures to individual components of the mixtures. oOne
component may,be the active ingredient or several components may
be acting in concert or antagonistically to produce the observed
effect. However, the difficulty of ascribing biological effects
of creosotes and coal tar to specific chemical entities does not

absolve the registrants from the requirement of providing pro- duct

chemistry data. s

Request for Waiver of Product Chemistry Parts 61-1 and 61-2 of
158.120 of Table B of Registration Standard:

Table B as given in the Registration Standard Guidance Document
seeks identification of components in individual producers*
‘T€Jistered creosote products as distinct from the industry wide
composite test material treated in Table A. Table B is in error
in requiring the data be generated from "distillate fractions" or
"distillate ranges". The data should be obtained from the
individual producers!' creosote products corresponding to the test
materials of Table Aa. Similar data and the methodology for
obtaining it is already in hand (see discussion above).

DEB recommends that the Creosote industry be absolved from
providing the data for distillate fractions of creosote products.
However, the individual registrants must provided all of the
requested product chemistry information for their individual
Creosote products in a manner similar to that required of the

lndustry-wide composite test materials.

CC: Creosote Registration Standard, R.F., S.F., Circ., Reviewer,
PMSD/ISB

rs of the Council provided such analyses of
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