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Caneda Cenhade

Graham Spry Building
250 Lanark Avenue
A.L. 2005D
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K1A 0K9

07-105668-659

SUBJECT: Withdrawal of Project 1474 (Schedule A claims) and introduction of
Project 1539 (Schedule A revison and claims)

Dear Madam/Sir:

Thisisto inform you of Heath Canada s change in gpproach for dlowing dams presently
prohibited by the Food and Drugs Act in the labelling and advertisng of non-prescription drugs and
natura hedlth products (NHPs).

Explanation of Schedule A and section 3

Subsections 3(1) and 3(2) (section 3) of the Food and Drugs Act prohibit the [abdling and
advertising to the generd public of food, drugs, cosmetics, or medica devices for the prevention,
treatment, or cure of any of the diseases, disorders, or anormal physica states (diseases) liged in
Schedule A to the Food and Drugs Act.

Changein approach

Hedlth Canada will withdraw Project 1474, the regulatory proposa to permit non-prescription
drugs and NHPs to carry prevention and treatment claims for Schedule A diseases, if the products have
undergone pre-market review and have received market authorization for those clams. Inits place,
Hedth Canada will introduce Project 1539, aregulatory proposd that achievesthe origina intent of
Project 1474 and, in addition, revisesthe list of diseasesin Schedule A.

Project 1539
Project 1539 is aregulatory amendment that proposes to revise the list of diseasesin Schedule

A, and to exempt non-prescription drugs and NHPs from the prevention prohibitionsin section 3. Al
clams must undergo pre-market review and receive market authorization.
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The firgt part of Project 1539 (Schedule A) would be revised to list only diseases which meet
one or more criteriaidentified by a Scientific Advisory Pand. The results of the Scientific Advisory
Panel are posted on Health Canada s web site at:  http://www.hc-
sc.gc.caldhp-mps/prodpharmalactivit/sci-consult/fda-lad-a/sapscha rop_gesaa crd _2005-09-21 e.ht
ml. Asaresult, non-prescription drugs and NHPs would be permitted to carry approved prevention,
treatment, or cure clamsin labelling and advertisng for diseases which are no longer liged in
Schedule A.

The second part of Project 1539 (Approved prevention claims) would be permitted in labelling
and advertisng for non-prescription drugs and NHPs for the diseases that remain in Schedule A.

Reason for change from Project 1474 to Project 1539

In September 2005, Hedth Canada convened a Scientific Advisory Pand to examine Schedule
A diseases. In November 2005, Health Canada pre-published Project 1474 in Canada Gazette,
Part I. In March 2006, the Scientific Advisory Panel recommended revisionsto Schedule A. When
Hedth Canada considered the recommendations, it became evident that revisions to Schedule A should
take place before or at the same time that any prohibitions for Schedule A diseases were lifted.
Furthermore, this position is supported by comments received during the Canada Gazette, Part I,
consultation period for Project 1474. Consequently, Hedlth Canada will withdraw Project 1474 and,
at the same time, will propose Project 1539, which revisesthe list of Schedule A diseases as
recommended by the Scientific Advisory Pand, and permits prevention clams for the remaining
Schedule A diseases.

This one-step regulatory approach continues to sustain Health Canada s long held policy
position that direct-to-consumer advertisng should not be alowed for prescription drugs and drugs that
treat or cure serious diseases.

Timing of changein approach

The withdrawa of Project 1474 and the pre-publication of Project 1539 are planned to occur
a thesametimein Canada Gazette, Part I, targetted for Spring/Summer 2007. Project 1539 will
alow for a 75-day comment period at that time on both parts of the project.

Yours sncerdly,
Origina sgned by

Nell Y egtes
Assgant Deputy Minister



