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( SOR/ DORS)
NATURAL HEALTH PRODUCTS REGULATI ONS

INTERPRETATION

1. (1) The followi ng definitions apply in these Regul ati ons.
"Act" neans the Food and Drugs Act. (Loi)

"adverse reaction” neans a noxi ous and uni ntended response to a
natural health product that occurs at any dose used or tested for
t he di agnosis, treatnent or prevention of a disease or for
nmodi fyi ng an organic function. (réaction indésirable)

"brand name"” neans a nanme in English or French, whether or not it
i ncl udes the name of a manufacturer, corporation, partnership or
I ndi vi dual

(a) that is used to distinguish the natural health product; and

(b) under which a natural health product is sold or advertised.
(mar que nom native)

"case report" neans a detailed record of all relevant data associ ated
with the use of a natural health product in a subject. (fiche
d' observati on)

"Conpendi um’ neans the Conpendi um of Monographs published by the
Departnent of Health and as anmended fromtinme to tine.
(Conmpendi um

"distributor” means a person who sells a natural health product to
anot her person for the purpose of further sale by that other
person. (distributeur)

"expiry date" neans the earlier of

(a) the date, expressed at m ninmum as a year and nonth, up to
and including which a natural health product maintains its
purity and physical characteristics and its nedicinal

i ngredients maintain their quantity per dosage unit and their
pot ency, and

(b) the date, expressed at m ninmum as a year and nonth, after
whi ch the manufacturer recomrends that the natural health
product should not be used. (date |limte d utilisation)
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"i mmedi ate contai ner" nmeans the container that is in direct contact
with a natural health product. (contenant i nmmedi at)

"inporter” means a person who inports a natural health product into
Canada for the purpose of sale. (inportateur)

"inner | abel" nmeans the | abel on or affixed to an i nmedi ate cont ai ner
of a natural health product. (étiquette intérieure)

"l ot nunmber" means any conbi nation of letters, figures, or both, by
whi ch a natural health product can be traced in manufacture and
identified in distribution. (numéro de | ot)

"manuf acturer” means a person who fabricates or processes a natural
heal th product for the purpose of sale, but does not include a
pharmaci st or other health care practitioner who, at the request
of a patient, conpounds a natural health product for the purpose
of sale to that patient. (fabricant)

"natural health product” neans a substance set out in Schedule 1 or a
conmbi nati on of substances in which all the medicinal ingredients
are substances set out in Schedule 1, a honmeopathic nedicine or a
tradi tional nedicine, that is manufactured, sold or represented
for use in

(a) the diagnosis, treatnment, mtigation or prevention of a
di sease, disorder or abnormal physical state or its synptons in
humans;

(b) restoring or correcting organic functions in humans; or

(c) modifying organic functions in humans, such as nodifying
those functions in a manner that nmaintains or pronotes health.

However, a natural health product does not include a substance set
out in Schedule 2, any conbi nati on of substances that includes a
substance set out in Schedule 2 or a honmeopathic nedicine or a
traditional nedicine that is or includes a substance set out in
Schedul e 2. (produit de santé naturel)

"outer | abel"™ neans the | abel on or affixed to the outside of a
package of a natural health product. (étiquette extérieure)

"principal display panel"” has the same nmeaning as in the Consuner
Packagi ng and Labelling Regul ations. (espace principal)

"probiotic" means a nmonoculture or m xed-culture of live
m cro-organi snms that benefit the m crobiota indigenous to hunmans.

(probi oti que)
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"proper nanme" neans, in respect of an ingredient of a natural health
product, one of the foll ow ng:

(a) if the ingredient is a vitamn, the name for that vitamn
set out in item3 of Schedule 1;

(b) if the ingredient is a plant or a plant nmaterial, an alga, a
bacterium a fungus, a non-human animal material or a probiotic,
the Latin nonmenclature of its genus and, if any, its specific
epi t het; and

(c) if the ingredient is other than one described in
par agraphs (a) or (b), the chem cal nane of the ingredient. (nom

propre)

"recomended conditions of use" neans, in respect of a natural health
product,

) (a) its recommended use or purpose;
(b) its dosage form
(c) its recomended route of adm nistration;

(d) its recommended dose;

(e) its recommended duration of use, if any; and

(f) its risk information, including any cautions, warnings,
contra-indications or known adverse reacti ons associated with
its use. (conditions d utilisation recomandées)

"security package" neans a package having a security feature that
provi des reasonabl e assurance to consuners that the package has
not been opened prior to purchase. (enballage de sécurité)

"serious adverse reaction” means a noxious and unintended response to
a natural health product that occurs at any dose and that requires
i n-patient hospitalization or a prolongation of existing
hospitalization, that causes congenital malformation, that results
in persistent or significant disability atelhe bilion, thiults
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"speci fications" means a description of a natural health product that
contains the information described in subsection 44(2).
(spécifications)

(2) Subject to subsection (3), the words and expressions used in
t he provisions of the Food and Drug Regul ations that are incorporated
by reference by these Regul ations shall have the neani ngs assigned to
t hem by these Regul ations, but if no nmeanings are assigned, they
shall have any nmeaning assigned to them by the Food and Drug
Regul ati ons.

(3) The word "manufacturer” in the provisions of the Food and Drug
Regul ations that are incorporated by reference by these Regul ati ons
shal | have the nmeaning assigned to it by the Food and Drug
Regul ati ons.

APPLICATION

2. (1) These Regul ations apply to
(a) the sale of natural health products;

(b) the manufacture, packaging, labelling and inportation for sale
of natural health products;

(c) the distribution of natural health products; and

(d) the storage of natural health products for the purposes of any
of the activities referred to in paragraphs (b) and (c).

(2) For the purposes of these Regul ations, a substance or
conbi nati on of substances or a traditional medicine is not considered
to be a natural health product if its sale, under the Food and Drug
Regul ations, is required to be pursuant to a prescription when it is
sold other than in accordance with section C. 01.043 of those
Regul ati ons.

3. Except where otherwi se indicated in these Regul ati ons, the
provi sions of the Food and Drug Regul ati ons do not apply to natural
heal t h products.
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PART 1
PRODUCT LI CENCES

Pr ohi bi ti on

4. (1) Subject to subsections (2) and (3), no person shall sell a
natural health product unless a product |licence is issued in respect
of the natural health product(2) No product |icence hol der,

manuf acturer, inmporter or distributor of a natural health product for
whi ch a product licence is issued shall sell the natural health
product during any period that the sale of that natural health
product is directed to be stopped under section 17.

(3) No person shall sell a natural health product for which a
product |icence is issued

(a) during the period of any suspension of the |icence under
section 18 or 19; or

(b) after cancellation of the |icence under paragraph 20(b).
Li cence Application

5. An application for a product licence shall be submtted to the
M ni ster and shall contain the followi ng informtion and docunents:

(a) the nanme, address and tel ephone nunber, and if applicable, the
facsim |l e nunber and electronic mail address of the applicant;

(b) if the address subm tted under paragraph (a) is not a Canadi an
address, the nanme, address and tel ephone number, and if

applicable, the facsimle nunmber and electronic mail address of
the applicant's representative in Canada to whom notices nmay be
sent;

(c) for each nedicinal ingredient of the natural health product,
(i) its proper nane and its common nane,
(i1) its quantity per dosage unit,

(
i

[ its potency, if a representation relating to its potency

iii)
s to be shown on any | abel of the natural health product,

(iv) a description of its source material, and
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(v) a statenent indicating whether it is synthetically
manuf act ur ed;

(d) a qualitative list of the non-nedicinal ingredients that are

proposed for the natural health product and for each ingredient
listed, a statement that indicates the purpose of the ingredient;

(e) each brand nanme under which the natural health product is
proposed to be sol d;

(f) the recommended conditions of use for the natural health
pr oduct ;

(g) information that supports the safety and efficacy of the
natural health product when it is used in accordance with the
recomended conditions of use;

(h) the text of each |label that is proposed to be used in
conjunction with the natural health product;

(i) a copy of the specifications to which the natural health
product will conply; and

(j) one of the followi ng attestations, nanely,

(i) if the natural health product is inported, an attestation by
t he applicant that the natural health product will be
manuf act ured, packaged, | abelled, inported, distributed and
stored in accordance with the requirenents set out in Part 3 or
in accordance with requirenments that are equivalent to those set
out in Part 3, or

(ii) if the natural health product is not inported, an
attestation by the applicant that the natural health product
wi || be manufactured, packaged, |abelled, distributed and stored
in accordance with requirenments set out in Part 3.

Si xty-Day Di sposition

6. (1) Subject to subsection (2), the Mnister shall dispose of an
application submtted under section 5 within 60 days after the day on
which it is submtted if, in support of the application, the only
information submtted by the applicant under paragraph 5(g) is that
which is

(a) in the case of an application respecting a natural health
product that has only one nmedicinal ingredient, contained in a
nonogr aph for that medicinal ingredient in the Conpendiun and
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(b) in the case of an application respecting a natural health
product that has nore than one medicinal ingredient, contained in
a nonograph for that conbi nati on of nedicinal ingredients in the
Conpendi um

(2) If the Mnister requests that additional information or
sanpl es be submtted under section 15, the 60-day period referred to
in subsection (1) does not include the number of days begi nning on
t he day on which the request is nmade and ending on the day on which
the additional information or sanples are received.

(3) For the purposes of this section, the Mnister disposes of an
application on the earlier of the day on which

(a) the licence is issued in accordance with section 7; and

(b) the applicant is sent a notice under subsection 9(1).
| ssuance and Anendnent

7. The M nister shall issue or anend a product licence if

(a) the applicant submts an application to the Mnister that is
i n accordance with section 5 or subsection 11(2), as the case may
be;

(b) the applicant submts to the Mnister all additional
i nformation or sanples requested under section 15;

(c) the applicant does not make a false or m sleading statenent in
t he application; and

(d) the issuance or amendnment of the licence, as the case may be,
is not likely to result in injury to the health of a purchaser or
consuner.

Pr oduct Nunber

8. (1) The M nister shall assign a product nunber to each natural
heal th product in respect of which a product |icence is issued.

(2) In the case of a natural health product that is a drug for
which a drug identification nunber is assigned in accordance with
subsection C.01.014.2(1) of the Food and Drug Regul ations, the
product nunber required under subsection (1) shall be the drug
identification nunber.
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Refusal to |ssue or Anend

9. (1) If the Mnister refuses to issue or amend a product |icence,
the Mnister shall send the applicant a notice that sets out the
reason for the refusal.(2) Wthin 30 days after the day on which
the notice is sent, the applicant may make a request that the

M ni ster reconsider the application.

(3) If the applicant makes a request in accordance with subsection
(2), the Mnister shal

(a) give the applicant an opportunity to be heard in respect of
t he application; and

(b) reconsider the application after giving the applicant that
opportunity.

10. (1) After reconsidering the application, the Mnister shall
i ssue or anmend the product licence if the requirenments of section 7
are net.

(2) If the Mnister again refuses to issue or anend the product
licence, the Mnister shall send the applicant a final notice that
sets out the reason for the refusal.

Amendnment

11. (1) If the licensee makes any of the follow ng changes in
respect of the natural health product, the licensee shall not sel
any lot or batch of the natural health product affected by the change
unl ess the product licence is anmended accordingly:

(a) a change to its recomended dose;
(b) a change to its recomended duration of use;

(c) the deletion or nodification of risk information shown on any
of its labels, including the deletion or nodification of a
caution, warning, contra-indication or known adverse reaction
associated with its use;

(d) a change of its recomended use or purpose;

(e) a change of the source material of any of its nedicina
I ngredi ents;
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(f) changing any of its nedicinal ingredients to or from being
synt hetical ly manufactured;

(g) a change to the potency of any of its medicinal ingredients;

(h) a change affecting its safety or efficacy that does not arise
as a result of

(i) a change to the quantity of a nedicinal ingredient per
dosage unit,

(i1) the addition or substitution of a nedicinal ingredient,
(iii) a change to its dosage form or
(iv) a change to its recommended route of adm nistration; or

(i) one or nmore of the follow ng changes to its specifications,
namel y,

(i) the renoval of a test method set out in the specifications,

(ii) the modification of a test method set out in the
specifications in a manner that w dens the purity tol erances of
t he natural health product or the quantity, identity or potency
tol erances of any of its nmedicinal ingredients, or

(iii) the nodification of a test nethod set out in the
specifications in a manner that renders it | ess precise,
accurate, specific or sensitive.

(2) An application to amend a product licence shall be submtted
to the Mnister and shall contain the follow ng information and
docunent s:

(a) the product nunber of the natural health product;

(b) a statement identifying each change described in
subsection (1) that has been nade;

(c) information denonstrating that the natural health product is
safe and efficacious after the change;

(d) the text of each |abel to be used in conjunction with the
natural health product after the change, if the change is any of
t hose described in paragraphs (1)(a) to (h); and

(e) a copy of the revised specifications, if the change is any of
t hose described in paragraph (1)(g) or (i).
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Notification

12. (1) If the licensee makes any of the changes described in
subsection (2) in respect of the natural health product, the |licensee
shall, within 60 days after the day on which the change is made,

(a) notify the Mnister of the change; and

(b) provide the Mnister with the text of each | abel used in

conjunction with the natural health product since the change, if
t he change is any of those described in paragraphs (2)(d) to (f).

(2) For the purposes of subsection (1), changes in respect of a
natural health product are

(a) a change to any of the information subm tted under
paragraph 5(a) or (b);

(b) a change to any of the information provided under section 22;

(c) the addition or substitution of a non-nmedicinal ingredient,
the addition or substitution of which does not affect its safety
or efficacy;

(d) its sale under a brand nane other than one subm tted under
par agraph 5(e);

(e) a change of the common or proper nanme of any of its nmedicina
I ngredi ents; and

(f) the addition of risk information to any of its |abels,
i ncluding the addition of a caution, warning, contra-indication or
known adverse reaction associated with its use.

Fundament al Change

13. For greater certainty, if the |licensee makes any of the
foll owi ng fundanental changes in respect of the natural health
product, the licensee may not sell the natural health product
af fected by the change unl ess a product licence is issued in
accordance with section 7 for the natural health product as changed:

(a) a change to the quantity of a nedicinal ingredient per dosage
unit;

(b) the addition or substitution of a medicinal ingredient;

(c) a change to its dosage fornm or
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(d) a change to its recomended route of adm nistration.

Li cence Contents

14. (1) A product licence shall set out the follow ng information:

(a) the name and address of the licensee;

(b) the product nunber of the natural health product;

(c) the dosage formthat is authorized for the natural health
product ;

(d) the recommended route of adm nistration that is authorized for
t he natural health product;

(e) the recommended dose that is authorized for the natural health
pr oduct ;

(f) the recommended duration of use, if any, that is authorized
for the natural health product;

(g) in respect of each nedicinal ingredient of the natural health
pr oduct

(i) its authorized quantity per dosage unit,
(ii) its authorized potency, if any, and
(iii) its authorized source materi al;

(h) the recommended use or purpose that is authorized for the
natural health product; and

(i) the date on which the licence was issued.

(2) Wthin 60 days after the day on which the product |icence is
i ssued, the licensee shall notify the Mnister of any information set
out on the licence that the licensee knows to be incorrect.

Addi tional Information or Sanples

15. If the information and docunents submtted in respect of a
product |icence application under section 5 or an application for
amendnment under subsection 11(2) are insufficient to enable the
M nister to determ ne whether the product |icence should be issued or
anmended, as the case may be, the Mnister may request that the
appl i cant provi de such additional information or sanples of the
natural health product as are necessary to nmake the determ nati on.
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Safety Information

16. If the Mnister has reasonable grounds to believe that a
natural health product may no | onger be safe when used under the
recommended conditions of use, the Mnister nay request that the
i censee provide the Mnister, within 15 days after the day on which
the request is received, with informati on and docunments denonstrating
that the natural health product is safe when used under the
recomended conditions of use.

Direction to Stop Sal e

17. (1) The Mnister may direct the licensee, manufacturer,
i nporter and distributor to stop their sale of a natural health
product if

(a) the licensee does not, within the required period, provide the

M nister with the information and docunents requested under
section 16;

(b) the information and docunents provided by the licensee in
accordance with section 16 do not denonstrate that the natural
heal th product is safe when used under the recomended conditions
of use;

(c) in the case of a natural health product that is inported, the
M ni ster has reasonable grounds to believe that the natural health
product is not manufactured, packaged, |abelled, inported,

di stributed or stored in accordance with the requirenents set out
in Part 3 or in accordance with requirenents that are equival ent
to those set out in Part 3;

(d) in the case of a natural health product that is not inported,
the M nister has reasonable grounds to believe that the natural
heal t h product is not manufactured, packaged, |abelled,

di stributed or stored in accordance with the requirenents set out
in Part 3; or

(e) the Mnister has reasonabl e grounds to believe that the

natural health product is not packaged or |abelled in accordance
with the requirenments set out in Part 5.

(2) The Mnister shall |ift a direction to stop the sale of a
natural health product if the |licensee provides the Mnister with
i nformati on and docunments denonstrating that

(a) in the case of a direction to stop sale arising under either
paragraph (1)(a) or (b), the natural health product is safe when
used under the recomended conditions of use;
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(b) in the case of a direction to stop sale arising under
paragraph (1)(c), the natural health product is manufactured,
packaged, | abelled, inported, distributed and stored in accordance
with the requirenments set out in Part 3 or in accordance with
requi rements that are equivalent to those set out in Part 3;

(c) in the case of a direction to stop sale arising under
paragraph (1)(d), the natural health product is manufactured,
packaged, | abelled, distributed and stored in accordance with the
requi rements set out in Part 3;

(d) in the case of a direction to stop sale arising under
paragraph (1)(e), the natural health product is packaged and
| abel l ed in accordance with the requirenents of Part 5; or

(e) the situation giving rise to the direction to stop the sal e of
t he natural health product did not exist.

Suspensi on and Cancel |l ation

18. (1) Subject to subsection (2), the Mnister may suspend a

product licence if the Mnister has reasonabl e grounds to believe
t hat

(a) the licensee has contravened t hese Regul ati ons or any
provi sion of the Act relating to the natural health product; or

(b) the licensee has made a false or m sl eading statement in the

application submtted under section 5 or the application for
amendnment under subsection 11(2).

(2) Subject to section 19, the Mnister shall not suspend a
product |icence unl ess

(a) the Mnister has sent the |licensee a notice that sets out the
reason for the intended suspension; and

(b) the licensee has not, within 90 days after the day on which
the notice referred to in paragraph (a) is received, provided the
Mnister with information or docunents denonstrating that the

i cence shoul d not be suspended on the grounds that

(i) the situation giving rise to the intended suspension did not
exi st, or

(i1) the situation giving rise to the intended suspension has
been corrected.
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19. The Mnister shall suspend a product |icence before giving the
i censee an opportunity to be heard if, as a result of any
circunmstance, the Mnister has reasonable grounds to believe that it
is necessary to do so to prevent injury to the health of a purchaser
or consuner.

20. If the M nister suspends a product |icence under section 18 or
19, the Mnister shall send the |icensee a notice that sets out the
reason for the suspension and the day on which the suspension is
effective, and the M nister shal

(a) reinstate the licence if, within 90 days after the day on
whi ch the suspension is effective, the |icensee provides the

M nister with informati on or docunents denonstrating that the
situation giving rise to the suspension did not exist or that it
has been corrected; or

(b) cancel the licence if, within 90 days after the day on which
the suspension is effective, the |licensee has not provided the
Mnister with the information or docunents referred to in

par agraph (a).

21. If the Mnister cancels a |licence under paragraph 20(b), the
M ni ster shall send the licensee a notice that sets out the reason
for the cancellation and the day on which the cancellation is
ef fective.

Site Information

22. (1) Subject to subsection (2), the |licensee shall provide the
Mnister with the following information prior to comencing the sale
of the natural health product:

(a) in respect of each manufacturer, packager, |abeller and
I nporter of the natural health product

(i) the person's nanme, address and tel ephone nunmber, and if
applicable, the person's facsimle nunber and el ectronic nail
address, and

(ii) if the person conducts the activity in Canada, the nunber
assigned to the site licence issued in respect of that activity;

(b) the name, address and tel ephone nunmber, and if applicable, the
facsimle nunber and electronic mail address of each distributor
of the natural health product;

(c) the address of each building in which the natural health
product is manufactured, packaged or | abell ed;
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(d) the address of each building in which the natural health
product is stored for the purposes of inportation or distribution;
and

(e) if the natural health product is inported, evidence
denmonstrating that the natural health product will be
manuf act ured, packaged, | abelled, inported, distributed and stored
I n accordance with the requirenents set out in Part 3 or in
accordance with requirenents that are equivalent to those set out
in Part 3.

(2) If the natural health product is one in respect of which a
drug identification nunber is assigned in accordance with subsection
C.01.014.2 (1) of the Food and Drug Regul ations and at the tinme the
product licence is issued in respect of the natural health product it
is already being sold, the licensee shall provide the information
referred to in subsection (1) within 30 days after the day on which
t he product |icence is issued.

Recor ds

23. (1) Every licensee who sells a natural health product shall
mai ntain the foll ow ng records:

(a) a list of all ingredients contained in each |lot or batch of
t he natural health product that has been nade avail able for sale;
and

(b) records containing sufficient information to enable the recal

of every lot or batch of the natural health product that has been
made avail able for sale.

(2) The records shall be maintained by the licensee for a period
of one year following the expiry date of the natural health product
to which that record rel ates.

Reacti on Reporting

24. (1) A licensee shall provide the Mnister with

(a) a case report for each serious adverse reaction to the natural
heal t h product that occurs inside Canada, within 15 days after the
day on which the |licensee becones aware of the reaction; and

(b) a case report for each serious unexpected adverse reaction to
t he natural health product that occurs inside or outside Canada,
within 15 days after the day on which the |icensee becones aware
of the reaction.
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(2) Alicensee who sells a natural health product shall annually
prepare and maintain a summary report that contains a concise and
critical analysis of

(a) all adverse reactions to the natural health product that have
occurred inside Canada; and

(b) all reactions for which a case report is required to be
provi ded under subsection (1), that have occurred

(i) during the previous 12 nonths, and

(i1) at a dose used or tested for the diagnosis, treatnment or
prevention of a disease or for nodifying organic functions in
humans.

(3) If after reviewing a case report provided under subsection (1)
or after review ng any other safety data relating to the natural
heal th product, the M nister has reasonable grounds to believe that
t he natural health product may no | onger be safe when used under the
recommended conditions of use, the Mnister may request that, within
30 days after the day on which the request is received, the |licensee

(a) provide to the Mnister a copy of any sunmmary report prepared
under subsection (2); or

(b) prepare and provide to the Mnister an interimsummary report
contai ning a concise and critical analysis of

(i) all adverse reactions to the natural health product that
have occurred inside Canada, and

(ii) all reactions for which a case report is required to be
provi ded under subsection (1), that have occurred

(A) since the date of the nobst recent sunmary report prepared
under subsection (2), and

(B) at a dose used or tested for the diagnosis, treatnment or
prevention of a disease or for nodifying organic functions in
humans.

Recal | Reporting

25. Every licensee who comences a recall of a natural health
product shall provide the Mnister with the information referred to
in section 62 within three days after the day on which the recall is
comrenced.
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PART 2
SI TE LI CENCES
Application

26. This Part does not apply to any activity that is conducted in

respect of a natural health product solely for the purposes of a
clinical trial as defined in section 63.

Pr ohi bi ti on

27. (1) Subject to subsection (2), no person shall nmanufacture,
package, |abel or inport a natural health product for sale unless

(a) the person holds a site licence issued in respect of the
activity; and

(b) the person conducts the activity in accordance with the
requi rements set out in Part 3.

(2) No person who holds a site |licence shall manufacture, package,
| abel or inport a natural health product for sale

(a) during the period of any suspension of the |icence under
section 39 or 40; or

(b) after cancellation of the |icence under paragraph 41(b).
Li cence Application

28. An application for a site licence shall be submtted to the
M ni ster and shall contain the followi ng information and docunents:

(a) the name, address and tel ephone nunber, and if applicable, the
facsiml e nunber and electronic nail address of the applicant;

(b) a statement specifying which one or nore of the activities of
manuf act uri ng, packaging, labelling or inporting the applicant is
proposi ng to conduct;

(c) if the applicant is proposing to manufacture, package or | abel
a natural health product, the address of each building in which
each activity is proposed to be conducted;

(d) if the applicant is proposing to inport a natural health
product, the address of each building in which that natural health
product is proposed to be stored,
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(e) for each activity specified under paragraph (b), a statenent
i ndi cati ng whether or not the applicant is proposing to conduct
the activity in respect of a natural health product in sterile
dosage form and

(f) in respect of the buildings, equipnment, practices and
procedures used to conduct each activity specified under
paragraph (b), a report froma quality assurance person
denonstrating that they conply with the requirenents set out in
Part 3.

| ssuance and Anendnent
29. (1) The Mnister shall issue or anend a site licence if

(a) the applicant submts an application to the Mnister that is

i n accordance with section 28 or subsection 32(2), as the case may
be;

(b) the applicant provides the Mnister with all additional
i nformation requested under section 37; and

(c) the applicant does not make a false or m sleading statenent in
t he applicati on.

(2) If the Mnister issues a site |icence, the Mnister shal
assign that licence a site licence number.

Refusal to |ssue or Anend

30. (1) If the Mnister refuses to issue or anend a site licence,

the Mnister shall send the applicant a notice that sets out the
reason for the refusal.

(2) Wthin 30 days after the day on which the notice is sent, the
applicant may make a request that the Mnister reconsider the
application.

(3) If the applicant makes a request in accordance with subsection
(2), the M nister shal

(a) give the applicant an opportunity to be heard in respect of
t he application; and

(b) reconsider the application after giving the applicant that
opportunity.
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31. (1) After reconsidering the application, the Mnister shal
i ssue or anmend the site licence if the requirenments of subsection
29(1) are net.

(2) If the Mnister again refuses to issue or amend the site
licence, the Mnister shall send the applicant a final notice that
sets out the reason for the refusal.

Amendnment

32. (1) A licensee shall not conduct any of the follow ng
activities unless the site licence is anmended accordingly:

(a) conduct any activity for a which a site licence is required
that the licensee is not already authorized to conduct;

(b) if the licensee is authorized to manufacture, package or | abel
a natural health product, conduct that activity in a building that
is not one in which the conduct of that activity is authorized;

(c) if the licensee is authorized to inport a natural health
product, store a natural health product in a building that is not
one in which the storage is authorized; or

(d) if the licensee is authorized to conduct an activity, but not
al ready authorized to conduct it in respect of a natural health
product in sterile dosage form conduct the activity in respect of
a natural health product in that form

(2) An application to anend a site |licence shall be submtted to
the Mnister and shall contain the follow ng information and
docunent s:

(a) the licence nunber;

(b) a statenment that specifies each activity referred to in
subsection (1) that the licensee is proposing to conduct; and

(c) a report froma quality assurance person denonstrating that

t he buil di ngs, equipnent, practices and procedures used in respect
of each activity conducted by the licensee will remain in
conpliance with the requirenents set out in Part 3.

Notification

33. If the licensee makes any of the foll ow ng changes, the
i censee shall notify the Mnister of the change within 60 days after
the day on which the change is nade:
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(a) a change to the information subm tted under paragraph 28(a);
and

(b) a change that substantially alters any buil ding, equipnment,
practice or procedure in respect of which a report froma quality
assurance person was submtted under paragraph 28(f).

Li cence Contents
34. A site licence shall set out the follow ng information:

(a) the nanme and address of the licensee;
(b) the site |icence nunber;

(c) each activity that the licensee is authorized to conduct and a

statenment indicating whether the activity is authorized to be
conducted in respect of a natural health product in sterile dosage
form

(d) if the licensee is authorized to manufacture, package or | abel

a natural health product, the address of each building in which
the licensee is authorized to conduct that activity; and

(e) if the licensee is authorized to inport a natural health
product, the address of each building in which the licensee is
aut horized to store that natural health product.

Expiry

35. (1) A site licence expires on the first anniversary of the day

on mhich it was issued unless it is renewed in accordance with
section 36.

(2) A site licence that is renewed in accordance with section 36
expires on the day on which the renewal period ends unless the
licence is further renewed in accordance with section 36.

Renewal

36. (1) The M nister shall renew a site licence if

(a) the licensee submts a request to renew the licence to the
M nister no later than 30 days before the day on which the |icence
expires;

(b) the licensee provides the Mnister with all additiona
i nformation requested under section 37; and
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(c) the renewal of the licence is not likely to result in injury
to the health of a purchaser or consuner.

(2) If the Mnister renews a site |icence, the Mnister shal
renew it for a period of

(a) one year, if on the next anniversary of the day on which the
li cence was issued, the |licensee will have held the licence for a
period of |less than three years;

(b) two years, if on the next anniversary of the day on which the

l'i cence was issued, the licensee will have held the licence for a
period of at |east three years but |ess than nine years; or

(c) three years, if on the next anniversary of the day on which
the licence was issued, the licensee will have held the |licence
for a period of nine years or nore.

(3) Asite licence renewal becones effective on the day after the
anni versary of the day on which the |licence was issued.

Addi ti onal I nformation

37. If the information and docunents submtted in respect of an
application under section 28, an application for amendnment under
subsection 32(2) or a request for renewal under section 36 are
insufficient to enable the Mnister to determ ne whether the |icence
shoul d be issued, anended or renewed, as the case may be, the
M ni ster may request that the applicant provide the Mnister with
such additional information as is necessary to nmake the
det erm nati on.

Rel i nqui shment of Authorization

38. (1) A licensee may, by amendnment of the site licence,
relinquish any part of the authorization given to the |icensee under
this Part.

(2) An application to anend the site licence for the purposes of
subsection (1) shall be submtted to the Mnister and shall contain
the follow ng informati on and docunents:

(a) a docunent, signed and dated by the |icensee, that sets out

the site |icence nunber and that specifies each activity or, by
address, each building, in respect of which the authorization is
requested to be relinquished; and

(b) an attestation, signed and dated by a quality assurance
person, stating that after the relinquishnment, the buildings,
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equi pment, practices and procedures used in respect of each
activity conducted by the licensee will remain in conpliance with
the requirenments set out in Part 3.

(3) The Mnister shall anmend the site licence as requested by the
i censee in paragraph (2)(a) if the licensee provides the Mnister
with an application that is in accordance with subsection (2).

Suspensi on and Cancel |l ation

39. (1) Subject to subsection (2), the Mnister may suspend a site
licence if the Mnister has reasonable grounds to believe that

(a) the licensee has contravened any provision of the Act or these
Regul ati ons; or

(b) the licensee has nade a false or m sleading statenent in the
application submtted under section 28 or the application for
amendnment under subsection 32(2).

(2) Subject to section 40, the Mnister shall not suspend a site
licence unl ess

(a) the Mnister has sent the |licensee a notice that sets out the
reason for the intended suspension; and

(b) the licensee has not, within 90 days after the day on which
the notice referred to in paragraph (a) is received, provided the
Mnister with information or docunents denonstrating that the

l i cence shoul d not be suspended on the grounds that

(i) the situation giving rise to the intended suspension did not
exi st, or

(i1) the situation giving rise to the intended suspensi on has
been corrected.

40. The M nister shall suspend a site |licence before giving the
| icensee an opportunity to be heard if, as a result of any
circunstance, the Mnister has reasonable grounds to believe that it
i's necessary to do so to prevent injury to the health of a purchaser
or consuner.

41. If the Mnister suspends a site licence under section 39 or
40, the Mnister shall send the |licensee a notice that sets out the
reason for suspension and the day on which the suspension is
effective, and the M nister shal
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(a) reinstate the licence if, within 90 days after the day on
whi ch the suspension is effective, the |icensee provides the

M nister with information or docunents denonstrating that the
Situation giving rise to the suspension did not exist or that it
has been corrected; or

(b) cancel the licence if, within 90 days after the day on which
t he suspension is effective, the |icensee has not provided the
Mnister with the information or docunents referred to in

par agraph (a).

42. |If the Mnister cancels a |icence under paragraph 41(b), the
M ni ster shall send the |licensee a notice that sets out the reason
for the cancellation and the day on which the cancellation is
effective.

PART 3
GOOD MANUFACTURI NG PRACTI CES
Pr ohi biti on

43. (1) Subject to subsection (2), no person shall sell a natural
heal th product unless it is manufactured, packaged, | abelled,
i mported, distributed or stored, as the case may be, in accordance
with this Part.

(2) A person may sell a natural health product that is
manuf act ured, packaged, | abelled, inported, distributed or stored, as
the case may be, in accordance with requirenents that are equival ent
to those set out in this Part if the natural health product is
i nport ed.

Speci fications

44. (1) Every natural health product available for sale shal
conply with the specifications submtted in respect of that natural
heal th product under paragraph 5(i) and with every change to those
specifications made by the product |icence hol der.

(2) The specifications shall contain the follow ng information:
(a) detailed information respecting the purity of the natural
heal t h product, including statenents indicating its purity

t ol er ances;

(b) for each nmedicinal ingredient of the natural health product,
detailed information respecting its quantity per dosage unit and
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its identity, including statenents indicating its quantity and
identity tol erances;

(c) if arepresentation relating to the potency of a nedicinal
ingredient is to be shown on a | abel of the natural health
product, detailed information respecting the potency of the
medi ci nal ingredient, including statenments indicating its potency
tol erances; and

(d) a description of the nethods used for testing or exani ning the
natural health product.

(3) The specifications and every change to those specifications
shall be approved by a quality assurance person.

Prem ses

45. (1) Every natural health product shall be manufactured,
packaged, | abelled and stored in prem ses that are designed,
constructed and maintained in a manner that permts the activity to
be conducted under sanitary conditions, and in particul ar that

(a) permts the prem ses to be kept clean and orderly;

(b) permts the effective cleaning of all surfaces in the
prem ses;

(c) permts the natural health product to be stored or processed
appropriately;

(d) prevents the contam nation of the natural health product; and

(e) prevents the addition of an extraneous substance to the
natural heal th product.

(2) Every natural health product shall be stored under conditions
that will maintain the quality and safety of the natural health
product.

Equi pnent

46. Every natural health product shall be manufactured, packaged,

| abel | ed and stored using equi pnment that is designed, constructed,
mai nt ai ned, operated and arranged in a manner that

(a) permts the effective cleaning of its surfaces;

(b) permits it to function in accordance with its intended use;
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(c) prevents it fromcontam nating the natural health product; and

(d) prevents it from addi ng an extraneous substance to the natural
heal t h product.

Per sonne

47. Every natural health product shall be manufactured, packaged,

| abel | ed and stored by personnel who are qualified by educati on,
training or experience to performtheir respective tasks.

Sanitation Program

48. Every natural health product shall be manufactured, packaged,
| abel l ed and stored in accordance with a sanitation programthat sets
out

(a) procedures for effectively cleaning the prem ses in which the
activity is conduct ed;

(b) procedures for effectively cleaning the equi pnment used in the
activity;

(c) procedures for handling any substance used in the activity;
and

(d) all requirenents, in respect of the health, the hygienic

behavi our and the clothing of the personnel who are involved in
the activity, that are necessary to ensure that the activity is
conducted in sanitary conditions.

Oper ati ons

49. Every natural health product shall be manufactured, packaged,
| abel | ed and stored in accordance with standard operating procedures
that are designed to ensure that the activity is conducted in
accordance with the requirenents of this Part.

50. Every manufacturer, packager, |abeller, inporter and
di stributor shall establish and maintain a system of control that
permts the rapid and conplete recall of every lot or batch of the
natural health product that has been nmade avail able for sale.
Qual ity Assurance

51. (1) Every manufacturer, packager, |abeller, inporter and
di stri butor shal

(a) have a quality assurance person who
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(i) is responsible for assuring the quality of the natural
heal th product before it is nade avail able for sale, and

(i1) has the training, experience and technical know edge
relating to the activity conducted and the requirenents of this
Part; and

(b) investigate and record every conplaint received in respect of

the quality of the natural health product and, if necessary, take
corrective action.

(2) Every natural health product shall be manufactured, packaged
and | abell ed using only material that, prior to its use in the
activity, has been approved for that use by a quality assurance
person.

(3) Every natural health product shall be manufactured, packaged,
| abel | ed and stored using nethods and procedures that, prior to their
i npl enent ati on, have been approved by a quality assurance person.

(4) Every lot or batch of a natural health product shall be

approved by a quality assurance person before it is made avail abl e
for sale.

(5) Every natural health product that is sold and subsequently
returned to its manufacturer, packager, |abeller, inporter or
di stributor, as the case may be, shall be approved by a quality
assurance person before that natural health product may be nmade
avai l abl e for resale.

Stability
52. Every manufacturer and every inporter shall determ ne the
period of tinme that, after being packaged for sale, the natural
heal th product will continue to conply with its specifications when

(a) it is stored under its recomended storage conditions; or

(b) if it does not have recommended storage conditions, it is
stored at room tenperature.

Recor ds
Manuf acturers
53. Every manufacturer who sells a natural health product shall
mai ntain the followng records at the site at which the natural
heal th product is manufactured:

(a) the master production docunent for the natural health product;
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(b) a list of all ingredients contained in each |lot or batch of
t he natural health product;

(c) records of any testing conducted in respect of a lot or batch
of raw material used in the manufacture of the natural health
pr oduct ;

(d) records of any testing conducted in respect of a lot or batch
of the natural health product;

(e) a copy of the specifications for each natural health product
that is being manufactured at the site;

(f) records denonstrating that each |Iot or batch of the natural

heal th product was manufactured in accordance with the
requi rements of this Part;

(g) a record of each determ nation made by the manufacturer in

accordance with section 52 and the information that supports that
determ nati on;

(h) records containing sufficient information to enable the recal
of every lot or batch of the natural health product that has been
made avail able for sale;

(i) alist of all natural health products that are being
manuf actured at the site; and

(j) a copy of the sanitation programin use at the site.
Packagers

54. Every packager who sells a natural health product shall
mai ntain the followi ng records at the site at which the natura
heal th product is packaged:

(a) records of any testing conducted in respect of the materi al
used to package the natural health product;

(b) records denonstrating that each lot or batch of the natural
heal t h product was packaged in accordance with the requirenments of
this Part;

(c) records containing sufficient information to enable the recal

of every lot or batch of the natural health product that has been
made avail able for sale;

(d) a list of all natural health products that are being packaged
at the site; and
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(e) a copy of the sanitation programin use at the site.
Label l ers

55. Every |l abeller who sells a natural health product shall
mai ntain the following records at the site at which the natural
heal th product is | abell ed:

(a) records denonstrating that each lot or batch of the natural

heal th product was | abelled in accordance with the requirenents of
this Part;

(b) records containing sufficient information to enable the recal
of every lot or batch of the natural health product that has been
made avail able for sale;

(c) alist of all natural health products that are being | abelled
at the site; and

(d) a copy of the sanitation programin use at the site.

| nporters

56. Every inporter who sells a natural health product shall
mai ntain the foll ow ng records:

(a) the master production docunent for the natural health product;

(b) a list of all ingredients contained in each |lot or batch of
t he natural health product;

(c) records of any testing conducted in respect of a lot or batch
of the natural health product;

(d) a copy of the specifications for the natural health product;

(e) a record of each determ nation nmade by the inporter in
accordance with section 52 and the information that supports that
determ nati on

(f) records containing sufficient information to enable the recal
of every lot or batch of the natural health product that has been
made avail able for sale; and

(g) a copy of the sanitation programin use by the inporter.
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Di stributors

57. Every distributor shall maintain the follow ng records at the
site at which the natural health product is stored:

(a) records containing sufficient information to enable the recal
of every |lot or batch of the natural health product that has been
made avail able for sale;

(b) a list of all natural health products that are being stored at
the site; and

(c) a copy of the sanitation programin use at the site.
Record Mai nt enance

58. Every person required under this Part to maintain a record
that relates to a | ot or batch of a natural health product shal
mai ntain that record for a period of one year followi ng the expiry
date of the natural health product to which that record rel ates.
Sterile Natural Health Products

59. Every natural health product that is intended to be sterile
shal | be manufactured and packaged

(a) in a separate and encl osed area;
(b) under the supervision of a person trained in mcrobiol ogy; and

(c) using a nethod scientifically proven to ensure its sterility.

Opht hal m ¢ Use

60. (1) Section C. 01.064 of the Food and Drug Regul ati ons applies
in respect of natural health products except that it shall be read
wi t hout reference to the words "or parenteral".

(2) Section C. 01.065 of the Food and Drug Regul ations applies in
respect of natural health products except that it shall be read
wi t hout reference to

(a) the words "or parenteral"; and

(b) the words "or to its conmon nane if there is no proper nane".
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Lot or Batch Sanples

61. (1) Subject to subsection (3), if the Mnister has reasonable

grounds to believe that a lot or batch of a natural health product
made avail able for sale may result in injury to the health of a
purchaser or consuner, the Mnister may require the manufacturer,
i nporter or distributor to provide a sanple of that |ot or batch.
(2) The sanple shall be of sufficient quantity to enable a

determ nati on of whether the |lot or batch of the natural health
product conplies with the specifications for that natural health
pr oduct .

(3) The Mnister shall not require a sanple of a |lot or batch
referred to in subsection (1) to be provided if nore than one year
has el apsed since the expiry date of that natural health product.

Recal | Reporting

62. Every manufacturer, inmporter or distributor who commences a

recall of a natural health product shall provide the Mnister with
the follow ng information in respect of that natural health product
within three days after the day on which the recall is comenced:

(a) the proper nanme and the common nane of each nedi ci nal
I ngredient that it contains;

(b) each brand nanme under which it is sold;
(c) its product nunber;

(d) the nunmber of each |ot or batch recall ed;

(e) the nanme and address of each manufacturer, inporter and
di stributor of the natural health product;

(f) the reasons for commencing the recall;
(g) the quantity manufactured or inported into Canada;
(h) the quantity that was distributed in Canada;

(i) the quantity remaining in the possession of each manufacturer,
I mporter and distributor of the natural health product; and

(j) a description of any other action that the manufacturer,
i mporter or distributor, as the case may be, is taking in respect
of the recall.
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PART 4
CLI NI CAL TRI ALS | NVOLVI NG HUMAN SUBJECTS
I nterpretation

63. The follow ng definitions apply in this Part.

"adverse event" means any adverse occurrence in the health of a
clinical trial subject who is adm nistered a natural health
product, that may or nmay not be caused by the adm nistration of
t he natural health product, and includes an adverse reaction, a
serious adverse reaction and a serious unexpected adverse
reaction. (incident thérapeutique)

“clinical trial" means an investigation in respect of a natural
heal t h product that involves human subjects and that is intended
to discover or verify its clinical, pharmacol ogical or
phar macodynam c effects, to identify any adverse events that are
related to its use, to study its absorption, distribution,
met abol i sm and excretion, or to ascertain its safety or efficacy.
(essai clinique)

"good clinical practices" neans generally accepted clinical practices
that are designed to ensure the protection of the rights, safety
and wel |l -being of clinical trial subjects and other persons, and
the good clinical practices referred to in section 74. (bonnes
pratiques cliniques)

"inport" means to inport a natural health product into Canada for the
purpose of sale in a clinical trial. (inporter)

"investigator's brochure” means a document containing the preclinical
and clinical information in respect of the natural health product
that is described in paragraph 66(e). (brochure du chercheur)

"protocol” means a docunent that describes the objectives, design,
met hodol ogy, statistical considerations and organi zation of a
clinical trial. (protocole)

"qualified investigator" neans the person responsible to the sponsor
for the conduct of the clinical trial at a clinical trial site,
who is entitled to provide health care under the | aws of the
provi nce where the clinical trial site is |located and who is

(a) in the case of a clinical trial respecting a natural health
product to be used for dental purposes only, a physician or
denti st and a nmenber in good standing of a professional nedical
or dental association; and
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(b) in any other case, a physician and a menber in good standing
of a professional nedical association. (chercheur qualifié)

"research ethics board" neans a body that is not affiliated with the
sponsor, and

(a) the principal mandate of which is to approve the initiation
of , and conduct periodic reviews of, bionedical research

i nvol vi ng human subjects in order to ensure the protection of
their rights, safety and well-being; and

(b) that has at least five nenbers, that has a majority of
menbers who are Canadi an citizens or permanent residents under
the Immgration Act, that is conposed of both nmen and wonen and
that includes at |east

(i) two nmenbers whose primary experience and expertise are in
a scientific discipline, who have broad experience in the

met hods and areas of research to be approved and one of whom
is froma nedical discipline or, if the clinical trial is in

respect of a natural health product to be used for dental

pur poses only, is froma nmedical or dental discipline,

(ii) one nmenmber know edgeable in conplementary or alternative
heal th care,

(iii) one nmenmber know edgeable in ethics,

(iv) one nmenmber know edgeable in Canadian | aws relevant to the
research to be approved,

(v) one menber whose primary experience and expertise are in a
non-scientific discipline, and

(vi) one nmenber who is fromthe conmunity or is a
representative of an organization interested in the areas of
research to be approved and who is not affiliated with the
sponsor or the site where the clinical trial is to be
conducted. (comté d éthique de |la recherche)

"sponsor"” nmeans an individual, corporate body, institution or
organi zation that conducts a clinical trial. (pronoteur)

Application
64. (1) Subject to subsection (2), this Part applies to the sale

or inmportation of natural health products to be used for the purposes
of clinical trials involving human subj ects.
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(2) Except for paragraph 65(1)(a), subsection 65(2), section 68,
par agraphs 74(a) to (i), subsections 75(1) and 76(1) and (2),
par agraphs 76(3)(a) to (d) and (f) to (h), subsection 76(4) and
sections 77 and 80 to 83, this Part does not apply to the sale or
i nportation of a natural health product for the purposes of a
clinical trial authorized under section 68.

Pr ohi biti on

65. (1) Despite section 4 and subject to subsection (2), no person
shall sell or inmport a natural health product for the purposes of a
clinical trial unless

(a) the person is authorized under this Part;

(b) the person conplies with this Part and section C.01.064 of the
Food and Drug Regul ati ons; and

(c) if the natural health product is to be inported, the person
has a representative in Canada who is responsible for the sale of
t he natural health product.

(2) No person shall sell a natural health product for the purposes
of a clinical trial

(a) during the period of any suspension of the authorization under
section 80 or 81; or

(b) after cancellation of the authorization under paragraph 82(b).
Application for Authorization

66. An application by a sponsor for authorization to sell or
i nport a natural health product for the purposes of a clinical trial
shall be submtted to the Mnister and shall contain the follow ng
i nformati on and docunents:

(a) a copy of the protocol for the clinical trial

(b) a copy of the statenent, as it will be set out in each

i nformed consent form that states the risks and antici pated
benefits arising to the health of clinical trial subjects as a
result of their participation in the clinical trial;

(c) aclinical trial attestation, signed and dated by the sponsor,
cont ai ni ng

(i) the title of the protocol and the clinical trial nunber,
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(ii) the brand nane or the code for the natural health product,

(iiti) for each medicinal ingredient of the natural health
pr oduct

(A) the proper nane and common nane of the ingredient, and

(B) the quantity of the ingredient per dosage unit of the
natural health product,

(iv) a qualitative list of the non-nmedicinal ingredients of the
nat ural health product,

(v) the dosage form of the natural health product,

(vi) the nanme, address and tel ephone nunber and, if applicable,
the facsin|le nunber and el ectronic mail address of the sponsor,

(vii) if the natural health product is to be inported, the nane,
address and tel ephone nunber and, if applicable, the facsinmle
number and el ectronic nmail address of the sponsor's
representative in Canada who is responsible for the sale of the
nat ural health product,

(viii) the address of each clinical trial site,

(ix) for each clinical trial site, the name, address and
t el ephone number and, if applicable, the facsim|e nunber and
electronic mail address of the qualified investigator,

(x) for each clinical trial site, the nane, address and

t el ephone nunber and, if applicable, the facsimle nunber and

el ectronic mail address of the research ethics board that
approved the protocol referred to in paragraph (a) and approved
an i nformed consent form containing the statenent referred to in
par agraph (b),

(xi) for each clinical trial site, the name, address and

t el ephone nunmber and, if applicable, the facsimle nunber and
el ectronic mail address of any research ethics board that has
previously refused to approve the protocol referred to in
paragraph (a), its reasons for doing so and the date on which
t he refusal was given, and

(xii) a statenent

(A) that the clinical trial will be conducted in accordance
with good clinical practices and these Regul ati ons, and
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(B) that all information contained in, or referenced by, the
application is conplete and accurate and is not false or
m sl eadi ng;

(d) an attestation, signed and dated by the research ethics board
for each clinical trial site, that it has reviewed and approved

t he protocol referred to in paragraph (a) and an infornmed consent
formcontaining the statenent referred to in paragraph (b) and
that the board carries out its functions in a manner consi stent
with good clinical practices;

(e) an investigator's brochure that contains the follow ng
I nformation, nanely,

(i) the physical, chemcal and, if any, the pharmaceutical
properties of the natural health product,

(ii) the chem stry and manufacturing information of each
synthetically manufactured medicinal ingredient of the natural
heal t h product,

(iii) the pharmacol ogical properties of the natural health
product, including its netabolites in all animal species tested,
1 any,

(iv) the pharmacokinetics of the natural health product and the
natural health product netabolism including the biological
transformati on of the natural health product in all animal
species tested, if any,

(v) the toxicological effects in any animl species tested under
a single dose study, a repeated dose study or a special study in
respect of the natural health product, if any,

(vi) the results of carcinogenicity studies in any ani nal
species tested in respect of the natural health product, if any,

(vii) the results of clinical pharmacokinetic studies of the
natural health product, if any,

(viii) the information regarding natural health product safety,
phar macodynam cs, efficacy and dose responses of the natural
heal th product that were obtained fromprevious clinical trials
in humans, if any,

(i x) the known contra-indications for and the precautions to be
taken in respect of the natural health product, and

(x) the recomended treatnment in the event of an overdose of the
natural health product, if any; and
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(f) the proposed date for the commencenent of the clinical trial
at each clinical trial site.

Aut hori zati on

67. (1) The Mnister shall authorize a sponsor to sell or inport a
natural health product for the purposes of a clinical trial if

(a) the sponsor submits an application to the Mnister that is in
accordance with section 66;

(b) the sponsor provides the Mnister with all additional
I nformation or sanples requested under section 73; and

(c) the M nister has reasonable grounds to believe, based on an

assessnment of the application, an assessnment of any sanples or
I nformati on provided under section 73 or a review of any other
I nformation that

(i) the use of the natural health product for the purposes of
the clinical trial will not endanger the health of a clinical
trial subject or other person,

(ii) the clinical trial is not contrary to the best interests of
the clinical trial subjects, and

(iii) the objectives of the clinical trial will be achieved.

(2) The Mnister shall authorize the sponsor to sell or inport a
natural health product for the purposes of a clinical trial by
sendi ng the sponsor a notice of the authorization.

68. A sponsor is authorized to sell or inport a natural health
product for the purposes of a clinical trial if the clinical trial is
in respect of a recomended use or purpose for which that natural
heal th product is issued a product |icence.

Commencenent Notice

69. The sponsor shall notify the Mnister of the date on which the

sale or inportation of a natural health product for the purposes of a
clinical trial will comrence at a clinical trial site at |east 15
days before the day on which that sale or inmportation commences.

Noti ficati on

70. If the sale or inportation of a natural health product for the
purposes of a clinical trial is authorized under this Part, the
sponsor may make one or nore of the follow ng changes if the sponsor
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provides the Mnister with notification of the change within 15 days
after the day on which the change is made:

(a) a change to the information referred to in
subparagraph 66(e)(ii) that does not affect the quality or safety
of the natural health product; and

(b) a change to the protocol that does not alter the risk to the

health of a clinical trial subject, other than a change for which
an amendnent is required by section 71.

Amendnment

71. (1) Subject to subsection (2), if the sale or inportation of a
natural health product for the purposes of a clinical trial is
aut hori zed under this Part, the sponsor may not make any of the
foll ow ng amendnents unl ess the authorization is amended accordi ngly:

(a) an anmendnent to the protocol that affects the sel ection,
nmonitoring or dismssal of a clinical trial subject;

(b) an amendnent to the protocol that affects the eval uati on of
the clinical efficacy of the natural health product;

(c) an anmendnent to the protocol that alters the risk to the
health of a clinical trial subject;

(d) an anmendnent to the protocol that affects the safety
eval uati on of the natural health product;

(e) an anmendnent to the protocol that extends the duration of the
clinical trial; and

(f) an anendnent to the information referred to in
subpar agraph 66(e)(ii) that may affect the safety or quality of
t hat natural health product.

(2) If the sponsor is required to i medi ately make one or nore of
t he amendnents referred to in subsection (1) because the clinical
trial or the use of the natural health product for the purposes of
the clinical trial endangers the health of a clinical trial subject
or other person, the sponsor may i medi ately nmake the anmendnment and
shall provide the Mnister with the information referred to in
subsection (3) within 15 days after the day on which the amendnent is
made.

(3) An application by the sponsor to anmend the authorization for
the sale or inportation of a natural health product under this Part
shall be submtted to the Mnister and, in addition to a reference to
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the application submtted under section 66, shall contain the
followmng information and docunents:

(a) if as a result of the amendnent it is necessary to anend the
statement referred to in paragraph 66(b),

(i) a copy of the anmended statenment that indicates the new
i nformation, and

(i1) for each clinical trial site, the name, address and

t el ephone nunber and, if applicable, the facsimle nunber and
el ectronic mail address of the research ethics board that
approved the anended st atenent;

(b) if the application is in respect of an anmendnment referred to
I n any of paragraphs (1)(a) to (e),

(i) a copy of the amended protocol that indicates the amendnent,
(i1) a copy of the protocol submtted under paragraph 66(a),
(iii) the rationale for the amendnent,

(iv) for each clinical trial site, the nanme, address and

t el ephone nunmber and, if applicable, the facsiml|e nunber and
el ectronic mail address of the research ethics board that
approved the anmended protocol, and

(v) the name, address and tel ephone nunber and, if applicable,
the facsimle nunmber and electronic mail address of any research
et hics board that has previously refused to approve any
amendnment to the protocol, its reasons for doing so and the date
on which the refusal was given;

(c) if the application is in respect of an anmendnent referred to

i n paragraph (1)(e), a copy of the anmended investigator's brochure
or an addendumto the investigator's brochure that indicates the
new i nf ormati on, including supporting toxicol ogical studies and
clinical trial safety data, if any; and

(d) if the application is in respect of an anmendnment referred to
i n paragraph (1)(f), a copy of the anended chem stry and
manufacturing information that indicates the amendnent, and the
rationale for that amendnent.

(4) The Mnister shall anend the authorization to sell or inport a
natural health product for the purposes of a clinical trial if
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(a) the sponsor submts an application for anmendnment to the
M nister that is in accordance with subsection (3);

(b) the sponsor provides the Mnister with all additional
i nformation or sanples requested under section 73; and

(c) the Mnister has reasonabl e grounds to believe, based on an

assessnment of the application for amendnent, an assessnent of any
sanples or information submtted under section 73 or a review of
any other information that

(i) the use of the natural health product for the purposes of
the clinical trial will not endanger the health of a clinical
trial subject or other person, and

(i1) the clinical trial is not contrary to the best interests of
the clinical trial subjects.

(5) The M nister shall anend the authorization to sell or inport a
natural health product for the purposes of a clinical trial by
sendi ng the sponsor a notice of the amendnent.

72. |If the authorization to sell or inport a natural health
product for the purposes of the clinical trial is amended in
accordance with subsection 71(5), the sponsor shal

(a) before comencing to sell or inport the natural health product
i n accordance with the amended aut horization

(i) cease to sell or inport the natural health product in
accordance with the existing authorization, and

(i1) maintain records concerning the information referred to in
subparagraph 66(c)(ix), if any of that information has changed
since it was submtted, and the information referred to in

par agraph 66(f); and

(b) conduct the clinical trial in accordance with the anmended
aut hori zation.

Addi tional Information and Sanpl es

73. If the information and docunments submitted in respect of an
application under section 66 or an application for amendnent under
subsection 71(3) are insufficient to enable the Mnister to determ ne
whet her the sale or inportation of the natural health product shoul d
be aut horized or whether the authorization should be anended, as the
case may be, the M nister may request that the sponsor provide the
M nister with sanples of the natural health product or additional
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information relevant to the natural health product or the clinical
trial that are necessary to make the determ nation.

Sponsor's Obligations
Good Clinical Practices

74. Every sponsor shall ensure that a clinical trial is conducted

in accordance with good clinical practices and, without limting the
generality of the foregoing, shall ensure that

(a) the clinical trial is scientifically sound and clearly
described in a protocol;

(b) the clinical trial is conducted, and the natural health
product is used, in accordance with the protocol and this Part;

(c) systens and procedures that assure the quality of every aspect
of the clinical trial are inplenented;

(d) for each clinical trial site, the approval of a research
ethics board is obtained before the clinical trial begins at the
site;

(e) at each clinical trial site, there is no nore than one
qual ified investigator;

(f) at each clinical trial site, medical care and nedica
deci sions,in respect of the clinical trial, are under the
supervi sion of the qualified investigator;

(g) each individual involved in the conduct of the clinical trial
is qualified by education, training and experience to performhis
or her respective tasks;

(h) witten infornmed consent, given in accordance with the
applicable | aws governing consent, is obtained fromevery person
before that person participates in the clinical trial but only
after that person has been infornmed of

(i) the risks and anticipated benefits to his or her health
arising fromparticipation in the clinical trial, and

(i1) all other aspects of the clinical trial that are necessary
for that person to make the decision to participate in the
clinical trial;

(i) the requirenents respecting information and records set out in
section 76 are net; and
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(j) the natural health product is manufactured and stored in
accordance with the requirenments set out in Part 3 except for
section 61.

Label I'i ng
75. (1) The sponsor shall ensure that the natural health product
bears a | abel that sets out the following information in both
of ficial |anguages:

(a) a statenment indicating that the natural health product is an

I nvestigational natural health product to be used only by a
qual ified investigator;

(b) the brand nanme or code of the natural health product;

(c) the expiry date of the natural health product;

(d) the recommended storage conditions for the natural health
product, if any;

(e) the | ot nunmber of the natural health product;

(f) the nanme and address of the manufacturer;

(g) the nanme and address of the sponsor; and

(h) the protocol code or identification.

(2) Sections 86 to 94 do not apply to a natural health product
used for the purposes of a clinical trial.

Recor ds

76. (1) The sponsor shall record, handle and store all information

in respect of a clinical trial in a way that allows its conplete and
accurate reporting as well as its interpretation and verification.

(2) The sponsor shall maintain conplete and accurate records to
establish that the clinical trial is conducted in accordance with
good clinical practices and these Regul ati ons.

(3) The sponsor shall maintain conplete and accurate records in
respect of the use of a natural health product in a clinical trial,
i ncl udi ng

(a) a copy of all versions of the investigator's brochure for the
natural health product;
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(b) records respecting each change nmade to the investigator's
brochure, including the rationale for each change and
docunment ati on that supports each change;

(c) records respecting all adverse events in respect of the
natural health product that have occurred inside or outside
Canada, including informati on that specifies the dosage form and
t he use and purpose of the natural health product at the time of
t he adverse event;

(d) records respecting the enrolnment of clinical trial subjects,

I ncluding information sufficient to enable all clinical trial
subjects to be identified and contacted in the event that the sale
of the natural health product nmay endanger the health of the
clinical trial subjects or other persons;

(e) records respecting the shipnment, receipt, disposition, return
and destruction of the natural health product;

(f) for each clinical trial site, an undertaking fromthe
qualified investigator that is signed and dated by the qualified
i nvestigator prior to the comencenent of his or her
responsibilities in respect of the clinical trial, that states

t hat

(i) the qualified investigator will conduct the clinical trial
in accordance with good clinical practices, and

(ii) the qualified investigator will imediately, on

di sconti nuance of the clinical trial by the sponsor, in its
entirety or at a clinical trial site, notify both the clinical
trial subjects and the research ethics board of the

di sconti nuance, provide themw th the reasons for the

di sconti nuance and advise themin witing of any potential risks
to the health of clinical trial subjects or other persons;

(g) for each clinical trial site, a copy of the protocol, infornmed
consent form and any amendment to the protocol or informed consent
formthat have been approved by the research ethics board for that
clinical trial site; and

(h) for each clinical trial site, an attestation, signed and dated
by the research ethics board for that clinical trial site, stating
that it has reviewed and approved the protocol and informed
consent formand that the board carries out its functions in a
manner consi stent with good clinical practices.

(4) The sponsor shall maintain all records referred to in this
Part for a period of 25 years.
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Subm ssion of Information and Sanpl es

77. (1) The Mnister shall require a sponsor to provide, within
two days after the day on which the request is received, information
concerning the natural health product or the clinical trial, or
sanpl es of the natural health product, if the Mnister has reasonable
grounds to believe that

(a) the use of the natural health product for the purposes of the
clinical trial endangers the health of a clinical trial subject or
ot her person;

(b) the clinical trial is contrary to the best interests of a
clinical trial subject;

(c) a qualified investigator is not respecting the undertaking
referred to in paragraph 76(3)(f); or

(d) information submtted or provided in respect of the natural
heal th product or the clinical trial is false or m sleading.

(2) The Mnister may require the sponsor to provide, within
seven days after the day on which the request is received, any
information or records referred to in section 76, or sanples of the
natural health product, in order to assess the safety of the natural
heal th product or the health of clinical trial subjects or other
per sons.

Reacti on Reporting

78. (1) During the course of a clinical trial, the sponsor shal
notify the Mnister of any serious adverse reaction and any serious
unexpect ed adverse reaction to the natural health product that has
occurred inside Canada as follows:

(a) if it is neither fatal nor life threatening, within 15 days
after the day on which the sponsor becones aware of the
I nformation; and

(b) if it is fatal or life threatening, within seven days after
t he day on which the sponsor becones aware of the information.

(2) The sponsor shall, within eight days after the day on which
the Mnister is notified under paragraph (1)(b), provide the Mnister
with a conplete report in respect of that information that includes
an assessnent of the inportance and inplication of any findings made.
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Di sconti nuance of a Clinical Trial

79. (1) If the sponsor discontinues aclinical trial initsentirety
or at a clinical trial site, the sponsor shal

(a) notify the Mnister of the discontinuance within 15 days after
t he day of the discontinuance;

(b) provide the Mnister with the reason for the discontinuance
and its inpact on the proposed or ongoing clinical trials in
respect of the natural health product conducted in Canada by the
sponsor;

(c) as soon as possible, notify all qualified investigators of the
di sconti nuance and of the reasons for the discontinuance, and
advise themin witing of any potential risks to the health of
clinical trial subjects or other persons; and

(d) in respect of each discontinued clinical trial site, stop the
sale or inportation of the natural health product as of the day of
t he di sconti nuance and take all reasonable neasures to ensure the
recovery of all unused quantities of the natural health product

t hat have been sold(2) If the sponsor discontinues a clinical

trial inits entirety or at a clinical trial site, the sponsor nmay
resunme selling or inporting the natural health product for the

pur poses of the clinical trial inits entirety or at the clinical
trial site if, in respect of each clinical trial site where the
sale or inportation is to be resuned, the sponsor submts to the
M nister the information referred to in subparagraphs 66(c)(ix) to
(xi) and paragraphs 66(d) and (f).

Suspensi on and Cancel |l ation

80. (1) Subject to subsection (2), the Mnister may suspend the
aut horization to sell or inport a natural health product for the
purposes of a clinical trial, inits entirety or at a clinical trial
site, if the Mnister has reasonable grounds to believe that

(a) the sponsor has contravened these Regul ati ons or any
provi sions of the Act relating to the natural health product;

(b) any information submtted or provided in respect of the
natural health product or clinical trial is false or m sl eading;

(c) the sponsor has failed to conply with good clinical practices;
or

(d) the sponsor has failed to
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(i) provide information or sanples of the natural health product
as required under section 73 or 77, or

(i1) notify the Mnister or provide a report under section 78.

(2) Subject to section 81, the Mnister shall not suspend the
aut hori zati on unl ess

(a) the Mnister has sent the sponsor a notice that indicates
whet her the authorization is intended to be suspended in its
entirety or at a clinical trial site and the reason for the

i nt ended suspensi on; and

(b) the sponsor has not, within 30 days after the day on which the
notice referred to in paragraph (a) is received, provided the

M nister with informati on or docunents denonstrating that the

aut hori zati on should not be suspended on the grounds that

(i) the situation giving rise to the intended suspension did not
exi st, or

(i1) the situation giving rise to the intended suspension has
been corrected.

81. The M nister shall suspend the authorization to sell or inport
a natural health product for the purposes of a clinical trial, inits
entirety or at a clinical trial site, before giving the sponsor an
opportunity to be heard if, as a result of any circunstance, the
M ni ster has reasonable grounds to believe that it is necessary to do
so to prevent injury to the health of a clinical trial subject or
ot her person.

82. If the Mnister suspends the authorization under section 80 or
81, the Mnister shall send the sponsor a notice that sets out the
reason for the suspension, the day on which the suspension is
effective and indicating whether the authorization is suspended in
its entirety or at a clinical trial site, and the Mnister shall

(a) reinstate the authorization in its entirety or at a clinical
trial site, as the case may be, if within 30 days after the day on
whi ch the suspension is effective the sponsor provides the
Mnister with information or docunents denonstrating that the
Situation giving rise to the suspension did not exist or that it
has been corrected; or

(b) cancel the authorization in its entirety or at a clinical
trial site, as the case may be, if within 30 days after the day on
whi ch the suspension is effective the sponsor has not provided the
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M nister with the informati on or documents referred to in
par agraph (a).

83. If the Mnister cancels the authorization under
paragraph 82(b), the Mnister shall send the sponsor a notice that
sets out the reason for the cancellation, the day on which the
cancellation is effective and indicating whether the authorization is
cancelled in its entirety or at a clinical trial site.

PART 5

GENERAL

El ectronic Signatures

84. Any signature that is required by these Regul ations to be
shown on a record or docunment may be an el ectronic reproduction of
the required signature.

El ectroni ¢ Records

85. Any record that is required to be maintained by these
Regul ations may be maintained in any electronic format from which a
printed copy of the record can be produced.

Label I'i ng and Packagi ng
Gener al

86. (1) No person shall sell a natural health product unless it is
| abel | ed and packaged in accordance with these Regul ati ons.

(2) Despite subsection (1), a person may sell a natural health
product that is not |abelled and packaged in accordance with these
Regulations if the sale is to a manufacturer or distributor.

87. (1) Subject to subsection (2), when required by these
Regul ations to be shown on a | abel, the follow ng information

respecting a natural health product shall be in both English and
French:

(a) any of the information referred to in paragraphs (a) to (f) of
the definition "recomended conditions of use" in subsection 1(1);

(b) the common nane and proper nanme of each nedicinal ingredient
and each non-nedicinal ingredient that it contains;
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(c) a description of the source material of a nedicinal
i ngredi ent; and

(d) its storage conditions.

(2) The common nane or proper name of a nedicinal ingredient or
non- nedi ci nal ingredient shall be shown in any other |anguage if the
nanme does not have an English or French equival ent.

88. The statenents, information and declarations required by these

Regul ations to be shown on a | abel of a natural health product shall
be

(a) clearly and prom nently displayed; and

(b) readily discernible to the purchaser or consuner of the
natural health product under the customary conditions of purchase
and use.

89. If a natural health product has only one |abel, that | abel

shall show all the statenents, information and decl arations required
by these Regul ations to be shown on both the inner and outer | abels.

90. Every lot number required by these Regulations to be shown on
a | abel of a natural health product shall be preceded by one of the
foll owi ng desi gnati ons:

(a) "Lot nunber";
(b) "Lot No.";
(c) "Lot"; or

(d) "(L)"

91. Every product nunber required by these Regul ations to be shown
on a | abel of a natural health product shall

(a) in the case of a honeopathic nmedicine, be preceded by the
desi gnation "DIN-HM'; and

(b) in any other case, be preceded by the designation "NPN'

92. No reference, direct or indirect, to the Act, the Food and
Drug Regul ations or to these Regul ations shall be nade on any | abel

of or in any advertisenent for a natural health product unless the
reference is specifically required by |aw.
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93. (1) Subject to section 3 of the Act and section 94, the inner
and outer | abels shall show the following information in respect of a
nat ural health product:

(a) on the principal display panel,

(i) a brand nane,

(i1) its product nunmber,

(iii) its dosage form

(iv) if it is sterile, the words "sterile" and "stérile", and

(v) the net anmobunt in the imediate container in ternms of
wei ght, neasure or numnber; and

(b) on any panel,
(i) the name and address of the product |icence hol der,
(it) if it is inmported, the nanme and address of the inporter,

(i1i) the common nanme of each nedicinal ingredient that it
cont ai ns,

(iv) the proper nane of each nedicinal ingredient it contains,
but only if the proper name is not the chem cal nane,

(v) alist by proper nanme, or by common name if the proper nane
is the chem cal nane, that sets out the quantity of each
medi ci nal ingredient per dosage unit and, if any, the authorized
potency of that medicinal ingredient,

(vi) its reconmended use or purpose,

(vii) its recomended route of adm nistration,

(viii) its recomended dose,

(ix) its recomended duration of use, if any,

(x) its risk information including any cautions, warnings,
contra-indications or known adverse reactions associated with
its use,

(xi) its recommended storage conditions, if any,

(xii) its lot number,
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(xiii) its expiry date, and

(xiv) a description of the source material of each nedicinal
i ngredient that it contains.

(2) In addition to the requirenents set out in subsection (1), the
outer |abel shall show

(a) a qualitative list by conmmon nane, preceded by the words "non-

medi ci nal ingredients", of all non-nmedicinal ingredients of the
natural health product; and

(b) if the natural health product contains mercury or any of its
salts or derivatives as a non-nedicinal ingredient, a statenent
that sets out the quantity of mercury contained in the natural
heal t h product.

Smal | Package Labelling

94. (1) Subject to section 3 of the Act, the natural health
product shall be labelled as follows if the imedi ate container is
not | arge enough to accommodate an inner |abel that conplies with the
requi rements of section 93:

(a) the inner |abel shall show the followi ng in respect of the
natural health product, nanely,

(i) a brand nane,

(i1) a qualitative list by proper nanme, or by common nane if the
proper name is the chem cal nane, that in descendi ng order of
quantity per dosage unit, sets out all medicinal ingredients
that it contains,

(iii) its recomended dose,

(iv) its recomended duration of use, if any,

(v) its lot nunber,

(vi) its expiry date

(vii) its product nunber,

(viii) if it is sterile, the words "sterile"” and "stérile",

(ix) the net anmount in the inmmedi ate container in ternms of
wei ght, measure or nunber,

(x) its recommended use or purpose, and



DRAFT - 50 - 8:26am june 17, 2003
SPM NC JUS- 601727

(xi) if it does not have an outer |abel, a statenment that refers
t he purchaser or consuner to the leaflet that is required in
accordance with subsection (2); and

(b) the outer label, if any, shall be | abelled as required under
section 93.

(2) If the natural health product does not have an outer | abel,
the statenents, information and declarations required to be shown on
the outer | abel under section 93 shall be shown in a leaflet that is
affixed or attached to the i medi ate cont ai ner.

Security Packagi ng

95. (1) Subject to subsection (2), no person shall sell or inport
a natural health product that is packaged unl ess the natural health
product is contained in a security package.

(2) Subsection (1) does not apply to |ozenges.

(3) Subject to subsection (4), a statenent or illustration that
draws attention to the security feature of the security package
referred to in subsection (1) shall be shown

(a) on the inner |abel; and

(b) if the security feature is a part of the outer package, on the
outer | abel.

(4) Subsection (3) does not apply if the security feature of a

security package is self-evident and is an integral part of the
i mmedi at e cont ai ner

Pressuri zed Cont ai ners

96. Sections A .01.061 to A 01.063 of the Food and Drug Regul ati ons
apply in respect of natural health products.

Cautionary Statenments and Child Resistant Packages

97. Subsections C.01.001(2) to (4) and C.01.028(1),
par agraphs C. 01.028(2)(b) and (c), section C. 01.029,
subsection C.01.031(1), paragraphs C.01.031.2(1)(a) and (c) to (g),
subsection C. 01.031.2(2), and paragraphs C. 01.031.2(3)(a) and (c) of
t he Food and Drug Regul ations apply in respect of natural health
products.
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Medi ci nal | ngredi ent Representations

98. Section C.01.012 of the Food and Drug Regul ati ons applies in

respect of natural health products.
| nspectors

99. Sections A . 01.022 to A 01.026 of the Food and Drug Regul ati ons
apply in respect of natural health products.

| nported Natural Health Products

100. In addition to these Regul ati ons, sections A 01.040 to
A. 01. 044 of the Food and Drug Regul ations apply in respect of natural
heal t h products.

Export Certificates

101. Section A 01.045 of the Food and Drug Regul ati ons and

Appendix Ill to those Regul ations apply in respect of natural health
products.

Sanpling of Articles

102. Sections A 01.050 and A.01.051 of the Food and Drug
Regul ations apply in respect of natural health products.

Tabl et Di sintegration Timnmes

103. Subsection C.01.015(1) and paragraphs C.01.015(2)(d) to (f)
of the Food and Drug Regul ations apply in respect of natural health
products.

PART 6
AMENDMENTS, TRANSI TI ONAL PROVI SI ONS AND COM NG | NTO FORCE

Amendnent s

Food and Drug Regul ati ons

104. Section C. 01.030 of the Food and Drug Regul ations! is
repeal ed.

105. Division 4 of Part D of the Regulations is repeal ed.

1'CRC, c. 870
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106. Sections D.05.001 to D.05.007 of the Regul ations are
repeal ed.

107. Section D.05.010 of the Regul ations is repeal ed.
Transitional Provisions

108. (1) Subject to section 110, a person may, w thout conplying
with these Regul ations, sell a drug to which these Regul ati ons apply
that is assigned a drug identification nunber in accordance with
section C.01.014.2(1) of the Food and Drug Regul ations, until the
earlier of

(a) the day on which an application for a product licence in
respect of the drug is disposed of or wthdrawn, and

(b) Decenmber 31, 2009.

(2) A person who sells a drug under subsection (1) shall conduct
that sale in accordance with the requirements of the Food and Drug
Regul ati ons.

109. An application for a product licence that is nade in respect
of a drug referred to in subsection 108(1) on or before Decenmber 31
2009 is not required to contain the information referred to in

par agraph 5(g).

110. A sale or inportation of a drug to which these Regul ati ons
apply that, before January 1, 2004, is authorized for the purposes of
a clinical trial under Division 5 of Part C of the Food and Drug
Regul ations shall continue to be regul ated under that Division.

111. Until Decenmber 31, 2009, a person nmay sell a |ot or batch of
a drug referred to in section 108 that is not |abelled or packaged in
accordance with the requirenments of Part 5 if the ot or batch is
packaged in accordance with the requirenents of the Food and Drug
Regul ati ons.

112. If during the period beginning on January 1, 2004 and endi ng
on Decenber 31, 2005, the information referred to in section 22 is
not available to the licensee prior to comrencing the sale of the
natural health product or within 30 days after the day on which the
license is issued in respect of the natural health product, as the
case may be, the licensee shall provide the information to the
M ni st er innediately after it is available to the |icensee.

113. (1) A person who, before January 1, 2004, manufactures,
packages, |abels or inmports for sale a drug to which these
Regul ations apply may continue to conduct the activity in respect of
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that drug wi thout conplying with the requirenments of Parts 2 and 3,
until the earlier of

(a) the day on which that person's application for a site licence
to conduct that activity in respect of the drug is disposed of or
wi t hdrawn, and

(b) Decenber 31, 2005.

(2) A person who conducts an activity under subsection (1) shal
conduct that activity in accordance with the requirenents of the Food
and Drug Regul ati ons.

114. (1) A person who, before January 1, 2004, distributes a drug
to which these Regul ations apply may continue to conduct the activity
in respect of that drug w thout conplying with the requirenments of
Part 3 until Decenmber 31, 2005.

(2) A person who conducts an activity under subsection (1) shal
conduct that activity in accordance with the requirenments of Division
2 of Part C of the Food and Drug Regul ati ons.

115. A person may sell a lot or batch of a drug referred to in
section 108 that is not manufactured, packaged, |abelled, inported,
di stributed or stored, as the case nay be, in accordance with the
requi renments of Part 3 if

(a) the lot or batch is manufactured, packaged and | abell ed before
January 1, 2006; and

(b) any manufacturing, packaging, |abelling, inportation,

di stribution or storage of the lot or batch that is not conducted
in accordance with the requirenments of Part 3 is conducted in
accordance with the requirenments of Division 2 of Part C of the
Food and Drug Regul ati ons.

Com ng into Force

116. (1) Except for section 6, these Regulations come into force
on January 1, 2004.

(2) Section 6 conmes into force on July 1, 2004.
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SCHEDULE 1
(Subsection 1(1))

| NCLUDED NATURAL HEALTH PRODUCT SUBSTANCES

ltem Subst ances

1. A plant or a plant material, an alga, a bacterium a
fungus or a non-human ani mal materi al

2. An extract or isolate of a substance described in item 1,
the primary nol ecul ar structure of which is identical to
that which it had prior to its extraction or isolation

3. Any of the follow ng vitam ns:
bi otin
fol ate
ni acin
pant ot heni c aci d
ri boflavin

t hi am ne

vitam n A
vitam n Bg
vitam n By,
vitamn C
vitamn D
vitamn E

An am no acid
An essential fatty acid

A synthetic duplicate of a substance described in any of
items 2 to 5

7. A m neral
8. A probiotic
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SCHEDULE 2
(Subsection 1(1))

EXCLUDED NATURAL HEALTH PRODUCT SUBSTANCES

|tem Substances

A substance set out in Schedule C to the Act

A substance set out in Schedule D to the Act, except for the
foll ow ng:

(a) a drug that is prepared fromany of the follow ng
m cro-organi sns, nanely, an alga, a bacteriumor a fungus;
and

(b) any substance set out on Schedule D when it is
prepared in accordance with the practices of honmeopathic
phar macy

A substance regul ated under the Tobacco Act

A substance set out in any of Schedules | to V of the
Controll ed Drugs and Substances Act

A substance that is adm nistered by puncturing the derms

6. An antibiotic prepared froman alga, a bacterium or a fungus
or a synthetic duplicate of that antibiotic
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