REGULATIONS AMENDING THE PEST CONTROL PRODUCTS
REGULATIONS
AMENDMENTS
Issues and objectives
The amendments implement recommendations from the 2006 Own-Use Import
Task Force and address three central issues: (1) the previous Regulations on
grower importation of pest control products allowed for the determination of
chemical equivalence outside the “two-step” approach under which the current
Importation program successfully operates; (2) the Regulations did not empower
national grower groups to indicate which products they would nominate for
equivalency determination; and (3) the Regulations did not recognize exclusive
data protection on registrants’ products, thereby discouraging the registration of
new products.
Underpinning the current program is the requirement that candidate products
being considered for import have the support of and be nominated for inclusion
into the import program by at least four national grower organizations.
Subsequent to the nomination, Health Canada’s Pest Management Regulatory
Agency (PMRA) solicits information from Canadian registrants so that chemical
equivalence between a Canadian registrant’s product and a foreign product sold
by an affiliated company can be determined (Step 1 — paper-based equivalency).
If this information is not forthcoming from the registrants (e.g. not provided), a
party may seek to establish chemical equivalence (Step 2) between the same
Canadian registered product and any foreign product (including a product sold by
a foreign company that is not affiliated with the registrant of the product sold in
Canada).
The regulatory amendments enable grower-prioritized nominations and the two-

step equivalency determination approach. The amendments will require parties to



first seek equivalency via Step 1, consistent with the recommendations of the
Task Force.

Also included are administrative amendments which clarify certain provisions
and correct inconsistencies between the English and French versions of the Pest
Control Products Regulations (PCPR).

The amendments provide Canadian agriculture producers with access to an
import mechanism that

« mitigates unacceptable health and environmental risks from imported
foreign products;

« Dbalances the interests of growers and product registrants by promoting
price discipline in the Canadian pesticide marketplace while respecting
registrants’ investments in Canadian product registration; and

. is aligned with other instruments aimed at enhancing competition for
agricultural production input.

Description

The amendments align the Regulations with the existing importation program.
Key provisions can be summarized as follows:

The role of national grower organizations

The Regulations establish the requirement that candidate products being
considered for import have the support of, and be nominated for inclusion into the
import program by, at least four national grower organizations. The purpose of
this requirement is to provide Canadian growers the opportunity to provide input
into the activities of the PMRA with respect to the import program, and to help
ensure that they are in line with the national interest of Canadian growers. It is
expected that the Canadian grower organizations are to represent a not-for-profit,
nationally based grower group with a direct interest in the import program;
represent their respective organization’s interests and concerns while remaining

flexible regarding national and regional needs; and, through their member



organizations, promote and support the success of the import program for the
benefit of its Canadian growers. The continued expectation is that the national
grower associations will not have any ties to pesticide companies, vendors or
third-party providers. As third-party providers can already assemble grower
orders and provide logistics and transport, allowing third-party providers to
nominate products for inclusion in the program could represent a real or
perceived conflict of interest.
Under the Regulations, before submission to the PMRA, candidate products will
be screened for eligibility (i.e. formulations, active ingredient concentration) by
the nominators. In addition to the criteria outlined in the Regulations, other
business complexities should be taken into consideration in advance of
nomination, and registrants should be consulted as much as possible in finalizing
product nominations.
Since 2006-2007, the following organizations have been voluntarily meeting as a
group to nominate products for the import program:

« Canadian Canola Growers Association

. Canadian Federation of Agriculture

« Canadian Horticultural Council

« Grain Growers of Canada

« Pulse Canada

« Canadian Nursery Landscape Association

« Flowers Canada Growers
Equivalency determination
Health Canada’s primary mandate is the protection of Canadians’ health and
environment. The Department must be confident that foreign-registered products
entering Canada meet a similar level of acceptability to that of Canadian

registered products.



The determination of equivalency between a Canadian product and a foreign
product is an important component of the amendments. Throughout the
development of the pilot program, the determination of equivalency was
discussed at length and the amendments reflect the recommendations received
through consultations with stakeholders.
The Regulations also reflect the existing process to obtain the data that is
necessary to make a decision on equivalency. This process is as follows:
Step 1 — The foreign product being compared to the registered Canadian product
must originate from a company that is affiliated with the Canadian registrant.
Canadian registrants and their affiliated companies have the option of providing
to the PMRA information regarding all the ingredients in the product so that a
comparison of the product’s components can be conducted and an equivalency
determination can be made. The information provided by registrants includes that
of foreign and domestic specification forms for the technical active ingredient and
the associated end-use product for review of the active ingredient concentration
(i.e. a guarantee statement), level of impurities, formulants, efficacy, and health
and environmental effects. In addition, electronic versions of the labels,
information regarding container size, formulation type and packaging type, and
the material safety data sheet of the domestic and foreign products should be
included, if available.
Significant improvements are realized with the registrantprovided information
(Step 1) including the following:

« Minor formulation changes do not necessarily render products ineligible

for import;

. Equivalency determination is possible without costs to growers; and

« More products can be approved under the program in a shorter time frame.
Step 2 — If the Minister is unable to obtain the information necessary to establish

equivalency from the registrant, the Step 2 equivalency determination can be



Initiated. Any party may seek an authorization to import a product by establishing
equivalency between the Canadian registered product and any foreign product by
submitting detailed laboratory analyses.

In either of the above-mentioned situations (Step 1 or Step 2), applicants have the
ability to withdraw an application at any time during the equivalency
determination process.

If the PMRA determines that the two products are equivalent, a certificate of
equivalency is published and the PMRA begins to accept applications for import
authorizations.

Third-party facilitation

The role of third-party facilitators or intermediaries has been discussed
extensively with stakeholders. The original concept of the program, as described
when the provisions were brought into effect in 1993, was based on the premise
that individual growers would import products for their own use. The
Government’s interpretation of the Regulations is that they do not preclude the
use of third parties to facilitate the importation of the product. This includes the
use of commercial carriers to provide safe transport, and seeking assistance with
logistical or regulatory matters related to the importation process.

The amendments to the Regulations will continue to allow growers to utilize
intermediaries to facilitate the certificate application process and facilitate
transportation and importation of products. However, the requirement that
products be imported solely for the use and financial benefit of the certificate
holder (grower) remains, and proof of purchase and associated certificates for
import in the grower’s name will be required for importation. Resale of imported
products remains a prohibition under the Pest Control Products Act.

Data compensation

As a result of stakeholder consultations, the regulatory amendments include a

provision making products ineligible for the program during the exclusive-use



period established by the data protection provisions of the PCPR. This provision
is intended to balance growers’ interest in importing pest control products and
Canadian registrants’ interest in offsetting some of the expenses and financial
risks incurred to support domestic registrations by precluding others from relying
on the data (without the registrant’s consent) for a period of at least 10 years.
Other

In addition to the main issues above, the amendments will also

1. Make administrative corrections and address inconsistencies between the
French and English versions of the Regulations. These amendments are minor in
nature and will not have any impact on stakeholders.

2. Decrease the administrative burden on growers and registrants by increasing
the validity period of the equivalency certificate from one to two years and by
removing requirements to provide duplicate copies of labels and forms.
Regulatory and non-regulatory options considered

Patent issues

Some stakeholders proposed including provisions regarding patents and patent
protection in the Regulations. This suggestion was not adopted since patent
protection is a separate and independent legal regime and neither the registration
of products nor other specified actions authorized under the PCPA (such as
importation of unregistered products) authorizes infringement of intellectual
property rights held by registrants. Compliance with the Patent Act (and all other
laws of Canada) will continue to be required. Patent issues can be discussed
between grower groups and registrants prior to the nomination of products for
equivalency determination. Moreover, independent of the pesticide importation
program, judicial avenues exist for claims of patent infringement to be assessed.



Ban dich tham khao
QUY PINH SUA POI CAC QUY PINH POI VOI
SAN PHAM KIEM SOAT SAU BQ
SUA POI

Vin dé va muc tiéu

Céac stra doi thuc hién cac khuyén nghi tir Lyc lugng Dac nhi€ém Nhap khau
San pham Sir dung riéng nam 2006 va giai quyét ba van dé trong tam: (1) Céc
Quy dinh trudc day vé viéc nhap khau cac san pham phong trir dich hai cia ngudi
trong cho phép xac dinh mirc d6 tuwong duong hoéa hoc ngoai phuong phap tiép
can “hai budc”, theo dé chuong trinh nhap hién tai hoat dong thanh cong; (2) Cac
Quy dinh di khong trao quyén cho cic nhom ngudi trong qudc gia dé chi ra
nhing san phém ma ho s& chi dinh dé x4c dinh tinh tuong duong; va (3) Quy dinh
da khong thira nhan viéc bao vé dit liéu doc quyén trén cac san pham cua nguoi
dang ky, do d6 khéng khuyén khich viéc dang ky cac san pham méi.

Nén tang cta chuong trinh hién tai 1 viéc yéu cu rang cic san pham ung
ctr dang dugc xem xét nhap khau phai duoc hd tro va duoc dé ctr dua vao chuong
trinh nhap khau boi it nhat bon td chirc trong trot ctia qudc gia. Sau dé ctr, Co
quan quan 1y dich hai ctia Bo Y té Canada (PMRA) thu thap thong tin tir nhiing
nguoi ding ky Canada dé c6 thé xac dinh su tvong duong vé hoa chit gitta san
pham ctia nguoi dang ky Canada va san pham nudc ngoai do mot cong ty lién két
ban (Budc 1 - tinh twong duwong dua trén gidy td). Néu thong tin nay khong dén tir
ngudi dang ky (vi du: khéng dugc cung cip), mot bén co thé tim cach thiét 1ap su
tuong duong hoéa hoc (Budc 2) gilta cing mot san pham da dang ky ctia Canada
va bat ky san phiam nuédc ngoai nao (bao gdm ca san pham dugc ban bdi mot cong
ty nude ngoai khong lién két voi nguoi ding ky san pham duoc ban ¢ Canada).

Céc stra d6i quy dinh cho phép cac dé cir do ngudi trong wu tién va phuong

phap xac dinh tinh tuong duong géom hai budc. Cac stra doi s€ yéu cau cac bén
/



trude tién phai tim kiém sy twong dwong thong qua Budc 1, phu hop véi cac
khuyén nghi cua Luc luong dac nhiém.

Ciing bao gém cic stra d6i hanh chinh nham 1am rd mot s6 diéu khoan nhat
dinh va stra chita nhitng mau thuin giita phién ban tiéng Anh va tiéng Phap cia
Quy dinh vé San pham Kiém soat Dich hai (PCPR).

Céc stra doi cung cip cho cac nha san xuat nong nghiép Canada kha ning
tiép can voi mot co ché nhap khau ma:

« giam thiéu cac rai ro khong thé chip nhan dugc ddi véi stic khoe va moi
truong tir cac san pham nudc ngoai nhap khau;

« can bang loi ich ctia nguoi trong va nguoi dang ky san pham bang cach
thic day ky luat gia trén thi truong thude trir siu Canada trong khi ton trong dau
tu ctia nguoi dang ky vao viéc diang ky san pham cua Canada; va

« pht hop véi céc cong cu khac nham ting cuong canh tranh d6i véi dau
vao san xuit néng nghiép.

Mo ta

Cac stra doi diéu chinh cac Quy dinh v&i chuong trinh nhap khau hién
hanh. Céc diéu khoan chinh c6 thé duoc tom tit nhu sau:

Vai tro ciia céc to chirc trong trot quoc gia

Quy dinh dat ra yéu cau rang cac san pham ng ctr dang dugc xem xét nhap khau
phai duoc hd trg va duge dé cir dua vao chuong trinh nhap khau boi it nhét bon t6
chtic trong trot qudc gia. Muc dich cia yéu cau nay 13 cung cap cho nguoi trong
Canada co hdi cung cap dau vao cho cac hoat dong ctia PMRA lién quan dén
chuong trinh nhap khau va gitp dam béao rang chiing phu hop véi loi ich qubc gia
clia nguoi trong Canada. Dy kién rang céac to chirc trong trot ciia Canada s& dai
dién cho mot nhom ngudi trong trot phi loi nhuan, trén toan qubc, ¢d quan tim
truc tiép dén chuong trinh nhap khau; dai dién cho 1gi ich va mdi quan tam cua td
chtrc twong tmg cua ho trong khi van linh hoat ddi véi cac nhu cau cua quéc gia

va khu vuc; va, thong qua cac to6 chuc thanh vién cua ho, thic diay va ho trg su
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thanh coéng cua chuong trinh nhap khau vi loi ich cia nhitng nguoi trong trot &
Canada. Ky vong tiép tuc 1a cac hiép hoi trong trot qudc gia s& khong c6 bat ky
rang budc nao véi cac cong ty thude trir sdu, nha cung cap hodc nha cung cap bén
thtr ba. Vi cac nha cung cip bén tht ba di c6 thé tip hop cac don dit hang cua
nguoi tréng va cung cép dich vu hau can va van chuyén, viéc cho phép cac nha
cung cip bén thtr ba dé cir san pham dé dua vao chuong trinh ¢ thé tao ra su
xung dot loi ich thuc sy hoac dugc nhan thuec.

Theo Quy dinh, truéc khi ndp cho PMRA, cic san pham mg ctr vién s&
duoc nhitng ngudi dé ctr sang loc vé tinh du diéu kién (ttc 1a cong thirc, nong do
hoat chat). Ngoai cdc tiéu chi duoc néu trong Quy dinh, cac hoat dongkinh doanh
phtec tap khéc can duoc xem xét trude khi dé ctr va nguoi dang ky nén dugc tham
khao ¥ kién cang nhiéu cang tot trong viéc hoan thién viéc dé cir san pham.

K& tir nam 2006-2007, cac td chic sau da tu nguyén hop thanh mot nhom dé dé
clr cac san pham cho chuong trinh nhap khau:

« Hiép hoi nhitng ngudi trong cai dau Canada

* Lién doan Nong nghi¢p Canada

« Hoi dong 1am vuon Canada

« Nguoi trong ngii cbe cua Canada

* Pulse Canada

* Hi€p hoi canh quan vuon wom Canada

« Nguoi trong hoa ¢ Canada
Xac dinh tinh twong dwong

Nhiém vu chinh ciia nganh Y té Canada 1a bao vé strc khoe va mdi trudng
cia ngudi dan Canada. B phai tin tudng rang cac san pham da dang ky nudc
ngoai vao Canada dap ing mirc do chap nhan tuong ty nhu cac san pham da dang
ky cua Canada.

Viéc x4c dinh tinh twong duong giita san pham cta Canada va san pham nudc

ngodi 13 mot thanh phan quan trong ctia cac sira doi. Trong sudt qua trinh Xay
Y



dung chuong trinh thi diém, viéc xac dinh méc do tuong duong da dugc thao
luan rat nhidu va cac stra d6i phan anh cac khuyén nghi nhan duoc thong qua
tham van véi cac bén lién quan.

Cac Quy dinh ciing phan anh quy trinh hién c6 dé thu thap dit liéu can thiét dé
dua ra quyét dinh vé tinh twong duwong. Qua trinh nay nhu sau:

Budc 1 - San pham nudc ngoai duoc so sanh v6i san pham da ding ky cua
Canada phai c6 ngudn gbc tir mot cong ty cé lién két voi ngudi ding ky Canada.
Nguoi ding ky Canada va cic cong ty lién két ctia ho c6 tiy chon cung cdp cho
PMRA thong tin vé tat ca cac thanh phan trong san pham dé c6 thé tién hanh so
sanh cac thanh phan cta san pham va xac dinh mtc do twong duong co thé dugc
thuc hién. Thong tin do nguoi dang ky cung cap bao gém cic mau thong sb ki
thuat nudc ngoai va trong nude cho thanh phan hoat chat k¥ thuat va san pham st
dung cudi cung dé xem xét néng do hoat chat (tlrc 1a tuyén bd dam bdo), muc do
tap chat, cong thirc, hiéu qua va sirc khoe va tac dong moi truong. Ngoai ra, phai
bao gdm cac phién ban dién tir ctia nhan, thong tin vé kich thudc thung chua, loai
cong thirc va loai dong goi, va bang dir lidu an toan vat liéu ciia cac san pham
trong nudc va nudc ngoai, néu co.

Nhitng cai tién dang ké duoc thuc hién voi thong tin do nguoi dang ky cung cip
(Budc 1) bao gom nhiing diéu sau:

« Nhitng thay d6i nhé vé cong thirc khong nhat thiét khién san pham khong
du diéu kién nhap khau;

« C6 thé xac dinh mic do twong duong ma khong c6 chi phi cho ngudi
trong; va

« Nhiéu san pham hon c6 thé dugc phé duyét theo chuong trinh trong mot
khung thoi gian ngan hon.

Budc 2 - Néu Bo truong khong thé c6 duge thong tin can thiét dé thiét 1ap
tinh tuwong duong tr nguoi dang ky, thi viéc xac dinh tinh twong duong ciua Bude

2 ¢6 thé duoc bat dau. Bat ky bén nao ciing ¢ thé xin phép nhap khau mot san
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pham bang cach thiét 1ap su twong duong gitta san pham da dang ky cua Canada
va bat ky san phadm nudc ngoai nao bang cach giri cac phén tich chi tiét ciia phong
thi nghiém.

Trong mdt trong hai truong hop néu trén (Budc 1 hodc Budce 2), nguoi ndp don
c6 kha ning rat don dang ky bat ky luc nao trong qué trinh xac dinh mac do
tuong duong.

Néu PMRA xéac dinh rang hai san pham 13 twong duong, mot chung chi tuwong
duong s& dugc cong bd va PMRA bat dau chap nhan cac don xin cap phép nhap
khau.

Su hé tro ciia bén thir ba

Vai trd ctia ngudi hd tro hodc trung gian cua bén thir ba da duoc thao luan
rong rii voi cac bén lién quan. Khai niém ban dau cua chuong trinh, nhu duge mo
ta khi cac diéu khoan c6 hiéu luc vao nam 1993, dua trén tién dé 1a nhitng nguodi
trong trot riéng 1¢ s& nhap khau cac san pham dé st dung cho chinh ho. Giai thich
ctia Chinh phu vé cac Quy dinh 1a chung khong loai trir viée str dung cac bén thir
ba dé tao diéu kién thudn loi cho viéc nhap khau san pham. Piéu nay bao gom
viée str dung cac hing van tai thwong mai dé van chuyén an toan va tim kiém hd
trg vé cac van dé hau can hodc quy dinh lién quan dén qua trinh nhap khau.

Céc stra doi d6i vai Quy dinh sé tiép tuc cho phép nguoi trong sir dung céc
don vi trung gian dé tao diéu kién thuén loi cho qua trinh xin gidy chimg nhan va
tao diéu kién thuan loi cho viéc van chuyén va nhap khau san phém. Tuy nhién,
yéu cdu rang cac san pham duoc nhip khau chi vi muc dich st dung va loi ich tai
chinh ctia chu so hitu chtng chi (nguoi trong) van con, va bang chimg mua hang
va cac ching chi lién quan dé nhap khau dudi tén ciia nguoi trong s& dugc yéu
cau dé nhap khau. Viéc ban lai cac san phém nhap khéau van bi cAm theo Pao luat
San pham Kiém soat Dich hai.

Pén bu dit li¢u

11



Theo két qua cua viéc tham vén cac bén lién quan, cac sira ddi quy dinh
bao gdm mot diéu khoan lam cho cic san pham khong di diéu kién tham gia
chuong trinh trong thoi gian sir dung doc quyén dugc thiét 1ap boi cac diéu khoan
bao vé dit liéu ciia PCPR. Diéu khoan nay nham cén bang loi ich ctia ngudi trong
trong viéc nhap khau céac san phém kiém soét dich hai va loi ich cua nguoi dang
ky Canada trong viéc bu dap mot sb chi phi va rai ro tai chinh phét sinh dé hd tro
dang ky trong nude bang cach ngin nhitng nguoi khac dua vao dir liéu (ma khong
c6 sy dong ¥ ctia ngudi dang ky) trong mot khoang thoi gian it nhat 10 nam.
khac
Ngoai cac van dé chinh & trén, cac stra doi cling s&

1. Thuc hién cac chinh sira hanh chinh va giai quyét cic mau thuin giita
phién ban tiéng Phap va tiéng Anh cta Quy dinh. Nhiing stra d6i ndy c6 tinh chat
nho va s& khong co bat ky tac dong nao dén cac bén lién quan.

2. Giam ganh ning hanh chinh cho nguoi tréng va nguoi dang ky bang
cach tang thot han hiéu lyc cua ching chi twuong duong tir mot 1én hai nam va
bang cach loai bo cac yéu cau cung cip ban sao nhan va biéu mau tring lap.

Cac lua chon theo quy dinh va khong theo quy dinh da duwgc xem xét

Vin dé vé sang ché

Mot s6 bén lién quan dé xuat bao gom cac diéu khoan lién quan dén bang sang
ché va bao vé bang sang ché trong Quy dinh. D& xuat nay di khong duoc chap
nhan vi bao ho bang sang ché 1a mot ché do phap 1y riéng biét va doc 1ap va viéc
dang ky san pham ciling nhu cac hanh dong cy thé khac dugc ty quyén theo
PCPA (chiang han nhu nhép khau cac san pham chwa ding ky) déu khong cho
phép vi pham quyén sé hitu tri tué¢ do ngudi dang ky nam giir. Viéc tuan thi Dao
luat Sang ché (va tat ca cac luat khac ciia Canada) sé tiép tuc duoc yéu cau. Cac
van dé vé bang sang ché c6 thé duoc thao luan giita cac nhom ngudi trong va

nguoi dang ky trude khi dé cir cac san pham dé xac dinh tinh tuong duong. Hon
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nita, doc 1ap voi chuong trinh nhap khau thudc trir sdu, cac con dudng tu phap ton

tai d€ danh gia cac khiéu nai vé vi pham bang sang che.
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