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A. Regulations - Overview =3l fijiR

Food and Drug NHP
Regulations Regulations

'\/’

Food and Drugs

Act
\

Medical Devices Cosmetics
Regulations Regulations

m Used to be either food or drug before 2004
® NHP regulations introduced on 01/01/2004 by Health Canada
B Regulated as subset of drugs. Pre-market approval required.

® NHP regulations: Product licensing, site licensing/GMP, clinical trials,
labeling, adverse reaction reporting
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A. Regulations - NHP Definition <X 5 & X

I
Substance:

1. A plant, an alga, a bacterium, a fungus or a non-human animal material
2. An extract or isolate of the above
3. Vitamins (selected)
4. Amino acids

5. Essential fatty acids
6

7

8

. Synthetic duplicates of any of 2 to 5
Minerals
. Probiotics
Permitted claims:

1. Therapeutic - diagnosis, treatment, mitigation, or prevention (except
Schedule A diseases)

2. Risk reduction
3. Structure/function
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A. Regulations - Product Licensing (PL) /= EM AR

O Types of product license application (PLA)
Compendial (i.e. monograph)
Traditional claim (e.g. TCM/CM)
Non-traditional claim

Homeopathic

Transitional DIN

O Required supporting evidence in PLA

m Efficacy
m Safety
B Quality

O PL open to foreign applicants with Canadian representatives
O PL issued as Natural Product Number (NPN)
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A. Regulations - GMP & Site Licensing (SL) 7\ iE

O GMP required to ensure product safety and quality. SL required for all
manufacturers, packagers, labelers and importers in Canada

O Foreign sites
u Foreign site must meet Canadian GMP requirements

u Evidence required for SL application (one of the following):
Audit report

Quality Assurance Report (QAR)

Drug establishment license (DEL)

Certificate of Compliance (COC)

GMP Certificate

Others

O0OO0O00Oa0

u Asia countries with qualified authority for GMP certificate - Taiwan,
Indonesia, Japan, Korea, Malaysia, Singapore

u Countries with Mutual Recognition Agreement (MRA) for COC - The
European Community, Switzerland, Australia
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A. Regulations - Clinical Trials |54

[0  Clinical trial not mandatory for PLA
[0 NHP clinical trials (Phase I-III) allowed for:

New condition(s) of use

Additional evidence to support PL application and approval
NHP with no prior history of use in humans

Comparative bioavailability studies on two NHP

NHP used to treat side effects of a conventional drug

NHP used to enhance efficacy of a conventional drug

0  Full clinical trial application (CTA) required to be filed with
Health Canada to obtain Notice of Authorization (NOA) prior to
the commencement of the trial

[0 Health Canada only authorizes trials to be conducted in
Canada
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A. Regulations - License Application Timeline
FE MU [8]

[0 PL-10to 210 days
Class I: NNHPD monographs
Class II: Combination of NNHPD monographs
Class III: Others

[0 SL - 45 days to 6 months
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A. Regulations - License Application Cost 3 /JHiAiF %%

[0 Currently no application fees

[0 Cost recovery scheme proposed (table below) pending
implementation

Application Type Fee Timeline (in

days)

Compendial PL $1,500 60

Compendial-like PL $1,700 150

Non-compendial $1,810 150

(single ingredient) PL

Non-compendial $3,610 150

(multi-ingredient) PL

SL $2,110 60
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A. Regulations — Summary % & 45
|

Regulated by NHP Regulations as a subset of drugs
Require pre-market approval

Structure-function, Risk-reduction, and Treatment or
Therapy claims are permitted

Specific labeling requirements

GMP compliance required

Site Licenses required

Approval required from NHPD for clinical trials
Mandatory Adverse Reaction Reporting

OO0O0O00 oO00
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B. Opportunity Hli&

]
[0 Health Canada product license opened to foreign applicants

[0 Allowable direct and strong claims (therapeutic, risk reduction,
structure/function) for products
B TCM/CM modernization and internationalization
B Botanical medicine and phytomedicine
® Nutritional and dietary supplements
B Clinical nutrition and medicinal food

[0 Approved in Canada and/or made-in Canada products better perceived by
consumers

[0 Greater mainstream market access domestically and globally

November 3-4, 2014 China International Nutrition & Health Summit 2014 11



C. Case Studies - Alive Vitamins, Canada %/

Bl Hon, 2, Canada

Health Canada

www.hc-sc.gc.ca

Home > Drugs and Health Products > Natural Health Products > Licensed Natural Health Products Database

Drugs and Health Products
&= Print | [A] Text Size: S M L XL Help

Product Information

User Guide Terminology Guide Compendium of Monographs
New Search
Natural Product Number: 80002123
Current Status: Active
Brand Name(s): Glucosamine Sulfate 500 Mg Osteoarthritic Joint Pain Relief
Name of Licensee: Alive Vitamins
Dosage Form: Capsule
Recommended Route of Oral
Administration:
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C. Case Studies - Nature’s Way/Enzymatic Therapy,
United States %/

I
Bl & Ehace Canadd

Health Canada

www.hc-sc.gc.ca

Francals ____|Home ____|Contactus __ |Help _____|Search ____|canada.gc.ca

Home > Drugs and Health Products > Natural Health Products > Licensed Natural Health Products Database
Drugs and Health Products

&=, Print | [A] Text Size: S M L XL Help

Product Information

User Guide Terminology Guide Compendium of Monographs
New Search
Natural Product Number 800549395
(NPN):
Current Status: Active
Brand Name(s): Thisilyn Cleanse With 6-Fiber Blend
Licence Holder: MNature's Way of Canada Ltd/ Enzymatic Therapy (Canada) Inc
Dosage Form: Capsule
Recommended Route of Oral

Administration:
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C. Case Studies - Foods For Beauty, Hong Kong %/

B+l 253 &% Canada

Help canada.gc.ca
Home > Drugs and Health Products > Natural Health Products > Licensed Natural Health Products Database
Drugs and Health Products

& Print | [E] Text Size: S M L XL Help

Product Information
User Guide Terminology Guide Compendium of Monographs
New Search
Natural Product Number: 80011513
Current Status: Active
Brand Name(s): Skin Vitamins And Minerals
Name of Licensee: Foods for Beauty Enterprise Limited
Dosage Form: Tablet
Recommended Route of Oral
Administration:

Recommended Dose:

Sub Population (Sub Pop.) Amount Frequency (Freq.)

e e o e e e
1.0

Adults tablet 3 daily
* UoM: Unit of Measure

Recommended Use or Purpose:

Helps to maintain healthy skin. Helps in tissue formation. Helps to produce and repair connective tissue. Helps
to maintain eyesight, skin, membranes and immune function. A factor for the maintenance of good health.
Provides antioxidants for maintenance of good health. Helps the body to metabolize carbohydrates, fats and
proteins.
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C. Case Studies - Sichuan Huaxi Pharma, China %%

Bl &R Shee Canadid

Health Canada

www.hc-sc.gc.ca

Frangais  [Home  |Contactus _ |Welp __ [Search ___|canadagcca _

Home = Drugs and Health Products = Natural Health Products > Licensed Matural Health Products Database

Drugs and Health Products

=L Print | (A] Text Size: S M L XL Help

Product Information

User Guide Terminclogy Guide Compendium of Monographs
New Search
Natural Product Number BO0O37542
(NPN):
Current Status: Active
Brand Name(s): Lemai Keli
Licence Holder: Sichuan Chuanda West China Pharmaceutical Co., Ltd.
Dosage Form: Granules
Recommended Route of Oral

Administration:
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C. Case Studies - Foreign Site (China) %/

I* Health Santé
Canada Canada

Site Licence Number: Expiry:
Numéro de la licence: 300493 January 25,2016
Foreign Company Name: Sichuan Chuanda West China Pharmaceutical Co., Ltd.
Nom de I'entreprise étrangére:
Address: 26 Gaopeng Street, Hi-Tech Development Zone
Addresse: Chengdu
610041
China

Specific Authorization / Autorisation spécifique

Activities / Activités Authorized Activities / Sterile Dosage Form / Homeobathic Medicine /
Activités authorisées Forme posologique Rem ed: homéopathiaue
stérile pathiq
Manufacturing/Fabrication: YES/OUI NO/NON NO/NON
Packaging/Emballage: YES/OUI NO/NON NO/NON
Labelling/Etiquetage: YES/OUI NO/NON NO/NON
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C. Case Studies - Foreign Site (Hong Kong) Z /|

I* Health  Santé
Canada Canada

Site Licence Number;
Numéro de Ja licence :

300493

LICENCE

SITE LICENCE D’EXPLOITATION

Foreign Site Annex/Annexe des sites étrangers

The following sites are considered to be in compliance with GMP requirements outlined in PART 3 of the Natural Health
Products Regulations.

Les sites suivants sont considérés conforme avec les normes des bonnes pratiques de fabrication tel que stipulé dans la
partie 3 du Réglement sur les produits de santé naturels.

Foreign Company Name: st
Nom de la compagnie étrangére : Phartech (Hong Kong) Limited
Building Name: Fos
Nom du batiment - Phartech (Hong Kong) Limited
Address:  Unit1C, 6/F, Cheung City: Tsuen Wan Province/State/Etat: Hong Kong
Adresse :  Fung Industrial Bldg, 23- | vjje :
39 Pak Tim Par St.
Postal Code: ~ N/A Country: P. R. of China
Code postal : Pays :
Specific Authorization/
Autorisation spécifique
Authorized s
Activities/ Activities/ Sterile Dosage Form/ Homeopathic Medicine/
Activités Activités authorisées Forme posologique stérile Reméde homéopathique
Manufacturing/Fabrication YES/IOUI NO/NON NO/NON
Packaging/Emballage YES/QUI NO/NON NO/NON
Labelling/Etiquetage YES/OU/ NO/NON NO/NON
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C. Case Studies - Clinical Trial NOA (Wellgenex) %/

Health Santé

.*. Canada Canada
Health Products Direction générale des preduits
and Food Branch  de santé et des aliments

Notice of Authorization

Company Code SHlS
File No. Gililgis
Submission No. yiliiies
November 6, 2008

@ Dr. Michacl Li,

Managing Director

Wellgenex Sciences Inc.
Richmond, BC ,V6X 2V8, Canada

Dear Dr. Li:

Re: CLINICAL TRIAL APPLICATION for ARSI Gt
(Protocol No. GEEMSEN0) Natural Ith Products Regulati Section: 67

The Natural Health Products Directorate, Bureau of Clinical Trials and Health Science, is pleased to
inform you that the information and material to support the above Clinical Trial Application , have been
assessed and we have no objection to your proposed study. Please consider this as your notice of
authorization to sell or import a2 natural health product for the purposes of a clinical trial. Please notify
the Minister of the date on which the clinical trial will commence at each site at least 15 days prior to
commencement.

1 would remind you of the necessity of complying with the Natural Health Products Regulations, Part 4,
in the sale of this product for clinical testing. In addition, the Regulations (Part 4) imposc
responsibilities, including commencement notice, record keeping and reaction reporting, on those
conducting clinical trials. Pleasc ensure that all systems are compliant in order to meet these
responsibilities.

You are also reminded that all clinical trials should be conducted in compliance with the Therapeutic
Products Directorate’s Guideline for Good Clinical Practice.

Should you have any questions concerning this letter, please the submission coordinator, Claudia
Bura at 613-941-6236.

Yours sincerely,

—

5. . Michelle Boudreau
( Director General
Natural Health Products Directorate
2936 Bascline Rd., Ottawa, ON K1A OK9

Canad?d’

November 3-4, 2014 China International Nutrition & Health Summit 2014 18



wellgenex

D. Wellgenex /2 #fi /¢
|
[0 Corporate highlight:

m A Canadian professional firm focusing on life sciences, clinical nutrition and
natural health in North America (Canada, US) and Asia Pacific (China)

B Experts with extensive expertise in academia, industry and government bridging
the gap between science and business

B Currently serving clients from Canada, US, China, India, Hong Kong, Taiwan,
Japan, Singapore, Korea, Switzerland, Germany, etc.

[0 Area of specialty:
m Scientific / regulatory affairs
® Product development / commercialization
® New market entry / strategic alliance

Wellgenex & InE K — 5 Lk 12 an Bl 22 0 3 I RS 77 R AR (8 B 24 i ) 2 )V iR 55 2 w1
W BN SS, IR ST

B AR, T LA A R

W TN, SRR RS

Helping you create product excellence and connect to market success
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E.Q & A i%&

AT !

Wellgenex Sciences Inc.
Vancouver, Canada

Tel; +1-604-249-2896
Email: info@wellgenex.com
Web: www.wellgenex.com
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