CANADA GAZETTE, PART 11
FOOD AND DRUG REGULATI ONS - AMENDVENTS

W LL BE PUBLI SHED | N CANADA GAZETTE, PART |1 OF APRIL 7, 2004

SCHEDULE NO. 1336 (Rl MBULFURON)
P.C. 2004-257 OF MARCH 23, 2004

SOR/ 2004- 48 OF MARCH 23, 2004

Her Excell ency the Governor General in Council, on the
recommendati on of the Mnister of Health, pursuant to subsection
30(1)2 of the Food and Drugs Act, hereby nakes the annexed
Regul ati ons Anendi ng the Food and Drug Regul ations (1336 —

Ri nmsul furon).

&S C 1999, c. 33, s. 347

.12



2

REGULATI ONS AMENDI NG THE FOOD AND DRUG REGULATI ONS (1336 —
RI MSULFURON)
AMENDMENT

1. The portion of itemR 1 of Table Il to Division 15 of
Part B of the Food and Drug Regul ations! in colum IV is replaced
by the follow ng:

|V
| tem
No. Foods
R 1 Bl ueberri es, tomatoes

COMING INTO FORCE

2. These Regul ations cone into force on the day on which they
are registered.

'CRC., c. 870
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REGULATORY | MPACT ANALYSI S STATEMENT
(This statenent is not part of the Requl ation)

Description

Rinmsul furon is registered under the Pest Control Products Act as a
herbicide for the control of a wide variety of weeds and grasses in corn,
pot at oes and tonatoes as a post-energent treatnent. A Maxi mum Resi due
Limt (MRL) has been established under the Food and Drugs Act for
residues of rinmsulfuron resulting from this use at 0.05 parts per
mllion (ppnm) in tomatoes. By virtue of subsection B.15.002(1) of the
Food and Drug Regul ations, the MRL for other foods is 0.1 ppm

The Pest Managenent Regul atory Agency (PMRA), of Health Canada, has
recently approved an application to anend the regi stration of rinsul furon
inorder toallowits use for the control of black bulrush in blueberries

as a post-energent treatnent. This regulatory anendnent will establish
an MRL for residues of rinmsulfuron resulting from this wuse in
bl ueberries, in order to permt the sale of food containing these
resi dues.

Before making a registration decision regarding a new use of a pest
control product, the PMRA conducts the appropriate assessment of the
risks and value of the product specific to its proposed use. The
registration of the pest control product will be anended if: the data
requirements for assessing value and safety have been adequately
addressed; the evaluation indicates that the product has nerit and val ue;
and t he human heal th and environmental risks associated with its proposed
use are acceptable.

The human health risk assessnent includes an assessnent of dietary
risks posed by expected residues of the pest control product, as
determ ned t hrough extensive toxicol ogi cal studies. An acceptable daily
i ntake (ADI) and/or acute reference dose (ARD) is cal cul ated by applyi ng
a safety factor to a no observable adverse effect level or, in
appropriate cases, by applying a risk factor which is cal cul ated based
on a linear | ow dose extrapol ation. The potential daily intake (PD) is
cal cul ated fromthe anmount of residue that remains on each food when the
pest control product is used according to the proposed |abel and the
i ntake of that food fromboth donestic and i nported sources in the diet.
PDI s are established for various Canadi an subpopul ati ons and age groups,
including infants, toddlers, children, adol escents and adults. Provided
the PDI does not exceed the ADI or ARD for any subpopul ation or age
group, and the lifetine risk is acceptable, the expected residue |evels
are established as MRLs under the Food and Drugs Act to prevent the sale
of food with higher residue levels. Since, in nost cases, the PD is well
bel ow the ADI and lifetinme risks are very | ow when MRLs are originally
establ i shed, additional MRLs for the pest control product may be added
in the future
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After the review of all avail able data, the PMRA has determ ned that
an MRL for rinsulfuron of 0.05 ppm in blueberries would not pose an
unacceptabl e health risk to the public.

Al ternatives

Under the Food and Drugs Act, the sale of food containing residues of
pest control products at a level less than or equal to 0.1 ppmis
permtted unless a lower MRL has been established in Table |1
Division 15, of the Food and Drug Regulations. In the case of
rinsul furon, establishnment of an MRL for blueberries is necessary to
support the additional use of a pest control product which has been shown
to be both safe and effective, while at the sane tine preventing the sale
of food with unacceptabl e residues.

Benefits and Costs

The use of rinsul furon on blueberries will provide joint benefits to
consuners and the agricultural industry as a result of inproved
managenent of pests. In addition, this regulatory amendnment wll

contribute to a safe, abundant and affordabl e food supply by all owi ng the
i nportation and sal e of food commodities containing acceptable | evel s of
pesti ci de residues.

Sone costs may be incurred related to the i npl enmentati on of anal yti cal
met hods for analysis of rinsulfuron in the food nmentioned above.
Resour ces required are not expected to result in significant costs to the
gover nment .

Consul tation

Regi stration decisions, including dietary risk assessnents, nade by
the PMRA are based on internationally recognized risk nanagenent
principles, which are largely harnoni zed anong nmenber countries of the
Organi zation for Econom ¢ Cooperation and Devel opnment. |Individual safety
eval uations conducted by the PMRA include a review of the assessnents
conducted at the international |evel as part of the Joint Food and
Agriculture Organi zation of the United Nations/Wrld Health Organi zati on
Food St andards Programre i n support of the Codex Alinmentarius Comi ssion,
as well as MRLs adopted by other national health/regul atory agencies.

This schedule of amendnent was published in the Canada Gazette,
Part |, on My 3, 2003. Interested parties were invited to nmake
representations concerning the proposed amendnent. One comment was
received requesting the scientific justification for setting the MRL of
0.05 ppmfor rinmsul furon in blueberries. The coment al so nentioned that
t here has been no MRL established for rinsulfuron in blueberries by the
Codex Alinentarius Comm ssion, the European Union, or the United States.
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Ri sk assessnent nethodol ogy used by the PMRA is described in the
docunent Sci ence Policy Notice SPN2000-01, A Decision Framework for Ri sk
Assessnment and Ri sk Managenent in the Pest Managenment Regul atory Agency,
which is available on the PMRA web site (ww. hc-sc.gc.calpnra-
arl a/ english/pdf/spn/spn2000-01-e. pdf).

Conpl i ance and Enf or cenent

Conpliance will be nonitored through ongoing donestic and/or inport
i nspection prograns conducted by t he Canadi an Food | nspecti on Agency when
the MRL for rinsul furon is adopted.

Cont act

CGeraldine G aham Alternative Strategies and Regulatory Affairs
Di vi si on, Pest Managenent Regulatory Agency, Health Canada, Address
Locator 6607D1, 2720 Riverside Drive, Otawa, Ontario, KlA O0K9.
(Tel.: (613) 736-3692; Fax: (613) 736-3659; E-muil: geral di ne_graham@c-
Sc. gc. ca)

January 27, 2004



