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FOOD AND DRUG REGULATI ONS - AMENDMENTS
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SCHEDULE NO. 1215 (PRI M SULFURON- METHYL MRLS)
P.C. 2001-156 OF JANUARY 30, 2001

SOR/ 2001-70 OF JANUARY 30, 2001

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 nmakes the annexed
Regulations Amending the Food and Drug Regulations (1215 —

Primisulfuron-methyl)

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



REGULATI ONS AMENDI NG THE FOOD AND DRUG REGULATI ONS

(1215 —— PRIMISULFURON-METHYL)

AMENDVENT

1. Table Il to Division 15 of Part B of the Food and Drug
Regul ati ons' i s anended by adding the followi ng after itemP.5. 1:

I Il [11 IV
Maxi mum
Resi due
Item Conmon or Chem cal Nane of Limt
No. (Trade Nane) Subst ance p. p. M Foods
P.5.1.1 primisulfuron- 2-[4,6- 0.1 Eggs, meat
methyl bis(difluoromethoxy) and meat by-
pyrimidin-2- products of
ylcarbamoylsulfamoyl] cattle,
benzoic acid, methyl goats, hogs,
ester horses,
poultry and
sheep
0.02 Corn, milk

COM NG | NTO FORCE

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

are registered.

'C.R.C,, c. 870



REGULATORY | MPACT ANALYSI S STATEMENT
(This statenent is not part of the Regulation)

Descri ption

Under authority of the Pest Control Products Act, the Pest
Managenent Regul atory Agency (PVRA), of Heal th Canada, has approved
an application for the registration of the pest control product
(pesticide) primsulfuron-nmethyl as a herbicide for the control of
quackgr ass, redroot pigweed and Lamb’s Quarters in corn as a post-
emergent treatment. This regulatory amendment will establish
Maximum Residue Limits (MRLs) under the Food and Drugs Act for
residues of primisulfuron-methyl resulting from this use in corn,
in order to permit the sale of food containing these residues. This
amendment will also establish MRLs in eggs; meat and meat by-
products of cattle, goats, hogs, horses, poultry and sheep; and
milk to cover residues in food derived from animals fed with crops
treated with primisulfuron-methyl.

Before making a registration decision regarding a new pest
control product, the PMRA conducts the appropriate assessment of
the risks and value of the product specific to its proposed use.

Pest control products will be registered if: the data requirements

for assessing value and safety have been adequately addressed; the
evaluation indicates that the product has merit and value; and the
human health and environmental risks associated with its proposed
use are acceptable.

The human health risk assessment includes an assessment of
dietary risks posed by expected residues of the pest control
product, as determined through extensive toxicological studies. An
acceptable daily intake (ADI) and/or acute reference dose (ARD) is
calculated by applying a safety factor to a no observable adverse
effect level or, in appropriate cases, by applying a risk factor
which is calculated based on a linear low-dose extrapolation. The
potential daily intake (PDI) is calculated from the amount of
residue that remains on each food when the pest control product is
used according to the proposed label and the intake of that food
from both domestic and imported sources in the diet. PDIs are
established for various Canadian subpopulations and age groups,
including infants, toddlers, children, adolescents and adults.
Provided the PDI does not exceed the ADI or ARD for any
subpopulation or age group, and the lifetime risk is acceptable,
the expected residue levels are established as MRLs under the Food
and Drugs Act to prevent the sale of food with higher residue
levels. Since, in most cases, the PDI is well below the ADI and
lifetime risks are very low when MRLs are originally established,
additional MRLs for the pest control product may be added in the
future.



After the review of all avail able data, the PVMRA has determ ned
that MRLs for primsulfuron-nethyl of 0.1 parts per mllion (ppm
in eggs; and neat and neat by-products of cattle, goats, hogs,
horses, poultry and sheep; and 0.02 ppmin corn and m |k woul d not
pose an unacceptable health risk to the public. These new MRLs
har moni ze wi t h t hose establ i shed by the United States Environnent al
Prot ecti on Agency.

Alternatives

Under the Food and Drugs Act, the sale of food containing
resi dues of pest control products at a level |ess than or equal to
0.1 ppmis permtted unless a |lower MRL has been established in
Table 11, Division 15, of the Food and Drug Regul ations. In the
case of primsulfuron-nmethyl, establishment of MRLs for corn and
mlk are necessary to support the use of a pest control product
whi ch has been shown to be both safe and effective, while at the
sanme time preventing the sale of food with unacceptabl e residues.

Even t hough the sal e of food containing residues of pest control
products at a level greater than 0.1 ppm would already be
prohi bited by virtue of subsection B.15.002(1) of the Food and Drug
Regul ati ons, the establishment of an MRL of 0.1 ppmin Table I
Division 15, of the Regulations, for residues of primsulfuron-
nmethyl in eggs; and neat and neat by-products of cattle, goats,
hogs, horses, poultry and sheep would provide nore clarity
regardi ng the applicable MRL and would clearly indicate that the
appropriate risk assessnent has been conpleted. This is in keeping
with current trends towards i ncreased openness and transparency of
regul atory processes and is consistent wth current practices of
nost pesticide regul atory agenci es throughout the world.

Benefits and Costs

The use of primsulfuron-nmethyl on corn wll provide joint
benefits to consuners and the agricultural industry as a result of
I nproved nmanagenent of pests. In addition, this regulatory
amendnent will contribute to a safe, abundant and affordabl e food
supply by allowing the inportation and sale of food commodities
cont ai ni ng acceptable | evels of pesticide residues.

Sonme costs may be incurred related to the inplenmentation of
anal ytical nethods for analysis of primsulfuron-nmethyl in the
foods nentioned above. Resources required are not expected to
result in significant costs to the governnent.

Consul tation

Regi stration deci sions, including dietary risk assessnents, nade
by t he PMRA are based on internationally recogni zed ri sk managenent



principles, which are | argely harnoni zed anong nenber countries of
the Organization for Economc Cooperation and Devel opnent.
I ndi vi dual safety evaluations conducted by the PMRA include a
revi ew of the assessnents conducted at the international |evel as
part of the Joint Food and Agriculture O ganization of the United
Nati ons/Wrld Health Oganization Food Standards Progranme in
support of the Codex Alinentarius Comm ssion, as well as MRLs
adopted by ot her national health/regul atory agenci es.

Thi s schedul e of anmendnent was published in the Canada Gazette
Part |, on July 1, 2000. Interested groups were invited to nake
representations concerning the proposed anendnent. No responses
were received.

Compl i ance and Enf or cenent

Compliance will be nonitored through ongoing donestic and/or
i mport inspection prograns conducted by the Canadian Food
I nspection Agency when the MRLs for primsulfuron-nethyl are
adopt ed.

Cont act

Geral dine G aham Al Seni or  Proj ect Manager , Al ternative
Strategies and Regulatory Affairs Division, Pest Managenent
Regul atory Agency, Health Canada, Address Locator 6607D1, 2250
Ri verside Drive, Otawa, Ontario, KLA OK9. (Tel.: (613) 736-3692;
Fax: (613) 736-3659; E-mail: geral di ne_graham@hc-sc. gc. ca)
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