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Pharmaceutical |ssues Comrittee

Deans of Pharnmacy

Regi strars of Medicine

Regi strars of Pharnmacy

Provi nci al Deputy Mnisters of Health
Manuf act urers

Associ ations and O her Interested Parties

Dear Sir/ Madane:

Re: Amendnent to the Food and Drug Regul ations - Schedule 1108
(Prohi bi ted substances)

This is to provide you with an opportunity to comrent on the
Therapeutic Products Progranme’s intention to amend provisions in
t he Food and Drug Regul ati ons regardi ng prohi bited substances in
order to allow these substances to be used within certain limts in
honeopat hi ¢ preparations and in other drug products, and to add two
homeopat hi ¢ pharmacopoei as to the publications listed in Schedule B
to the Food and Drugs Act.

Further information concerning this regulatory initiative is
included in the attached copy of the Notice of Intent to be
publ i shed in Canada Gazette, Part |I. Any comments regarding this
proposed anmendment shoul d be addressed to the regulatory officer,
referenced in the noti ce.

o/ s

Dann M M chol s
Di rector Genera

At t achnent



HEALTH CANADA

FOOD AND DRUGS ACT

Food and Drug Regul ati ons - Amendnent
Prohi bi ted Substances (Schedul e 1108)

This notice provides an opportunity to coment on a revised
proposal to amend provisions in the Food and Drug Regul ati ons
regardi ng prohibited substances. The Therapeutic Products Programe
(TPP) of Health Canada is revising its original proposal for an
amendnent to these Regul ations to all ow acceptabl e concentrations
of “prohibited substances” in drugs. It is now proposed that these
substances be permitted in concentrations below certain limts in
drug products. These limts will be prescribed in certain
honeopat hi ¢ phar macopoei as to be added to Schedule B to the Food
and Drugs Act.

The Food and Drugs Act and Regul ati ons control the
production, inportation and sale of drugs in Canada. Under this
| egislation, only drugs that are considered safe, effective and of
high quality may be sold in Canada, based on evidence submtted by
a sponsor. Therefore, only approved evi dence-based cl ains are
permtted on product |abels. Wen there is no evidence to support
a health claim mniml requirenents are nmandated. These
requi rements ensure that there is no deception on the part of the
sponsor with respect to a product’s character, value, quantity,
conposition, nerit or safety.

Schedule B to the Food and Drugs Act is a list of officia
standards. Drugs nust meet or exceed these standards unless a
speci fic standard has been prescribed in the Food and Drug
Regul at i ons.

The Food and Drug Regul ations define restrictions for
“prohi bited substances” in the follow ng way:

1. Section C 01.036 states that no manufacturer or inporter
shall sell:

S a drug that contains phenacetin in conbination with any
salt or derivative of salicylic acid;

S a drug for human use that contains oxyphenisatin,
oxypheni satin acetate or phenisatin;

S a drug for human use that contains nmercury or its salts or
derivatives with certain exceptions in which the substance
is present as a preservative and is denonstrated to be the
only satisfactory way to maintain sterility/stability of
t he drug.



2. Section C 01.038 states that a drug for human use is
adulterated and therefore prohibited if it contains:

- strychnine or its salts or derivatives;

- extracts/tinctures of Strychnos nux vom ca, Strychnos
ignatii, or a Strychnos species containing strychnine;

- nethapyrilene or its salts;

- echimdine or its salts;

- Synphytum asperum Synphytum x upl andi cum (pl ant extracts
or tinctures) or any other plant species containing
echi m di ne.

3. Section C. 01.040 states that no manufacturer or inporter
shall sell a drug for human use that contains:

- chl orof orm
- arsenic or its salts or derivatives.

4, Section C.01.040.1 states that no manufacturer shall use
met hyl salicylate as a medicinal ingredient in a drug for
internal use in humans.

Honeopat hi ¢ products are drugs and are, therefore, regul ated
under the Food and Drug Act and Regul ati ons. These products are
subject to the restrictions |listed above. However, it has been
determ ned that these provisions may unnecessarily restrict |ega
access to many honeopat hic products that may contain mnute
amounts of these substances and which are considered to present a
mnimal risk to users. Indeed, honeopathic products which contain
accept abl e anounts of “prohibited substance” are commonly used
wor | dwi de. Many consuners, nmanufacturers and distributors of these
product therefore argue that Canadi ans should be provided with
equal access to these |low risk products.

A letter was distributed to stakehol ders on Septenber 25,
1997 to solicite comments on TPP's proposal to anend the current
restrictions on “prohibited substances”. In addition, the proposa
was posted on the Therapeutic Products Programme website at:

http://ww. hc-sc. gc. cal/ hpb-
dgps/ t her apeut/ ht m eng/ consul t. htn .

This regul atory proposal originally presented a
recomendation to revoke sections C 01.036, C. 01.038, C 01.040 and
C.01.040.1. in their entirety. However, it was determ ned that the
Food and Drugs Act does not provide sufficient authority for the
revocation of these prohibitions. Therefore the original proposa
requires revision.

TPP i s now proposing to anmend the Food and Drug Regul ati ons
by prescribing standards for the safe use of these “prohibited
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substances”. The proposal would allow drug products to contain

t hese “prohi bited substances” in concentrations which neet the
nost stringent specificiations described in the Pharnmacopeoei as.
This proposal would result in the addition of Honeopat hic

Phar macopoei as of the United States (HPUS) and Honbopat hi sche
Arzneimttel (HAB)(Gernman Homeopat hi ¢ Phar macopoei a)to Schedul e B
to the Food and Drugs Act.

A new drug subm ssion (NDS) will be required to denonstrate
safety where a “prohibited substance” is proposed for use as a
medi ci nal ingredient in a drug.

Interested parties are encourage to provide conments on this
revi sed policy proposal to Lauraine Begin, Policy Division, Bureau
of Policy and Coordination, Therapeutic Products Programre,
Hol | and Cross, 1600 Scott Street, Tower B, 2" Floor, Address
Locator 3102C5, Ottawa, Ontario, KLA 1B6, or by Internet at
| aur ai ne_begi n@c-sc. gc. ca.

Commrents nmust be received within 30 days of publication of

this notice. All coments should cite the Canada Gazette, Part |,
and the date of the publication of this notice.

o/ s

DANN M M CHOLS

Director Genera

Ther apeutic Products
Pr ogr anme

Dat e: March 31, 1999




