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October 20, 2010

John Bethune

LISA

Re: Device Classification

Dear Mr. Bethune:

This is in reference to your request of September 30, 2010 for a letter confirming the

classification of the (|GG 2 poule opencr, . and N

As stated previously in my e-mail ruling of August 13, 2010, these four products do not
meet the definition of a medical device and therefore are not subject to the Medical Devices
Regulations,

The Food and Drugs Act defines "device" as "any article, instrument, apparatus or
contrivance, including any component, part or accessory thereof, manufactured, sold or
represented for use in

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal

physical state, or its symptoms. in human beings or animals,

(b) restoring, correcting or modifying a body function or the body structure of human

beings or animals.

(¢) the diagnosis of pregnancy in human beings or animals, or

{d) the care of human beings or animals during pregnancy and at and after birth of the

offspring, including care of the offspring,

and includes a contraceptive device but does not include a drug”

A "medical device" is defined as "a device within the meaning of the Act, but does not
include any device that is intended for use in relation to animals."

If you have any questions please do not hesitate to contact me.
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