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Introduction 
 Product Licensing: A Step-by-Step Guide provides guidance and advice on 
the process of licensing of natural health products in accordance with the 
Natural Health Products Regulations. 
To help you understand and facilitate your submission preparation, there are 
two sample submissions: 
• an application for a single ingredient product with a traditional claim and 
• an application for a combination product with a non-traditional claim. 
Examples of all the stages of the process are outlined to provide better 
understanding of the requirements and the process. 
 
  
  
  
 All natural health products that are marketed in Canada are subject to the 
Food and Drugs Act.  
The regulatory requirements specific to natural health products are outlined in 
the Natural Health Products Regulations. The Regulations came into force on 
January 1, 2004. 
 
 
 
 
 
 For further information refer to: 
 
• Product Licence Guidance Document 
• Evidence for Quality of Natural Health Products Guidance Document 
• Evidence for Safety and Efficacy of Finished Natural Health Products 

Guidance Document 
• Compendium of Monographs 
 
 All guidance documents may be found at:  www.healthcanada.ca/nhpd 



 

Page 4  Product Licensing: a Step-by-Step Guide  

Overview 

Licensing 
The Natural Health Products Regulations require individuals to obtain a 
product licence before they can sell a natural health product in Canada. 
[Natural Health Products Regulations: Section 4]. 
To obtain a product license, individuals must submit a product licence 
application to the Natural Health Products Directorate (NHPD). The 
application must include sufficient data to allow NHPD to evaluate the safety, 
efficacy and quality of the natural health product when used under the 
recommended conditions of use. 

Product Licence 

A product licence is a document that sets out the specific product 

characteristics that the Natural Health Products Directorate (NHPD) 

has authorized for sale for the natural health product, such as its 

brand name or names, recommended dose, dosage form, 

recommended route of administration, source, the use or purpose, 

quantity, and, when applicable, potency of the medicinal 

ingredients, as well as the product number. 

[Product Licence Guidance Document, page 4] 



 

Product Licensing: a Step-by-Step Guide   Page 5 

Product Licence Applications and 
Requirements 
All natural health products must receive valid market authorization by the 
Natural Health Products Directorate (NHPD) before they can be sold in 
Canada. Product market authorization requires one of the following: 
• reference and adherence to a natural health product monograph (published 

by the NHPD); 
• submission of evidence of safety, efficacy, and quality of the finished 

product; or 
• reference to one of the homeopathic pharmacopoeias listed in the 

Evidence for Homeopathic Medicines Guidance Document, if applicable. 
 
There are six types of applications that may be made for a product licence 
which require different types of evidence are: 
1. Compendial  
2. Traditional Claim  
3. Non-traditional Claim  
4. Homeopathic   
5. Transitional DIN Product  
6. TPD Labelling Standard and/or Category IV Monograph 
 
Applicants who wish to submit one set of evidence for multi product licence 
applications (e.g. for multiple dosage forms) may do so by submitting separate 
product licence applications with cross reference to the package data of the 
respective one. 
 
If multiple applications are submitted together, they will be reviewed at the 
same time, but separate product licenses will be issued. (e.g. one licence for 
each dosage form). If one application is submitted after another, the applicant 
may cross reference the data of the previously submitted (reference) 
application. For the latter case, both the submission and file numbers of the 
reference application  must be clearly stated in Part 2 E of the subsequent 
product licence application form. 
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Applications, and General Submission 

How to Submit an Application and Related Correspondence 
NHPD requires submission packages for each application. 
 
Please submit your application and all related correspondence, including responses to notices sent by the NHPD, should 
be addressed to the Submission Management Division: 
 
Mail: 

Health Canada 
Health Products and Food Branch 
Natural Health Products Directorate 
Bureau of Product Review and Assessment 
Submission Management Division 
Qualicum, Tower A 
2936 Baseline Rd. 
AL 3302B 
Ottawa, ON K1A 0K9 Couriers: K2H 1B3 

 
Upon receipt of your material, the Submission Management Division will send out an acknowledgement letter by mail. 
This letter will state the submission and file numbers assigned to your application. These numbers should be referenced 
in all submission related correspondence. 
If you intend to submit a binder, please ensure that the following information is included in your binder spine: 
• Name of the applicant 
• Proposed primary brand name of the product 
• Volume number, e.g., vol. 1 of 3 
• Date of submission 

 How to Submit a General Submission Inquiry 
Any inquiries relating to submission process, requirements and/or requests for product licence applications, may be 
submitted by mail to the address listed above, or by e-mail or fax. 
 
Email: submission_info@hc-sc.gc.ca 
Fax: (613) 954-2877 



 

Page 8  Product Licensing: a Step-by-Step Guide  

Licensing Process 

Overview 
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Notes: 
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Notes: 
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A. Submission Management for  
 Non-Traditional Product 
 Application 
 
The Natural Health Products Directorate developed the submission 
management process to provide efficient, effective, and consistent service to 
product licence applicants. 
The processes described pertain to submissions for product licences, including 
fundamental changes, and applications for changes to existing product 
licences, such as amendments and notifications. 
 

Level 1: Verification 
• NHPD verifies parts 1, 2, and 5 of the application form it receives for the 

company and contact information, and gives each application a file 
number (for new applications) and submission number. 

• NHPD sends out an acknowledgement notice confirming receipt of the 
application. The letter lists the company code, file number and 
submission number, and notes the date of receipt. 

• Applicants should use the file number assigned on all subsequent 
correspondence about the particular application. 

• If NHPD notices deficiencies in the company information, these will be 
outlined in the acknowledgement notice. See Appendix 2 for examples of 
most common deficiencies at this level. 

• Applicants must respond to this acknowledgement notice within 15 
calendar days of the date of issue. 

• If no response is received, NHPD considers the application to be 
withdrawn and sends a notice of withdrawal to the applicant. Applicants 
may re-submit withdrawn applications at a later date. 

 

Notes: Samples of Level 1 Submission 
Documentation 
 
1. Cover Letter 
2. Completed Parts 1, 2, and 5 of 

the Product Licence Application 
Form 

3. Submission Receipt 
Acknowledgement 

4. Response to the 
Acknowledgement Notice 
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Sample 1: Cover Letter 

 October 18, 2004        
  
 
Submission Management Division 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, Ont 
K1A 0K9, AL 3300C 
      
Dear Submission Management Division: 
 
 Re: Cold Remedy 
 
Please find enclosed two copies of our PLA and evidence for the above mentioned product. 
 
   
 Yours truly, 
 
  
 Ms Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd. 
Ottawa, Ontario 
Canada 
 K1E 2V2 
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Sample 2: Completed Parts 1, 2, and 5 of the Product 
Licence Application Form 
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Sample 2: Completed Parts 1, 2, and 5 of the Product 
Licence Application Form 
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Sample 2: Completed Parts 1, 2, and 5 of the Product 
Licence Application Form 
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Sample 3: Submission Receipt Acknowledgement 

Company Code    12345 
File #      987655 
Submission # 987655 

October 20, 2004 
  
 Ms. Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd. 
Ottawa, Ontario 
Canada 
K1E 2V2 
 
Dear Ms Lesley Smith: 
Re: Application Product Licence Traditional Claim 
 Cold Remedy 
 Date Received by the Natural Health Product Directorate: 
 2004-10-15 11:55 AM 
 Natural Health Products Regulation Section: 5 
The Natural Health Products Directorate (NHPD), Bureau of Product Review and Assessment (BPRA), thanks you for your 
submission.  This Correspondence will serve as acknowledgement of receipt of your submission. 
Upon review of this submission, it was noted that someone other than the Senior Official has affixed their signature to the 
Attestation on Page 6.  Please resubmit the application form only with the original signature of the Senior Official on the 
Attestation.  Please quote the submission number 987655 on all your correspondence.  Upon receipt of the Senior Official’s 
original signature, I will be able to release your application for further processing. 
Alternatively, a Designated Third Party Authorization Form may be submitted.  The form can be found at  
http://www.hc-sc.gc.ca/hpfb-dgpsa/nhpd-dpsn/forms_designated_party_authorization.pdf  on the Health Canada website.  
Should the Senior Official choose to sign and submit a Designated Third Party Authorization form, please submit the form to 
my attention at the address below with an original signature on the Authorization form.  
 The adequacy of the data submitted to the NHPD has not been fully assessed at this time and will be determined during the 
assessment of the submission by the assessment units.  As well, a need for data to address additional data gaps may be 
identified during the assessment.  Consequently, further information may be requested by the NHPD by means of a 
processing deficiency notice (PDN) or an information request notice (IRN). 
 If you have any questions concerning this notice, please contact the submission processor at the below co-ordinates.  Please 
note that the File Number and Submission Number (provided at the top right corner of the title page) must be quoted on all 
correspondence regarding this submission. 
 
Yours truly, 
 
John Doe 
Processor 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
phone: 613-941-1000 
fax: 613-954-2877 
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Sample 4: Response to the Acknowledgement Notice 

Company Code   12345 
File #   987655 
Submission #  987655 

October 20, 2004  
  
Mr John Doe  
Processor 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, Ont 
K1A 0K9, AL 3300C 
 
Dear Mr John Doe: 
Re: Acknowledgment Notice 987655 
Please find attached a revised copy of the PLA with an attached Designated Party Authorization Form. 
 
Yours truly, 
 
  
Ms Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd 
Ottawa, Ontario 
Canada 
K1E 2V2 
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Sample 4: Response to the Acknowledgement Notice 

Designated Party Authorization Form  
Protected when completed 
Note: Only submit this document with the application when the party signing the 
application is a designated party acting on behalf of the applicant or licensee according 
to paragraph 5(b) of the Natural Health Products Regulations.  
I  Gus Xu 
(The Senior Official)  
authorize Bob Fielding 
(Third party person) 
of Fielding Inc 
(Third party company name) 
to file a submission with the Natural Health Products Directorate on behalf of 
Herbal Inc 
(Applicant/Company name) 
Signature Gus Xu 
Print Name Gus Xu 
Title President 
Applicant/Company name Herbal Inc. 
Date October 20th, 2004  

Contact Information 

Surname Fielding      xMr. Ms. Dr. 
Given Name Bob 
Title Senior Consultant 

Language preferred x English French 
Street/Suite/Land Location 45 New Hampshire Dr. 
City - Town Ottawa 
Province - State Ontario 
Country Canada 
Postal/ZIP Code K1X 2C2 
Telephone No.(613) 882-5463    Ext.  
Fax No. (613) 882-5462 
E-mail  
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Notes: 
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Level 2: Processing 
• NHPD checks verified application forms for completeness and to ensure 

that the appropriate supporting information is submitted for the type of 
submission in an acceptable format. 

• When deficiencies are identified, NHPD issues a processing deficiency 
notice (PDN), requesting the missing information or clarification related 
to the completeness of the application form and supporting information. 
See Appendix 2 for examples of most common deficiencies at this level. 

• NHPD only sends this notice once for a particular piece of information 
and applicants should respond to all deficiencies at once in a single, 
consolidated response. More than one response per notice will not be 
accepted. 

• Applicants have 30 calendar days from the date the notice is issued to 
respond. 

• When there is no response within 30 days, or inadequate response, NHPD 
withdraws the application and sends a notice of withdrawal to the 
applicant. Applicants may re-submit withdrawn applications at a later 
date. 

 

Notes: 

Samples of Level 2 Submission 
Documentation 
 
5. Parts 3 and 4 of the Product 

Licence Application Form and 
Label Text 

6. Processing Deficiency Notice 
(PDN) 

7. Response to the PDN 
8. Level 3 In-Queue Fax 
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Sample 5: Parts 3 and 4 of the Product Licence 
Application Form and Label Text 
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Sample 5: Parts 3 and 4 of the Product Licence 
Application Form and Label Text 

375mg 

X 

1500mg 
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Sample 5: Parts 3 and 4 of the Product Licence 
Application Form and Label Text 

Gelatin (vegetable source)     Capsule Shell            X 
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Sample 5: Parts 3 and 4 of the Product Licence 
Application Form and Label Text 

Proposed Label Text 
 
 Principal Display Panel: 
Cold Remedy 
Product Number 8XXXXXXX 
90 capsules 
 
 Other Panels: 
Echinacea angustifolia (Echinacea) (root extract; 4:1) .............................. 375 mg 
Hydrastis canadensis (Goldenseal) (root extract) ........................................ 45 mg 
(Standardized to berberine 3 % ) 
Ascorbic Acid (Sodium ascorbate) (synthetic) ............................................ 20 mg 
Zinc (Zinc gluconate) ..................................................................................... 5 mg 
L-glutamine (synthetic) ........................................................................ 10 mg 
Rutin (buckwheat) ........................................................................................ 50 mg 
 
 Non-medicinal ingredients : 
Cellulose, gelatin (vegetable source) Corn starch, polyethylene glycol, magnesium stearate, 
titanium dioxide 
 
 Use: Acts as a supportive therapy in the treatment of colds.  Finally a cure for the common 
cold! May be used up to 7 days. 
 
 Adults: Take 2 capsules daily with food 
  
Consult a health care practitioner prior use if you have an autoimmune-mediated or inflam-
matory disease such as tuberculosis, leukosis, collagenosis, multiple sclerosis, AIDS or HIV 
infection, high blood pressure, kidney disease or are taking any prescription medication. 
Do not use if you are pregnant or breastfeeding. 
Do not use if you have an allergy to Asteraceae / Compositae (daisy) family.  
Store at room temperature. 
 
Herbal Inc., 123 St Joseph Blvd, Ottawa, Ontario, Canada, K1E 2V2 
Lot # XXXX 
Expiry Date XXXX 
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Sample 6: Processing Deficiency Notice (PDN) 

 Natural Health Products Directorate 
 2936 Rue Baseline Rd., Basement/Sous-Sol AL3300B 
 Ottawa, Ontario 
 K1A  0K9 
 

 Company Code:      12345 
 File:   987655 
 Submission:   987655 

  
December 20, 2004 
  
Ms Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd 
Ottawa, Ontario 
Canada 
K1E 2V2 
 
Dear Ms Lesley Smith 
Re: Processing Deficiency Notice 
 Traditional Submission - Cold Remedy 
This notice is in respect of your Submission 987655, file 987655. 
The application form and attachments provided with this submission have been verified by the Bureau of Product Review and Assessment for completeness and were 
determined to be deficient.  At this time, your application is considered incomplete as per section 5 of the Natural Health Products Regulations.  In order for the 
processing of your application to be completed, please submit all the following information:  
1. The proper name “ascorbic acid” on the Product Licence Application is incorrect.  As per Chapter 2 of the Product Licensing Guidance document, when the 

ingredient is a vitamin the proper name is the name set out in item 3 of Schedule 1, such as vitamin C for Ascorbic Acid.  Please revise and submit the revised 
application form or alternatively, confirm the proper name of the ingredient in the response. 

2. The proper name “rutin” on the Product Licence Application is incorrect.  As per Chapter 2 of the Product Licensing Guidance document, an unambiguous chemical 
name is required for any ingredient other than vitamin, plant or plant material, an alga, a fungus, a bacterium, a non-human animal material or a probiotic.  Please 
revise and submit the revised application form or alternatively, confirm the proper name of the ingredient in the response. 

3. A Sub-Population Group has not been specified for this product.  As per Chapter 2 of the Product Licensing Guidance Document, the Sub-Population Group(s) that 
the Recommended Dose is intended for must be listed in the Product Licence Application.  Please revise and submit the revised application form, or confirm the 
sub-population group in your response. 

The NHPD will retain this submission on file for 30 calendar days to enable you to address all of the deficiencies.  If a written response is inadequate or is not received by 
the NHPD within 30 days of the date of this letter, the submission will be withdrawn.  Please remember that the response to the list of deficiencies must be submitted in 
one consolidated package with the signature of a contact person outlined in the application form.  Please note that the File Number and Submission Number (provided at 
the top right corner of the title page) must be quoted on all correspondence regarding this submission. 
The adequacy of the data submitted to the NHPD has not been fully assessed at this time and will be determined during assessment of the submission by the Assessment 
Division.  At this time, further information may be requested as per section 15 of the Natural Health Products Regulations.   
Should you have any questions concerning the deficiencies identified in this notice, please contact the submission co-ordinator, Jane Jones, at the coordinates below.  
 
Yours truly, 
 
 
  
  
Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
Phone: 613-941-1002 
Fax: 613-954-2877  
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Sample 7: Response to the PDN 

 Company Code    12345 
 File #       987655 
Submission #  987655 

January 5, 2005 
 
Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, Ont 
K1A 0K9, AL 3300C 
 
 
Dear Ms. Jane Jones: 
 
Re: PDN  987655 
 
Please revise our Application to include the following: 
  
1. The proper name for ascorbic acid has been changed to vitamin C and the common name to 

ascorbic acid. 
2. The proper name for rutin has been changed to quercetin-3-rutinoside. 
3. An adult sub-population. 
  
Yours truly, 
 
  
Ms Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd 
Ottawa, Ontario 
Canada 

K1E 2V2 
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Sample 8: Level 3 In-Queue Fax 
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Notes: 
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Level 3: Assessment 
When the application reaches this level, the application form and supporting 
information are assessed for compliance with the Natural Health Products 
Regulations. 

Assessment Queues: Product Licensing 

• If clarification is required for specific information in the application, an 
Information Request Notice is sent. 

• The notice is sent by fax or mail, and applicants have 30 calendar days 
from the date of request to respond in writing. 

• Responses should be in question-and-answer format. All clarifications 
must be addressed in one response. 

• A response is considered complete if all clarifications or questions 
identified in the request are addressed. 

• If no response is received, or the response is incomplete, NHPD considers 
the application to be withdrawn and sends a notice of withdrawal to the 
applicant. Applicants may re-submit withdrawn applications at a later 
date. 

• Once the response is received, the assessment is resumed. 
• The Assessment Officer prepares an assessment summary report, reviews 

the label text, and identifies and communicates any final deficiencies. 
• A review is then conducted by the Assessment Unit Head who notifies the 

Submission Coordinator of the licensing recommendation. 
 

Notes: 

Samples of Level 3 Submission 
Documentation 
 
9. Evidence Summary Report 
10. Quality Summary Report 
11. Information Request Notice 

(IRN) 
12. IRN Response 

Queue # Submission Type 

1 TPD Priority Transfer 

2 Transitional DINs and Homeopathic Medicines 

3 Non-Compendial (except for compliance priority) 

4 Compendial 

5 Compliance Strategy Priority Products 

6 TPD Labelling Standard and Category IV monograph 
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Sample 9: Evidence Summary Report 
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Sample 9: Evidence Summary Report 
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Sample 9: Evidence Summary Report 
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Sample 9: Evidence Summary Report 
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Sample 9: Evidence Summary Report 
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Sample 9: Evidence Summary Report 
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Sample 9: Evidence Summary Report 

Echinacea, goldenseal and zinc have many interactions with drugs such as barbiturates for goldenseal, tetracyclines  
for zinc and immunosuppressants for echinacea. Therefore we will include a general cautionary statement for all  
prescription medicines: “Consult a health care practitioner prior to use if you are taking any prescription medication.” 



 

Product Licensing: a Step-by-Step Guide   Page 39 

Sample 9: Evidence Summary Report 
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Sample 9: Evidence Summary Report 
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Sample 9: Evidence Summary Report 

N/A 
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Sample 10: Quality Summary Report 

 
 

 
 

Quality Summary Report 
 
  

Cold Remedy 
 
  
  
  
  
  
  
  
  

Date of Preparation:  

2004-09-01   
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Sample 10: Quality Summary Report 

Test  
Parameters Test Test Method Tolerances 

Identity Appearance 
 
Qualitative test 
 
Disintegration 
 
 

Visual 
 
HPLC 
 
USP 
 
 

White and yellow capsules 
 
Conforms to reference material 
 
Not more than 30 mins. 
 
 

Purity Contaminating fungus 
(yeast and mould) 
 
Total Aerobic Count 
 
 
 
Solvents 

USP<2021> 
 
 
USP <2021> 
 
 
 
USP 

< 1000  / g 
 
 
< 3000 / g 
 
20 ppm 
 
Conforms to ICH limits 

Total Heavy Metals 

Deficiencies: 
 
a. Name of the test method and tolerance limits for Eschericia coli, Salmonella 

spp. and Staphylococcus aureus 
b. The name of the test method used and tolerance limits for pesticides 
c. Name of method used for quantification of the finished product 
d. Name of the test method and tolerances for arsenic, cadmium, lead and total 

mercury 

Finished Product Specifications for Cold Remedy 
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Sample 11: Information Request Notice (IRN) 

 Natural Health Products Directorate   
AL: 3300B, Qualicum, 2936 Baseline Road 
Ottawa, Ontario  K1A 0K9  

Company Code:     12345 
File Number:  987655 
Submission Number:  987655 

 November 15, 2004          
 
Ms. Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd 
Ottawa, Ontario 
Canada 
 K1E 2V2  
 
 Dear Ms. Smith: 
 

 Re: Information Request Notice  
 Non-traditional Combination Cold Remedy 
 
 This is in response to your submission 987655, file 987655. 
The application and evidence provided with this submission have been assessed for quality and have been determined to be deficient.  At this time, NHPD requires further information 
in order to properly assess your submission.  As per section 15 of the Natural Health Products Regulations, please submit all the following information: 
1. The source material for rutin is incorrect; “buckwheat” is not considered an adequate description of the source material, as it is not the part of the plant used.  According to Part 5 

of the Natural Health Products Regulations, a description of the source material of each medicinal ingredient contained in the product is required on the Product License 
Application and label.  Please provide the part of the plant used, and indicate that it will be provided on both the PLA and label. 

2. According to Chapter 5.4.3 of the Evidence for Safety and Efficacy of Finished Natural Health Products Guidance Document, the second half of the claim: “Finally, a cure for 
the common cold !” is misleading and the evidence provided does not support this part of the claim.  Please revise the claim by removing “Finally, a cure for the common cold!” 
such as the claim reads; “Acts as a supportive therapy in the treatment of colds”.  Please submit revised Product Licence Application or confirm in your response, and provide 
revised label text. 

3. The rationale for the combination must be provided in the evidence summary report, as per Chapter 12 of the Evidence for Safety and Efficacy of Finished Natural Health 
Products Guidance Document. Please include rationale for the combination in your response. 

4. Please provide a revised copy of Finished Product Specification which should include the following information: 
a. Name of the test method and tolerance limits for Eschericia coli, Salmonella spp. and Staphylococcus aureus. have not been provided in the specifications.  As per 

Chapter 2.2.1 of the Evidence for Quality of Finished Natural Health Products guidance document microbial limits should be included in the specifications. 
b. Name of the test method and tolerance limits for pesticides in Cold Remedy are required as per Chapter 2.2.2 of the Evidence for Quality of Finished Natural 

Health Products guidance document.  Please include this in the specifications. 
c. Please provide the name of the method used for quantification (e.g. HPLC, GC) of the finished product, as per Chapter 2.2.2 of the Evidence for Quality of 

Finished Natural Health Products guidance document Please provide the tolerance limits for each medicinal ingredient. 
d. Please provide the name of the test method and tolerances for arsenic, cadmium, lead and total mercury in Cold Remedy, as per Chapter 2.2.2 of the Evidence for 

Quality of Finished Natural Health Products guidance document. 
The NHPD will retain this submission on file for 30 calendar days in order for all of the deficiencies to be addressed.  If a written response is inadequate or is not received by the 
NHPD within 30 days of the date of this letter, the submission will be withdrawn.  Please remember that the response to the list of deficiencies must be submitted in one consolidated 
package and numbered accordingly. In responding to these issues, please quote the submission number and file number in your response. 
If you have any questions concerning the information requested for this submission, please contact the submission co-ordinator at the co-ordinates below.  
 
Yours truly, 
 
Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
Phone: 613-941-1002 
Fax: 613-954-2877      
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Sample 12: IRN Response 

Company Code   12345 
File #   987655 
Submission #  987655 

January 25, 2005         
  
 Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, Ont 
K1A 0K9, AL 3300C 
 
Dear Ms. Jane Jones: 
 
 Re: Information Request Notice  
 Non-Traditional Cold Remedy 
 
Please find attached our revised Application including the following: 
1. The source material for rutin has been updated. 
2. The claim has been changed to “Acts as a supportive therapy in the treatment of common colds”. 
3. The rationale for the combination has been submitted. 
4. Please review the attached new copy of Finished Product Specification. 
 
 Yours truly, 
 
  
 Ms Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd 
Ottawa, Ontario 
Canada 
 K1E 2V2 
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Cold remedy    

  Echinacea angustifolia Echinacea  375 mg  X  X 

  Hydrastis canadensis Goldenseal  45 mg  X  X 

  Vitamin C Ascorbic Acid 20 mg X   X 

  Zinc  5 mg  X  X 

  2-amino-4-carbamoylbutanoic acid L-glutamine  10 mg X   X 

  Quercetin 3-rutinoside Rutin  50 mg  X  X 

         

         

         

         

         

         

   root 4:1 1500 mg Traditional 

3% berberine  root   Traditional 

   Sodium ascorbate    

   Zinc gluconate    

       

  Fagopyrum esculentum  seed    

       

       

       

       

       

       

 x 

Sample 12: IRN Response 
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Sample 12: IRN Response 

Consult a health care practitioner prior to use if you are taking any prescription medication. 
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Sample 12: IRN Response 
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Sample 12: IRN Response 

Principal Display Panel: 
Cold Remedy 
Product Number 8XXXXXXX 
90 capsules 
 
 Other Panels: 
Echinacea angustifolia (Echinacea) (root extract; 4:1)................................. 375 mg 
Hydrastis canadensis (Goldenseal) (root extract) ........................................... 45 mg 
(Standardized to 3 % berberine) 
Vitamin C (Ascorbic acid from Sodium ascorbate) (synthetic) ...................... 20 mg 
Zinc (Zinc gluconate)........................................................................................ 5 mg 
L-glutamine (synthetic) ................................................................................... 10 mg 
Rutin (Fagopyrum esculentum; seed) ............................................................. 50 mg 
 
  
Non-medicinal ingredients : 
Cellulose, gelatin (vegetable source) Corn starch, polyethylene glycol, magnesium 
stearate, titanium dioxide 
 
Use: Acts as a supportive therapy in the treatment of colds.  May be used up to 7 
days. 
 
Adults: Take 2 capsules daily with food 
 
Consult a health care practitioner prior use if you have an autoimmune-mediated or 
inflammatory disease such as tuberculosis, leukosis, collagenosis, multiple sclerosis, 
AIDS or HIV infection, high blood pressure, kidney disease or are taking any 
prescription medication. 
Do not use if you are pregnant or breastfeeding. 
Do not use if you have an allergy to Asteraceae / Compositae (daisy) family. 
 
 Store at room temperature 
Herbal Inc., 123 St Joseph Blvd, Ottawa, Ontario, Canada, K1E 2V2 
Lot # XXXX 
Expiry Date XXXX 
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Quality Summary Report 
 
  

Cold Remedy 
 
  
  
  
  
  
  
  
  

Date of Preparation:  

2004-09-01   

       

Sample 12: IRN Response 
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Test  
Parameters Test Test Method Tolerances 

Identity Appearance 
 
Qualitative test 
 
Disintegration 
 
 

Visual 
 
HPLC 
 
USP 
 
 

White and yellow capsules 
 
Conforms to reference material 
 
Not more than 30 mins. 

Purity Contaminating fungus 
(yeast and mould) 
 
Total Aerobic Count 
 
Escherichia coli 
 
Salmonella spp. 
 
Staphylococcus aureus 
 
Arsenic 
 
Cadmium 
 
Lead 
 
Total mercury 
 
Pesticides 
 
Solvents 

USP<2021> 
 
 
USP <2021> 
 
USP <2021> 
 
USP <2021> 
 
USP <2021> 
 
ICP-MS 
 
ICP-MS 
 
ICP-MS 
 
ICP-MS 
 
USP 
 
USP 

< 1000  / g 
 
 
< 3000 / g 
 
Absent 
 
Absent 
 
Absent 
 
<0.14 mcg /kg b.w. / day 
 
<0.09 mcg /kg b.w. / day 
 
<0.29 mcg /kg b.w. / day 
 
<0.29 mcg /kg b.w. / day 
 
Conforms to USP limits 
 
Conforms to ICH limits 

HPLC 
Quantity 

Echinacea 
Goldenseal 
Vitamin C 
Zinc 
Glutamine 
Rutin 

HPLC 
HPLC 
HPLC 
ICP-MS 
HPLC 
HPLC 

80-120% 
80-120% 
90-145% 
80-120% 
80-120% 
80-120% 

Sample 12: IRN Response 
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Level 4: Decision 
• Product licence submissions are accepted or refused based on the 

requirements set out in the Natural Health Products Regulations  
Section 7. 

• When NHPD deems a product licence submission to have met those 
requirements, it issues a product licence. 

• NHPD will refuse to issue a product licence when: 
• it finds the product likely to result in injury to health of 

consumer; 
• the applicant does not provide additional information requested; 

or 
• the information submitted is false or misleading. 

• When a product licence application is refused, NHPD sends the applicant 
a notice stating the reasons for refusal. 

Note: If the product had previously been issued a DIN under the Food and 
Drug Regulations, the NHPD product number will be the same 8-digit number 
as was previously assigned. 
• Within 30 days after the day on which the notice is sent, the applicant may 

request that NHPD reconsider this refusal. 
• When a request for reconsideration is received, NHPD must give the 

applicant an opportunity to be heard about the refusal, after which NHPD 
may reconsider the initial refusal and decide whether to issue the product 
licence. 

• When the decision is made to uphold the refusal to issue a product licence, 
NHPD sends the applicant a final notice stating the reason for refusal. 

 

Product Licence 
•  A product licence authorizes the licensee to sell a natural health product, 

according to the provisions of the Natural Health Products Regulations. 
• As per section 14, the licence sets out information relating to the natural 

health product. 
• It is the applicant’s responsibility to ensure that the product being sold is 

that which was approved by NHPD. The licensee must notify NHPD, 
within 60 days of the licence being issued, if the information on the 
product licence is incorrect. 

• If the licence is incorrect, the licensee should send NHPD a letter 
outlining: 

• the submission and file numbers; 
• the product licence number; 
• which information is incorrect; 
• where in the evidence, submitted in the application, does it 

support the correction. 
 

Notes: 

Samples of Level 4 Submission 
Documentation 
 
13. Product Licence Issuance 
14. Product Licence 
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Sample 13: Product Licence Issuance 

Company Code   12345 
File #   987655 
Submission #  987655 

February 1st, 2005          
 
Mr Bob Fielding 
Senior Consultant 
45 New Hampshire Drive 
Ottawa, Ontario 
Canada 
 K1X 2C2 
      
Dear Mr Fielding, 
 
Re: Product Licence Issuance NPN 80000000 
 Non-Traditional, Cold Remedy 
 
The Natural Health Products Directorate (NHPD) has conducted an assessment of your submission and has considered the product to be in 
compliance pursuant to section 7  of the Natural Health Products Regulations. Please note that any labels used in the marketing of this product must 
reflect the information outlined on the product licence and must comply with the labelling requirements as per Part 5 of the Regulations. 
  
Please find enclosed a copy of the Product Licence thereby authorizing the sale of the product described therein.   
 
Please note as per sections 11, 12 and 13 of the Natural Health Products Regulations, changes made in respect of a licenced product, require an 
amendment, notification or a new product licence.  Please see the Product Licensing Guidance Document for further information and the applicable 
requirements.   
 
Please note that as per Part 5, Section 87 of the Natural Health Products Regulations (Labelling and Packaging), you are responsible for ensuring 
that the label text is translated correctly into French. 
 
 
If you have any questions concerning the information on the licence, please submit a “Request for Correction to the Product Licence” using the form 
found in Appendix 5 of the Product Licensing Guidance Document or contact the Submission Coordinator, Jane Jones, of the Submission 
Management Division.  Please note that the File Number (provided at the top right corner of the title page) and Product Number must be quoted on 
all future correspondence regarding this product. 
 
Yours truly, 
 
 
Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
Phone: 613-941-1002 
Fax: 613-954-2877 
 
encl.: Product licence 
c.c: Lesley Smith 
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Sample 14: Product Licence 

80000000 

Recommended use or purpose/Usage ou les fins recommandés: Acts as a supportive theray in the treatment of common colds 

375 mg 

Sodium ascorbate 
Synthetic 

Fagopyrum 
esculentum seed 

n/a 

L-glutamine 2-amino-4-carbamoylbutanoic 
Acid 
 
Quercetin 3-rutinoside 

Vitamin C 
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B. Submission Management for 
 Traditional Product 
 Application 
 

Level 1: Verification 
For more information about level 1, see page 11. 
 
 
 
 
 
 
 
 
 
 
 
 

Notes 

Samples of Level 1 Submission 
Documentation 
 
1. Cover Letter 
2. Completed Parts 1, 2, and 5 of 

Product Licence Application 
Form 

3. Acknowledgement 
4. Response to the 

Acknowledgement Notice 
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October 18, 2004          
 
  
 Submission Management Division 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, Ont 
K1A 0K9, AL 3300C 
      
Dear Submission Management Division: 
 
 Re: Chinese Remedy 
Please find enclosed two copies of our PLA and evidence for the above mentioned product. 
 
  
 Yours truly, 
 
  
 Ms Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd. 
Ottawa, Ontario 
Canada 
 K1E 2V2 

Sample 1: Cover Letter 
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Sample 2: Completed Parts 1, 2, and 5 of Product Licence 
Application Form 
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Sample 2: Completed Parts 1, 2, and 5 of Product Licence 
Application Form 
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Sample 2: Completed Parts 1, 2, and 5 of Product Licence 
Application Form 
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Sample 3: Submission Receipt Acknowledgement 

Company Code      12345 
File #   987654 
Submission #  987654 

October 20, 2004 
 
Ms. Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd. 
Ottawa, Ontario 
Canada 
K1E 2V2 
 
Dear Ms Lesley Smith: 
 
Re: Application Product Licence Traditional Claim 
 Chinese Remedy 
 Date Received by the Natural Health Product Directorate: 
 2004-10-15 11:55 AM 
 Natural Health Products Regulation Section: 5 
 
The Natural Health Products Directorate (NHPD), Bureau of Product Review and Assessment (BPRA), thanks you for 
your submission.  This Correspondence will serve as acknowledgement of receipt of your submission. 
The adequacy of the data submitted to the NHPD has not been fully assessed at this time and will be determined during 
the assessment of the submission by the assessment units.  As well, a need for data to address additional data gaps may 
be identified during the assessment.  Consequently, further information may be requested by the NHPD by means of a 
processing deficiency notice (PDN) or an information request notice (IRN). 
If you have any questions concerning this notice, please contact the submission processor at the below co-ordinates.  
Please note that the File Number and Submission Number (provided at the top right corner of the title page) must be 
quoted on all correspondence regarding this submission. 
 
Yours truly, 
  
John Doe 
Processor 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
phone: 613-941-1000 
fax: 613-954-2877 
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Sample 4: Response to the Acknowledgement 
Notice 

Company Code   12345 
File #   987655 
Submission #  987655 

October 20, 2004 
  
Mr John Doe  
Processor 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
 
Dear Mr John Doe: 
 Re: Acknowledgment Notice 987655 
 Please find attached a revised copy of the PLA with an attached Designated Party Authorization Form. 
 
 Yours truly, 
 
  
 Ms Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd. 
Ottawa, Ontario 
Canada 
 K1E 2V2 
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Level 2: Processing 
For more information about Level 2, see page 21. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Notes: Samples of Level 2 Submission 
Documentation 
 
5. Parts 3 and 4 of the Product 

Licence Application Form and 
Label Text 

6. Processing Deficiency Notice 
(PDN) 

7. Response to the PDN 
8. Level 3 In-Queue Fax 
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Sample 5: Parts 3 and 4 of the Product Licence 
Application Form and Label Text 
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Sample 5: Parts 3 and 4 of the Product Licence 
Application Form and Label Text 

traditional 
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Sample 5: Parts 3 and 4 of the Product Licence 
Application Form and Label Text 
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Sample 5: Parts 3 and 4 of the Product Licence 
Application Form and Label Text 
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Sample 5: Parts 3 and 4 of the Product Licence 
Application Form and Label Text 

Proposed Label Text 
 
Principal Display Panel: 
Chinese Remedy 
Product Number 8XXXXXXX 
90 capsules 
 
Other Panels: 

Astragalus membranaceus (Astragalus, Huang qi) (dried root powder)….1g 
 
Non-medicinal ingredients : 
Lactose 
Hydroxypropyl cellulose 
Microcrystalline Cellulose 
 
Use: Used in Traditional Chinese Medicine to tonify the lungs and is used for symptomatic relief in frequent 
colds. 
 
Adults: Take 3 capsules, 3 times a day.  For prolonged use consult a Traditional Chinese Medicine 
practitioner 
 
Consult a health care practitioner if you have an auto-immune disorder. 
Do not use if you are pregnant or breastfeeding.  
Store at room temperature. 
 
Herbal Inc., 123 St. Joseph Blvd, Ottawa, Ontario, Canada, K1E 2V2 
Lot # XXXX 
Expiry Date XXXX 
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Sample 6: Processing Deficiency Notice (PDN) 

  
 
 
 Natural Health Products Directorate 
 2936 Rue Baseline Rd., Basement/Sous-Sol AL3300B 
 Ottawa, Ontario 
 K1A  0K9 

 Company Code:12345 
File: 987654 

Submission: 987654 
 December 20, 2004 
 
Ms Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd 
Ottawa, Ontario 
Canada 
K1E 2V2 
 
Dear Ms Lesley Smith 
 

Re: Processing Deficiency Notice 
 Traditional Submission - Chinese Remedy 
 
This notice is in respect of your Submission 987654, file 987654. 
The application form and attachments provided with this submission have been verified by the Bureau of Product Review and Assessment for completeness and were determined to be deficient.  At 
this time, your application is considered incomplete as per section 5 of the Natural Health Products Regulations.  In order for the processing of your application to be completed, please submit all the 
following information:  
1. The proper name for Astragalus, Huang qi was not provided.  As per Chapter 2 of the Product Licensing guidance document, the proper name for all medicinal ingredients must be provided. 

As this ingredient is a plant, the proper name is the Latin name of its genus and, if any, its specific epithet.  Please provide NHPD with the proper name for this ingredient. 
2. The source material for Astragalus, Huang qi has not been indicated.  As per Chapter 2 of the Product Licensing guidance document, it is required that the source material be provided for all 

medicinal ingredients.  Please indicate the part of the plant used in this submission. 
3. The submission package did not fulfill all the submission requirements. As per Chapter 3 of the Product Licensing guidance document, each type of application has specific submission 

requirements. For this traditional product licence application, 2 traditional references are required, as well as a listing of the search strategy used for this product.  Please provide this data in 
your response. 

The NHPD will retain this submission on file for 30 calendar days to enable you to address all of the deficiencies.  If a written response is inadequate or is not received by the NHPD within 30 days of 
the date of this letter, the submission will be withdrawn.  Please remember that the response to the list of deficiencies must be submitted in one consolidated package with the signature of a contact 
person outlined in the application form.  Please note that the File Number and Submission Number (provided at the top right corner of the title page) must be quoted on all correspondence regarding 
this submission. 
The adequacy of the data submitted to the NHPD has not been fully assessed at this time and will be determined during assessment of the submission by the Assessment Division.  At this time, further 
information may be requested as per section 15 of the Natural Health Products Regulations.   
 Should you have any questions concerning the deficiencies identified in this notice, please contact the submission co-ordinator, Jane Jones, at the coordinates below.  
 
Yours truly, 
 
 
  
  
 Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
Phone: 613-941-1002 
Fax: 613-954-2877 
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Sample 7: Response to the PDN 

 Company Code    12345 
 File #    987654 
Submission #   987654 

January 5, 2005         
 
  Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, Ont 
K1A 0K9, AL 3300C 
 
       
Dear Ms. Jane Jones: 
 
 Re: PDN  987654 
 
 Please revise our Application to include the following: 
 
 The proper name for Astragalus, Huang qi is Astragalus membranaceus 
 
 The source material for Astragalus, Huang qi is the root. 
 
 Please find attached a copy of the evidence to support this product. 
  
 Yours truly, 
 
  
 Ms. Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd 
Ottawa, Ontario 
Canada 
K1E 2V2 
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Sample 8: Level 3 In-Queue Fax 
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Notes: 
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Level 3: Assessment 
For more information about Level 3, see page 31. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Notes: Samples of Level 3 Submission 
Documentation 
 
10. Evidence Summary Report 
11. Quality Summary Report 
12. Information Request Notice 

(IRN) 
13. IRN Response 
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Sample 9: Evidence Summary Report 
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Sample 9: Evidence Summary Report 



 

Page 78  Product Licensing: a Step-by-Step Guide  

Sample 9: Evidence Summary Report 
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Sample 10 Quality Summary Report 
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Sample 11: Information Request Notice (IRN) 

  
 

Natural Health Products Directorate   
AL: 3300B, Qualicum, 2936 Baseline Road 
Ottawa, Ontario  K1A 0K9 

 
  

Company Code:    12345 
File Number:   987654 
Submission Number:  987654 

 January 24, 2005          
 
Ms. Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St Joseph Blvd. 
Ottawa, Ontario 
Canada 
 K1E 2V2  
 
  Dear Ms. Smith: 
 

 Re: Information Request Notice  
 Traditional -Chinese Remedy 
 
 This is in response to your submission 987654, file 987654. 
The application and evidence provided with this submission have been assessed for quality and have been determined to be deficient.  At this time, NHPD requires further information in order to 
properly assess your submission.  As per section 15 of the Natural Health Products Regulations, please submit all the following information: 
1. The risk information provided in your Product License Application and label is insufficient.  As per section 5(f) of the Natural Health Products Regulations, the applicant is required to include 

recommended conditions of use on its Product License Application.  According to your safety summary report, astragalus should not be used in case of exterior excess, qi stagnation, damp 
obstruction, food stagnation, yin deficiency with heat signs or skin lesions either in early stages or where there is heat toxin.  Because of the traditional claim, known traditional 
contraindications should be included on your Product License Application and label.  Please add the following cautionary statement on your Product License Application and label: "According 
to Traditional Chinese Medicine, do not use in cases of exterior excess, qi stagnation, damp obstruction, food stagnation, yin deficiency with heat signs or skin lesions either in their early 
stages or where there is heat toxin."  Please confirm that this will be added to both the Product License Application and the label. 

2. Please provide a revised copy of the Finished Product Specifications which should include the following information: 
a. The name of the test method and tolerance limits for the dissolution of the capsules, as per Section 3.1 of the Evidence for Quality of Finished Natural Health Products 

Guidance Document.  Disintegration times are applied for natural health products intended to be swallowed whole whether uncoated and plain coated tablets or hard and soft 
gelatin capsules.  Applicants are expected to comply with these tablet disintegration times as tested by the official method DO-25. 

b. The name of the test method and tolerance limits for heavy metals i.e., Lead, Arsenic, Mercury and Cadmium in the product as per Chapter 2.2.2 of the Evidence for Quality of 
Finished Natural Health Products Guidance Document must be provided. 

c. The product is plant based, therefore the name of the test method and tolerance limits for  pesticides in the product as per Chapter 2.2.2 of the Evidence for Quality of Finished 
Natural Health Products Guidance Document must be provided.  If not, provide a scientific rationale to justify the omission of this test. 

d. Please provide a brief description and/or name of the house test method “01.04.800”.  
The NHPD will retain this submission on file for 30 calendar days in order for all of the deficiencies to be addressed.  If a written response is inadequate or is not received by the NHPD within 30 
days of the date of this letter, the submission will be withdrawn.  Please remember that the response to the list of deficiencies must be submitted in one consolidated package and numbered 
accordingly. In responding to these issues, please quote the submission number and file number in your response. 
If you have any questions concerning the information requested for this submission, please contact the submission co-ordinator at the co-ordinates below. 
 
 Yours truly, 
 
  
 Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
Phone: 613-941-1002 
Fax: 613-954-2877 
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Sample 12: IRN Response 

Company Code 12345 
             File #   987654 
          Submission #  987654 
January 25, 2005         
 
Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
 
Dear Ms. Jane Jones: 
 
Re: Information Request Notice  
 Traditional -Chinese Remedy 
   
Please find attached our revised Application including the following: 
1. The contraindication: “According to Traditional Chinese Medicine, do not use in cases of exterior ex-

cess, qi stagnation, damp obstruction, food stagnation, yin deficiency with heat signs or skin lesions ei-
ther in their early stages or where there is heat toxin” is now included in the Product Licence Applica-
tion and revised label. See attached. 

2. Please review the attached new copy of Finished Product Specification with details on the disintegration 
of the tablet, test for pesticides. As for the house method number  “01.04.800.01”,  a brief description of 
the Standard Operating Procedures for the Method for Reporting Amount by Input is provided in a sepa-
rate binder. 

 
Yours truly, 
 
  
Ms. Lesley Smith 
Regulatory Affairs Agent 
Herbal Inc. 
123 St. Joseph Blvd. 
Ottawa, Ontario 
Canada 
K1E 2V2 
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Sample 12: IRN Response 
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Proposed Label Text 
 
Principal Display Panel: 
Chinese Remedy 
Product Number 8XXXXXXX 
90 capsules 
 
Other Panels: 
Astragalus membranaceus (Astragalus, Huang qi) (dried root powder)
….1g 
 
Non-medicinal ingredients : 
Lactose 
Hydroxypropyl cellulose 
Microcrystalline Cellulose 
 
Use: Used in Traditional Chinese Medicine to tonify the lungs and is used for 
symptomatic relief in frequent colds. 
 
Adults:Take 3 capsules, 3 times a day.  For prolonged use consult a 
Traditional Chinese Medicine practitioner. 
 
Consult a health care practitioner if you have an auto-immune disorder. 
Do not use if you are pregnant or breastfeeding. 
According to Traditional Chinese Medicine, do not use in cases of exterior 
excess, qi stagnation, damp obstruction, food stagnation, yin deficiency with 
heat signs or skin lesions either in their early stages or where there is heat 
toxin.  
Store at room temperature. 
 
  
Herbal Inc., 123 St Joseph Blvd, Ottawa, Ontario, Canada, K1E 2V2 
Lot # XXXX 
Expiry Date XXXX 

Sample 12: IRN Response 
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Sample 12: IRN Response 
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Notes: 
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Level 4: Assessment 
For more information about Level 4, see page 55. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Notes: Samples of Level 4 Submission 
Documentation 
 
13. Product Licence Issuance 
14. Product licence 
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Sample 13: Product Licence Issuance 

Company Code    12345 
File #   987655 
Submission #  987655 

February 1st, 2005 
 
 
Mr Bob Fielding 
Senior Consultant 
45 New Hampshire Drive 
Ottawa, Ontario 
Canada 
K1X 2C2 
 
Dear Mr Fielding, 
 
Re: Product Licence Issuance NPN 80000000 
 Non-Traditional, Cold Remedy 
 
The Natural Health Products Directorate (NHPD) has conducted an assessment of your submission and has considered the product to be in compliance 
pursuant to section 7  of the Natural Health Products Regulations. Please note that any labels used in the marketing of this product must reflect the information 
outlined on the product licence and must comply with the labelling requirements as per Part 5 of the Regulations. 
  
Please find enclosed a copy of the Product Licence thereby authorizing the sale of the product described therein.   
 
Please note as per sections 11, 12 and 13 of the Natural Health Products Regulations, changes made in respect of a licenced product, require an amendment, 
notification or a new product licence.  Please see the Product Licensing Guidance Document for further information and the applicable requirements.   
 
Please note that as per Part 5, Section 87 of the Natural Health Products Regulations (Labelling and Packaging), you are responsible for ensuring that the label 
text is translated correctly into French. 
 
If you have any questions concerning the information on the licence, please submit a “Request for Correction to the Product Licence” using the form found in 
Appendix 5 of the Product Licensing Guidance Document or contact the Submission Coordinator, Jane Jones, of the Submission Management Division.  
Please note that the File Number (provided at the top right corner of the title page) and Product Number must be quoted on all future correspondence regarding 
this product. 
 
Yours truly, 
 
 
Jane Jones 
Product Licencing Submission Co-ordinator 
Natural Health Products Directorate 
2936 Baseline Rd. 
Ottawa, ON 
K1A 0K9, AL 3300C 
Phone: 613-941-1002 
Fax: 613-954-2877 
 
encl.: Product licence 
c.c: Lesley Smith 
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Sample 13: Product Licence Issuance 

1 g 
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Appendix 1: Annotated Product Licence Application 
Form 
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Appendix 1: Annotated Product Licence Application 
Form 
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Appendix 1: Annotated Product Licence Application 
Form 
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Appendix 1: Annotated Product Licence Application 
Form 
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Appendix 1: Annotated Product Licence Application 
Form 
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Appendix 1: Annotated Product Licence Application 
Form 
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Appendix 2: Most Common Deficiencies by 
Submission Level 

Level 1: 
1. Applicant did not name a Senior Official on the application. 

NHPD requires a senior official to be named on all applications. The senior official should be the same person for all 
applications made to NHPD, as this is the person who will represent the company. The senior official is also the 
person who should be signing the application form (unless a Designated Party Authorization form is included). 
 
 
 

2. Applicant did not name a Contact for the Application on the application. 
NHPD requires a contact for the Application to be included in any Product Licence Application submission.  This is 
the technical contact person to whom all questions regarding the submission will be sent.  This contact person can vary 
from submission to submission. 
 
 
 

3. An American Applicant did not name a Representative in Canada. 
NHPD requires a Representative in Canada to be named on the Product Licence Application form, as this is the person 
to whom regulatory mail will be sent.  The Representative in Canada can be anyone (consultant, lawyer, etc.) with a 
Canadian address. 
 
 
 

4. Submission did not contain the Submission Content indicated on Page 2. 
NHPD requires that a description of the data included in the submission package be detailed.  This allows for NHPD 
to account for all of the information submitted. 
 
 
 

5. The Attestation was not signed. 
NHPD requires that the Product License Application form be signed by the Senior Official or a Designated Third 
Party.  This signature is an indication that the company agrees to the attestation found at the end of the Product 
Licence Application form. 
 
 
 

6. The attestation was signed by someone other than the Senior Official and a Designated Third Party Application form 
was not submitted.   
NHPD requires that the application form be signed by the Senior Official of the applicant company as they are 
responsible for this application.  If the Senior Official decides not to sign, but to designate someone else as able to sign 
on their behalf, a Designated Third Party Application form must be submitted. 
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Level 2: 
1. Non-traditional evidence not provided   

The complete set of requirements for non-traditional claim submissions has not been met.  In addition to the Product 
License Application, you must submit safety summary, evidence summary and quality summary reports.  Please refer 
to Chapter 3.2.2 of the Product Licensing Guidance Document. 

• Many applicants supply only the Product Licence Application and label text, but not the supporting evidence. 
 
 

2. Attesting to an unpublished monograph  
As NHPD has not yet published a monograph for ‘Vitamin C’,  the safety summary, evidence summary, and quality 
summary report must be submitted. Please refer to the Evidence for Quality of Finished Natural Health Products and 
Evidence for Safety and Efficacy of Finished Natural Health Products Guidance Documents. 

• Applicants should ensure that the monographs which they attest to are monographs that are currently 
published.  Applicants may opt to attest to TPD Category IV Monographs, if applicable. 
 
 

3. Attesting to multiple monographs for a combination product 
‘Glucosamine & Chondroitin’ is a combination product.  For medicinal ingredients of which the NHPD published 
monographs for, one may reference the appropriate monograph for the evidence of the safety and efficacy of the 
individual ingredients.  However, all other requirements for combination products still apply.  Please see chapter 12 of 
the Evidence for Safety and Efficacy of Finished Natural Health Products Guidance Document. 

• Please note that it is necessary to provide evidence supporting the combination if the two ingredients have 
individual monographs. 
 
 

4. Proper names are not provided   
 For all medicinal ingredients, it is required that the proper name be provided, ie. Latin binomial, IUPAC name, or as 
listed on Schedule 1. Please refer to chapter 2 of the Product Licensing Document for further information. 

• The proper name is rarely provided in its correct form (i.e. IUPAC or Latin binomial). 
 
 

5. Did not provide source material  
 For all medicinal ingredients, it is required that the source material be provided.  Please provide the source material 
for each medicinal ingredient. 

• Frequently the source material is not provided or provided incorrectly.  Often, potency, source material, and 
medicinal ingredient are confused, and this is usually identified by Submission Coordinators. 
 
 

6. Animal tissue used in processing   
It is required that all animal tissue used in the product as an ingredient or in the processing must be indicated (with 
completed Animal Tissue Form) to address any safety concerns when dealing with potential animal-borne diseases.  
The question regarding animal tissue use in the processing of the product does NOT refer to the medicinal or non-
medicinal ingredients (ie., the capsule is considered a non-medicinal ingredient NOT as part of the processing) but 
rather to the manufacturing of the finished product or intermediary.  

Appendix 2: Most Common Deficiencies by 
Submission Level 
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7. Correct use of extract information  
If the product is an extract, the extract information must be supplied to assist in the determination of safe dosage 
levels.  When supplying the extract information, both the extract ratio and crude dried equivalent (amount of 
material from which the ingredient was extracted) must be supplied.  

• The quantity of the medicinal ingredient is the amount of extract per dosage unit. 
 

Crude dried material : extract 
 

ie.,  For a Tincture - 1:5  (1 gram of crude dried material to make 5 mL of extract) 
  

      For a Powder -  5:1  (5 grams of crude dried material to make 1 gram extract) 
  
 
 
 

Appendix 2: Most Common Deficiencies by 
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