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Dear Sir/ Madam

Re: Schedul e 1243 - Anendnents to Food and Drug Regul ati ons;
Control |l ed Drugs and Substances Act; and Benzodi azepi nes and
O her Targeted Substances Regul ati ons regardi ng the
Schedul i ng of Zal epl on, Zol pi dem and Zopi cl one

This is to provide you with an opportunity to coment on the
Therapeutic Products Programme’s intention to renove Zol pi dem and
Zopi cl one from Schedul e F of the Food and Drug Regul ati ons; and
to add Zal epl on, Zol pi dem and Zopiclone to Schedule IV of the
Control |l ed Drugs and Substances Act, and to the Benzodi azepi nes
and O her Targeted Substances Regul ati ons.

Zal epl on, Zol pi dem and Zopiclone are all indicated for the
short-termtreatnment of insommia. Wile the chem cal structures
of these conpounds are unrelated to benzodi azepi nes, they share a
common site of action with benzodi azepei nes at the GABAa
receptor conplex. It is binding to this receptor conplex that is
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believed to be responsible for the hypnotic efficacy of both

benzodi azepi nes, as well as Zal epl on, Zol pidem and

Zopiclone. Wiile these three latter conpounds may have sone

hi gher selectivity for specific subunits of the GABAs receptor
conpl ex (as denonstrated in non-clinical tests), the clinical

significance of preferential subunit selectivity has not been
est abl i shed.

This recommendation reflects the clinical evidence that
whil e these drugs are not benzodi azepi nes, they are hypnotics,
and they share many of the pharmnacol ogi cal properties of the
benzodi azepi nes and have a sim | ar abuse potential.

In addition, the Anerican Hospital Formulary System a
t herapeutic classification system devel oped by the Anerican
Soci ety of Health-System Pharnmaci sts, has grouped these drugs
wi th benzodi azepines in their classification standards according
with their therapeutic use.

At the tinme of their approval for use wthin Canada,
Zol pi dem and Zopi cl one were recomended to be scheduled in the
sanme way as benzodi azepi nes, on Schedule F of the Food and Drug
Regul ations, until the inplenmentation of the Benzodi azepi nes and
O her Targeted Substances Regul ations. Schedule F of the Food
and Drug Regulations is a list of drugs which nmust only be
di spensed upon receipt of a prescription. The Benzodi azepi nes
and Ot her Targeted Substances Regul ati ons were approved
June 1, 2000, and cane into effect Septenmber 1, 2000. At this
time the benzodi azepines currently listed on Schedule F of the
Food and Drug Regulations will be noved to Schedules 1 and 2 of
t he Benzodi azepi nes and O her Targeted Substances Regul ati ons.

Once Zal epl on, Zol pidem and Zopi cl one have been noved over
to Schedule IV of the Controll ed Drugs and Substances Act, and to
Schedules 1 and 2 of the Benzodi azepi nes and Ot her Targeted
Subst ances Regul ations, a greater degree of control wll be
warranted and a nunber of changes will have to be nmade in regards
to the manufacturing, labelling, distributing, storing and
di spensi ng of these medications. Please refer to Schedul e 1091,
Benzodi azepi nes and O her Targeted Substances Regul ations, to see
a detailed description of nodifications that will be required.
This informati on can be obtained fromthe Therapeutic Products
Website at http://ww. hc-sc. gc. cal/ hpb-dgps/t herapeut/.

Any conments regarding this proposed anmendnment shoul d be
addressed to Alixanderia Cymans, Policy Division, Bureau of
Pol icy and Coordination, Therapeutic Products Programe, 1600
Scott Street, Holland Cross, Tower ‘B, 2" Floor, Address
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Locator: 3102C5, Otawa, Ontario, KLA 1B6, or by e-mail to
al i xanderi a cl ymans@c-sc.gc.ca wthin thirty days.

Yours sincerely,

Original Signed by:
Robert G Peterson, M D. PhD. MPH
AN Director GCeneral



