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RE- EVALUATI ON OF
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The purpose of this Announcenment is to notify registrants, pesticide

regul atory officials and other interested parties that the active
ingredients in pest control products used for heavy duty wood preservation
are now subject to re-evaluation under the authority of Section 19 of the
Pest Control Product Requl ations.
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ACTI VE | NGREDI ENTS | N HEAVY DUTY WOOD PRESERVATI VES

Heavy duty wood preservatives include those products which are applied under
pressure or are applied thernmally, i.e., wood is dipped into the heated
preservative. Pressure-treated wood is used for railroad ties, lunber, tinber and
pl ywood, pilings, posts, cross arms, and poles. Active ingredients subject to
this re-evaluation belong to the follow ng groups:

arseni ¢ pentoxide, chromic acid and cupric oxide ARP
(as conponents of copper/chrom unfarsenic CRO
= CCA type preservatives) CuUOo
Creosote (including coal tars) CRT
pent achl orophenol and rel ated chl orophenol s PCP
di sodi um oct aborate tetrahydrate BOC*
copper, elemental, present as copper naphthenate CUN
copper - 8-qui nol i nol ate CUr
zinc, elemental, present as zinc naphthenate ZNN
Only the uses of these active ingredients as heavy duty wood preservatives will be

re-eval uat ed.
* used in antisapstain wood preservatives
RATI ONALE

The decision to re-evaluate heavy duty wood preservatives was nade after
considering the follow ng factors:

a) This re-evaluation is a continuation of the current re-eval uati on of wood
preservative uses for pentachl orophenol (see cluster nunber A-5 in
Menmorandum to Regi strants R-1-226, May 20, 1986).

b) The age, conpleteness and overall quality of the data base do not neet
present standards.
c) I norgani c arsenic, chrom umsalts, creosote, coal tar, and

pent achl orophenol or sone of their conversion products, by-products or
contam nants may be capabl e of causing tunors.

d) These wood preservatives, and wood treated with them are wi dely used.

e) These active ingredients and their netabolic and transformation products
are considered to be persistent in the environnment.

f) Heavy duty wood preservatives are ranked sixth and ninth in the re-

eval uati on scheme proposed in Menorandumto Registrants R-1-226.

RESPONSE REQUI RED

Regi strants of control products and manufacturers of active ingredients identified
in this docunment nust respond within 60 days of the date of this Re-evaluation
Announcenent indicating intent to participate in the re-evaluation process.



DATA SUBM SSI ON

Data and i nformati on requi renments described in this announcenent have been
deternmined in consultation with Agriculture Canada's advi sors.

4.1 Dat a Requi renents

a) Organi zati on of Data

All data subnmitted nust be organized as per Agriculture Canada Trade
Menor andum T- 1- 237 (COctober 1, 1983) for the technical active ingredient
and its major netabolic and transformati on products, and Trade Menorandum
T-1-239 (Cctober 1, 1983) for end-use products. Three copies of al

studi es, reports and other information will be required.

b) St udi es Relevant to this Review
i Ani mal Toxi col ogy and Effects on Humans

In determ ning the rel evance of toxicology studies to this data
call-in, conpanies should consider conformty of studies to
contenporary standards regardi ng protocols and reporting criteria.
For gui dance concerning toxicology protocols, consult Agriculture
Canada Trade Menorandum T-1-245, U.S. Environnental Protection
Agency (EPA) Pesticide Assessnment Cuidelines and Standard

Eval uati on Procedures, and the OECD Gui delines for Testing of
Chemi cal s.

Current requirenments for toxicology studies in support of the

regi stration of pest control products are listed in Agriculture
Canada Trade Menorandum T-1-245 (CGuidelines for Devel oping a
Pesti ci de Toxi col ogy Database, Septenber 19, 1984). Pl ease note
that Health and Wel fare Canada now consi ders human exposure studies
necessary for the evaluation of occupational and bystander risk.

Copi es of published or unpublished case reports, clinical studies,
morbidity, nortality, reproduction, teratol ogy or other health or
epi dem ol ogi ¢ studi es on humans which could be relevant to this re-
eval uati on should al so be subm tted.

ii. Envi ronnmental Chem stry and Fate
Data requirements for environnmental chemistry and fate are listed
in Agriculture Canada Trade Menorandum T-1-255 (Guidelines for
Determ ni ng Environnmental Chemi stry and Fate of Pesticides, October
30, 1987).

iii. Envi ronment al Toxi col ogy

Canadi an gui del i nes regardi ng data requirements for environnenta
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c)

d)

Initial

Initial

t oxi col ogy have not yet been devel oped. All pertinent studies may
be consi dered rel evant by Environment Canada, and shoul d be

subm tted. Studies need not conformto current guidelines of the
U S. EPA or the OECD in order to be considered, but experinents and
reports nust be done and presented according to rigorous scientific
principl es.

Benefits

The val ue or benefits data will be organized to include information
related to product perfornmance as well as an exam nation of the
relative value of alternative products and technol ogi es.

Requi rements for Re-eval uation of Technical Active Ingredients
I ndex

Each basi ¢ manufacturer and/or data owner is asked to subnit,
within six nmonths of the date of this announcenent, an index to al
studies pertaining to an active ingredient and its major netabolic
and transformati on products, organized as per T-1-237. \ere
possi bl e, the index should distinguish anong studi es which

1) are being subnmtted for the first tinme;

2) have been submitted since 1980;

3) are being resubmtted; and

4) are consi dered not relevant and are therefore not being

submtted at this tine.
St udi es
Each basi ¢ manufacturer and/or data owner is asked to submt,
within 6 months of the date of this announcenent, all avail able
rel evant studi es, except those which have been submtted since 1980
(see "Resubm ssion of Studies" bel ow).
Chem stry Specifications
Each basic manufacturer is asked to submt all required chem stry
data as prescribed in Trade Menorandum T-1-238 (Cctober 1, 1983)
for current production of their active ingredient.
Requi rements for Proprietary Data - Formul ati ons (End-use Products)
I ndex
Each regi strant and basic manufacturer is asked to submt, within
six nonths of the date of this announcenent, an index to al

studi es pertaining to heavy duty end-use products, organized as per
Trade Menorandum T-1-239.
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Wher e possible, the index should distinguish among studi es which

1) are being subnmtted for the first tinme;

2) have been submitted since 1980;

3) are being resubmtted; and

4) are consi dered not relevant and are therefore not being

submtted at this tinme.
i St udi es

Each registrant is asked to submit, within six nmonths of the date
of this announcenent, all available relevant data (other than
efficacy data), except those which have been submtted since 1980
(see "Resubm ssion of Studies" bel ow).

e) Resubmi ssi on of Studies

Data submitted prior to 1980 may not be consi dered unless resubnitted.
Conpani es shoul d resubnmt ol der relevant data which they wish to have
consi dered; conpani es nmay be asked to resubnmt particular studies at a
later point in the re-evaluation process. Resubni ssion of data received
after 1980 and organi zed according to T-1-237 and T-1-239 will not be
necessary.

4.2 |Incident Data

I nci dent records, or unpublished reports regardi ng poi soni ngs, user or bystander
overexposure or any other health hazards, water supply contam nation, spills,
accidents and/or wildlife problens associated with heavy duty wood preservative
active ingredients which have cone to the attention of registrants should be
provided if avail abl e.

4.3 Worldwi de Requlatory Status

Basi ¢ manufacturers and data owners are requested to provide a summary report of
the regul atory status of a heavy duty wood preservative active ingredient in other
countries and any regul atory actions which have been taken

4.4 Published Data

This re-evaluation will include a review of published studies pertaining to the
active ingredients and their by-products, contaninants, conversion products or
met abolites. This revieww |l begin with an exam nation of a bibliography of

publ i shed studies pertaining to actives on page 1 of this docunent (technical
end-use products and maj or netabolic and transformati on products) acconpani ed by a
description of the data bases and procedures used to search the published
literature.



The bi bl i ography should be annotated in a separate indexed docunent |isting the
abstracts or summaries, (indicate whether they were provided by the authors or by
the basic manufacturer) and the source of these annotations (original author or
basi ¢ manufacturer). The bibliography shoul d be arranged according to the mgjor
parts (not subparts) described in Trade Menorandum T-1-237 and cross-referenced so
that there is no duplication. While each basic manufacturer or data owner is
requested to provide such a bibliography within six nonths of the date of this
announcenent, industry nay wi sh to consider a task force approach in order to
share the cost of bibliography devel opnent. Sufficient copies should be provided
for distribution to advisor agencies. Environnment Canada has requested, where
possi ble, that the bibliographic review be subnitted in a DOS readabl e
conput eri zed data base fornat.

Not e: Publ i shed studies generally play the role of providing supplenentary
support to proprietary studies. Published studies will be accepted if they
are acconpani ed by the details of the study. They provide supplenentary
i nformati on and do not replace the need for a registrant to supply conplete
scientific data.

| NTERNATI ONAL REGULATORY ASPECTS

5.1 U S. - Special Review of Pentachl orophenol. Creosote and | norganic
Arsenical s

EPA officials conpleted a Special Review of certain heavy duty wood
preservatives in 1984. Health and safety concerns surrounding the use of
creosote, inorganic arsenicals and pentachl orophenol, pronpted a review of
the risks and benefits associated with their use.

The follow ng regul atory deci sions were made to reduce the risk associ ated
with the use of these products:

a) cancel ling and denying registrations of spray fornulations of
pent achl or ophenol containing | ess than 5% PCP

b) prohi biting i ndoor applications of wood preservati ves.

c) prohi biting nost indoor uses of treated wood and uses of wood
preservatives likely to contam nate food, feed or drinking water

d) requi red use of certain personal protection nmeasures (e.g.
clothing and equi prent) during application

e) i nproved i ndustrial hygiene.

f) classifying all three chenmicals for Restricted Use only by
certified applicators (except for brush-on treatnments of the
i norgani ¢ arsenicals).



g) requi renment for a teratogenicity/fetotoxicity warning on
pent achl or ophenol | abel s.

The EPA determ ned that "there will be no unreasonabl e adverse effects
posed to man or the environment if registrants amend their registrations of
the three wood preservatives to include these requirenents”.

5.2 U.S. Re-registration (equivalent to Canadi an re-eval uation)

Heavy duty wood preservatives are currently undergoing a nore conplete
re-assessnent called Re-registration. A re-assessnment of registered uses
will be part of this initiative. The EPA has estimated that their review
of existing data and subsequent Data Call-In will be conpleted by |late
1992. Regul atory decisions will energe after newy subnmtted data has been
revi ewed.

Not e: In Canada, the remaining uses for certain actives such as
pent achl or ophenol (PCP) represent a narrower range of uses than are
registered in U S. Specifically, PCP is currently registered in
Canada only for heavy duty wood preservation, whereas in the U. S
pent achl or ophenol continues to be registered as a pul p and paper
bi oci de, cooling tower biocide and in all wood preservative
applications (antisapstain, heavy duty, joinery/mllwork).

PRI ORI TY SUBSTANCE LI ST - CANADI AN ENVI RONVENTAL PROTECTI ON ACT

Arseni ¢ and chrom um (conponents of copper chromated arsenate) and creosote
i npregnated waste materials (CIVWM are currently the subject of a priority
substance list review by Environnent Canada. This reviewis not part of the
re-eval uation of the wood preservative use, but could have a bearing on the
re-eval uati on process.

RE- EVALUATI ON PROCEDURES

Submitted data will be reviewed by Agriculture Canada and advi sory agenci es.
Registrants will be notified if data gaps and informati on gaps are identified.

Regi strants nmay be requested to provide additional information, or replacenent
studies to fill identified data gaps, or to supplenent or replace studies found to
be inconplete, invalid or inadequate.

Al l basic manufacturers of the technical active ingredients |isted above and
regi strants of pertinent end-use products are responsible for devel opnment and
provi sion of data packages in support of their registered product. Industry may
wish to consider a task force approach in order to share the cost of data

devel opnent .



As part of the consultative process, registrants, user and public interest groups,
and other interested parties will be invited to conment on any proposed revisions
to the regulatory status of products containing the technical ingredients |isted

above, before such changes are inpl enented.

Pl ease address your conments to: Karen MCul | agh
Pesticides Directorate
Agri cul ture Canada
Otawa, Ontario
K1A 0C6

Renanmed July 6, 1992
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