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Drug Submission Application Form for: Human, Veterinary or Disinfectant Drugs and Clinical Trial Application/Attestation
 * - denotes mandatory
External Link to the Guidance Document
This form contains mandatory fields. In order to ensure you have completed all appropriate fields, please press the "Finalize" button at the bottom of the form before printing and signing.   Once finalized, the fields in the form become "locked" (that is, Fields cannot be modified). In order to modify fields after finalizing, you must press the "Modify" button at the bottom of the form. Following modifications to the desired fields and before printing and signing, please press the "Finalize" button again to re-validate entries.
6. Number of Original Volumes, Compact Discs, and Duplicates
Part 1 - Manufacturer/Sponsor and Drug Product Information
A)  MANUFACTURER/SPONSOR MAILING ADDRESS
B)  COMPANY NAME & ADDRESS  (For THIS Drug Submission)
CONTACT (For THIS Drug Submission)
C) REGULATORY MAILING ADDRESS
D)  CANADIAN IMPORTER MAILING ADDRESS
Importer:
1
E) Address to which the Drug Notification Form (DNF)/ Notice of Compliance (NOC) is to be sent
F) Third Party Submission
53. Related Submissions (referred to in this submission)
Associated DIN(s)
Part 2 - Drug Product Formulation Information
54. & 61. Proposed Shelf Life and Container Type, Package Size
Shelf Life
Temp. Range
55. Please indicate the country(ies) of manufacture for this drug product.   
	Provide the name of the country(ies) where the final dosage form of the drug product is manufactured/fabricated, e.g., if the drug product is in the dosage form of a tablet or solution, enter the country(ies) where the tablet or solution was fabricated. This may not necessarily be the country(ies) where the product is packaged/labeled.
56. Medicinal (Active) Ingredient(s)
57. Non-Medicinal Ingredient(s)
58. Animal and/or Human Sourced Material(s) Used at Any Stage in the Manufacture of the Drug
Material Name*
CAS No
Standard
Present in Final Container?*
63. Route of Administration
64. Drug Product*
65. Drug Use*
70. Rationale for all SNDS, SANDS, EU SNDS, EU SANDS (Human drug types); VSNDS, VSANDS (Veterinary drug types); or for biological drug DIN submissions
71. Type of Notifiable Change (NC) (for Biologic or Radiopharmaceutical drug quality changes) (if applicable)
72. Species and Subtypes Recommended for Use
Species/Subtype*
74. Withrawal Time
Days
Hours
Name of Authorized Signing Official
I, the undersigned certify that the information and material included in this drug submission application are accurate and complete.
Appendix 1 - for Clinical Trial Applications and Amendments Only
Template Authorization for a Third Party to Import the New Drug Described in this Clinical Trial Application or Amendment
List of Canadian Importers
Canadian Importer
Authorization
I, the undersigned, authorize the companies listed in the appendix to import the new drug for the purposes of the clinical trial described within this application.
Appendix 2 - for All Applications
Template Authorization for a Third Party to Sign/File a Drug Submission Application  on Behalf of the Manufacturer/Sponsor
Authorized Third Party
Authorization
Authorization text will appear here once the Authorized Third Party (above) has been completed
Appendix 3 - Clinical Trial Application Information
(for Clinical Trial Applications for human drugs only)
84. Investigational Products
From which market(s) is the investigational product obatined?*
Canadian Market
Drug Identification Number (DIN)
Additional Information
Foreign Market
Country*
Additional Information
Non-Marketed Source
85. Anticipated Clinical Trial Composition
86. Phase of Clinical Trial*
Certification
In respect of the clinical trial identified in Appendix 3 of this Drug Submission Application form we certify that:
1. The information and material contained in, or referenced by, this application are complete and accurate and are not false or misleading.
2. If requested by Health Canada, additional information or samples required to assess this application will be provided within two calendar days following receipt of the request from Health Canada.
3. L'essai clinique sera mené et le médicament utilisé en accord avec le protocole et les exigences figurant dans le titre 5 du Règlement sur les aliments et drogues ou dans l'Arrêté d'urgence sur les essais cliniques d'instruments médicaux et de drogues en lien avec la COVID-19 pour la période du 1 an à partir de la date d'entrée en vigueur. L'essai clinique sera mené conformément aux bonnes pratiques cliniques.
 
4. Pour les demandes déposées en vertu de la section 5 du Règlement sur les aliments et drogues, l'étude ou la modification ne débutera dans aucun site avant la réception d'une lettre de non-objection de la Direction des produits thérapeutiques ou la Direction des médicaments biologiques et radiopharmaceutiques de Santé Canada, ou encore dans le délai de 30 jours civils suivant la réception de la demande complète par Santé Canada, selon la première de ces éventualités, ainsi que la réception de l'approbation du comité d'éthique de la recherche. 
 
L'Arrêté concernant certains délais prévus sous le régime du Règlement sur les aliments et drogues (COVID-19) prolonge la période par défaut pour l'examen des demandes et modifications apportées en vertu de la section 5 du Règlement sur les aliments et drogues (RAD) de 30 à 45 jours. L'arrêté sera en place pour les demandes complètes reçues par Santé Canada le 16 novembre 2020 ou avant.
 
 Pour les demandes présentées en vertu de l'Arrêté d'urgence sur les essais cliniques d'instruments médicaux et de drogues en lien avec la COVID-19, l'étude ou la modification ne débutera dans aucun site avant la réception d'un avis d'autorisation de la Direction des produits thérapeutiques ou la Direction des médicaments biologiques et radiopharmaceutiques, de Santé Canada, et la réception de l'approbation du comité d'éthique de la recherche.
 
5. Records will be maintained for a period of 25 years and will be accessible for on-site inspection by Health Canada Inspectors.
Appendix 4 - Drug Product Formulation Information
Animal and/or Human-Sourced Ingredients/Materials
Please provide the information below
Sourced From:
99. Sourced from:
Please provide the animal type(s) used for this ingredient. At least one type must be completed.
102. Please indicate the country(ies) of origin of animal(s). 
Appendix 5 - Schedule A Form for Non-Prescription Products
(excluding Natural Health Products)
Part A - Drug Product Identification
Part B - Schedule A Information
106. Please check the disease(s)/disorder(s) that apply to the claims made
Part C - Schedule A Claims/Indications
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