REGULATIONS AMENDING CERTAIN REGULATIONS
CONCERNING PRESCRIPTION DRUGS (REPEAL OF SCHEDULE F
TO THE FOOD AND DRUG REGULATIONS)
FOOD AND DRUGS ACT
These amendments to the Food and Drug Regulations bring about the
amendments to the Food and Drugs Act that replace Schedule F with an
administrative list of prescription drugs. This list is incorporated by reference
through regulation.
The amendments bring greater efficiency to the process of adding or removing
drugs from a schedule maintained in regulations without compromising the well-
established scientific review and consultation process.
Description
The Regulations repeal Schedule F and incorporate the Prescription Drug List
(PDL) to be established by the Minister in accordance with the enabling
amendments to the Food and Drugs Act. They also provide the scientific criteria
the Minister must consider in maintaining the PDL. Overarching scientific criteria
ensure that the basis for assigning prescription status remains the same. Further to
these primary changes, a number of consequential amendments and updates to
current provisions relating to prescription drugs are also made.
As requested by pharmacists and their regulatory associations, amendments
recognizing the right of pharmacy technicians to transfer prescriptions are also
made to reflect more modern provincial legislation and practice.
New provisions are introduced to Part C, Division 1, of the Food and Drug
Regulations to do the following:
« Define prescription drug. This ensures that the prohibitions relating to the
sale, import, and advertising of prescription drugs continue to apply to
drugs with prescription status. Previously such drugs were subject to those

prohibitions because they contained substances listed on Schedule F.



« Define the Prescription Drug List. This is a Web-based list of drugs that
the Minister is able to establish under the new section 29.1 of the Act. The
PDL includes drugs or classes of drugs that have to be sold pursuant to a
prescription from a licensed practitioner. This list contains all of the drugs
that were previously listed in Schedule F, with some minor modifications
for reasons of clarity.

« Establish scientific basis for listing. Three scientific criteria are set out to
determine whether a drug or class of drug should be sold pursuant to a
prescription. These criteria support the prior Schedule F factors that are
now publicly available in a guidance document: Determining Prescription
Status for Human and Veterinary Drugs. To add to the PDL, the Minister
of Health shall consider whether any of the scientific criteria apply to a
drug. To remove a drug or class from the PDL, the Minister shall consider
the criteria and must determine that none of them apply to the drug or class.

« Allow for public consultation. The Minister is required to consult the public
on any proposal to remove a drug from the PDL for a period of time
sufficient to allow comments from external stakeholders that would also
meet international obligations under the World Trade Organization’s
Agreement on Technical Barriers to Trade (TBT).

The following consequential amendments related to prescription drug status are
also made.

Food and Drug Regulations

The term “Schedule F” is replaced with a reference to “prescription drug.” This
will ensure that prohibitions for Schedule F continue to apply to drugs that are
currently required to be sold pursuant to a prescription without interruption.
Precursor Control Regulations, Fees in Respect of Drugs and Medical Devices

Regulations, Patented Medicines Regulations



Reference to “Schedule F” is replaced with a reference to “prescription drug” or
“Prescription Drug List” to ensure that these regulations apply to drugs with
prescription drug status.

Amendments related to the transfer of prescriptions by pharmacy technicians
Amendments are made to indicate that both pharmacists and pharmacy
technicians can transfer a prescription. The current record-keeping process
surrounding this activity may also be undertaken by pharmacy technicians. A

definition of pharmacy technician is provided.



Ban dich tham khao
CAC QUY PINH SUA POI CAC QUY PINH LIEN QUAN PEN
THUOC KE PON (LAP LICH LICH F POI VOI CAC QUY PINH VE
THUC PHAM VA THUOC)
HANH VI THUC PHAM VA THUOC

Nhitng sira d6i nay ddi véi Quy dinh Thuc phdm va Duoc phdm mang dén
nhitng stra d6i cho Pao luat Thuc pham va Thuébc thay thé Bang F bang mot danh
sach hanh chinh cac loai thudc theo toa. Danh sach nay duoc két hop bang cach
tham khao thong qua quy dinh.

Cac stra d6i mang lai hiéu qua cao hon cho qué trinh thém hoic loai bo
thudc khoi lich trinh duoc duy tri trong cac quy dinh ma khoéng anh huéng dén
qua trinh xem xét va tu van khoa hoc da duoc thiét lap tét.

MO ta

Quy dinh b&i bo Biéu F va dua vao Danh sach thubc theo toa (PDL) do B
truong thiét 1ap theo cac sira doi cho phép dbi vai Pao luat Thuc pham va Thudce.
Ho ciing cung cap c4c tiéu chi khoa hoc ma Bo truong phai xem xét trong viéc
duy tri PDL. Céc tiéu chi khoa hoc bao trum dam bao giir nguyén co s¢ dé chi
dinh tinh trang ké don. Ngoai nhimng thay d6i chinh nay, mot sé sira doi va cap
nhat do hau qua doi véi cac quy dinh hién hanh lién quan dén thudc theo toa ciing
duoc thuc hién.

Theo yéu cau cua cac duoc si va hiép hoi quan Iy caa ho, cac sta ddi cong
nhan quyén chuyén don thudc caa cac ki thuat vién dugce cling duoc thyuc hién dé
phan anh thuc tién va luat phap hién dai hon cua tinh.

Cac diéu khoan moi duge dua vao Phan C, Phan 1, cua Quy dinh Thuc
pham va Dugc pham dé thuc hién nhiing viéc sau:

« Xdc dinh logi thuéc theo toa. Diéu nay dam bao rang céc lénh cam lién
quan dén viéc ban, nhap khau va quang céo thudc ké don tiép tuc dugc ap dung

dbi véi céc loai thude cé tinh trang ké don. Trude ddy nhitng loai thude nhu vay
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phai tuan theo nhitng Iénh cdm d6 vi chiing chira c4c chat duoc liét ké trong Bang
F.

Xdc dinh Danh sach Thudc theo toa. Pay 1a danh sach thudc dua trén Web
ma Bo truong co thé thiét lap theo muc 29.1 moi cia Pao luat. PDL bao gém cac
loai thudc hodc nhém thude phai dugc ban theo don ctia mdt bac si duoc cép
phép. Danh sach ndy bao gom tét ca cac loai thudc da dugc liét ké trude ddy trong
Bang F, v6i mot s6 stra doi nho vi 1y do rd rang.

« Thiét 1ap co s& khoa hoc cho vi¢e liét ké. Ba tiéu chi khoa hoc dugc dua
ra dé xac dinh xem mot loai thuc hodc nhom thube c6 nén duoc ban theo don
thudc hay khong. Cac tiéu chi nay hd tro cac yéu t trong Bang F trudc day hién
da duoc cong bd rong rii trong mot tai liéu hudng dan: Xdc dinh Tinh trang Ké
don cho Thuéc cho Nguoi va Thii y. Pé bo sung vao PDL, Bo truong Bo Y té s&
xem xét liéu co bat ky ti€u chi khoa hoc nao &p dung cho mot loai thube hay
khong. Dé loai bo mét loai thuée hodc nhom thude khoi PDL, Bo trudng s€ xem
xét cac tidu chi va phai xac dinh rang khong co tiéu chi nao ap dung cho loai
thudc hodc nhom thude do.

« Cho phép tham van céng dong. BO truong duge yéu cau tham khao y kién
cong dé)ng vé bat ky dé xuét loai bé mét loai thude nao khoi PDL trong mot
khoang thoi gian du dé cho phép cac bén lién quan bén ngoai lay ¥ kién, nhiing
nguoi ciing s& dap tng cac nghia vu quc té theo Hiép dinh ctia T6 chic Thuong
mai Thé gi6i vé Hang rao K§ thuat v6i Thuong mai (TBT).

Céc stra doi do hau qua sau ddy lién quan dén tinh trang thudc ké don ciing
duoc thuc hién.

Quy dinh vé Thuc phim va Duwoc pham

Thuat ngtr "Lich trinh F" dugc thay thé béng mot tham chiéu dén "thudc
theo toa." Pidu ndy s& dam bao rang cac 1énh cam ddi vai Bang F tiép tuc 4p dung

cho céc loai thuoc hién dugc yéu cau ban theo don ma khong bi gian doan.



Quy dinh vé Kiém soat tién chit, Phi lién quan dén Quy dinh vé Thudc
va Thiét bi Y té, Quy dinh vé Thudc dwoc cip bang sing ché
Tham chiéu d&én “Bang F” dugc thay thé bang tham chiéu dén “thudc theo toa”

hodc “Danh sach thudc theo toa” dé dam bao rang cac quy dinh nay ap dung cho
cac loai thude co tinh trang thude theo toa.

Cac stra doi lién quan deén viéc chuyén don thuoc cua ky thuat vién dugc

Céc stra ddi duoc thuc hién dé chi ra rﬁng ca dugc si va ky thuat vién duogc déu co
thé chuyén don thudc. Quy trinh luu trit hd so hién tai xung quanh hoat dong nay
cling cé thé duge thuc hién boi céc k¥ thuat vién dugc. Mot dinh nghia vé ky
thuat vién dugc cling da dugc quy dinh.






