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Table 1
Miscellaneous Regulatory Terms

	Term
	Acronym
	Description

	Control Number
	
	Six digit number assigned to submissions to enable tracking of said submissions.

	CR Date
	
	A CR date is the date when a submission is considered administratively complete, such that the Submission and Information Policy Division (SIPD) or relevant Submissions Management Unit (e.g. in the case of CTAs), can process the submission.

	CR File Number
	
	Number (i.e. 9427-#####-##C) assigned by HPFB's Central Registry to a file for a particular product from a particular sponsor. The CR file number is used by HPFB to locate information pertaining to a particular product from a particular sponsor.

	eCTD Identifier (Product Identifier)
	
	The name for the top level folder of the submission in eCTD format is the eCTD Identifier number obtained from Health Canada (e.g., e123456). This number is the unique identifier for the drug product. Subsequent submissions as well as additional information in eCTD format for the same drug product retain the same eCTD Identifier.

	Filing Date
	
	Refers to the final central registry (CR) file date allocated to the submission once it is deemed administratively complete by Health Canada (i.e. once all elements and forms required for processing are completed and submitted to Health Canada). This date may differ from the date of original filing should the submission be considered administratively incomplete at the time of receipt.

	Health Products and Food Branch
	HPFB
	Branch of Health Canada organization responsible for governance, regulation and management of health-related risks and benefits of health products and food

	Original Information
	
	Information included in the original application to the HPFB from the sponsor

	Priority Review
	
	A review status granting eligible new drug submissions and supplements to new drug submissions a shortened review target. This status is granted following review and approval of a request submitted by the sponsor of the drug.

	Screening
	
	Health Canada screens the submission content for completeness and quality 
If the application is deemed acceptable for review, acknowledgement will be issued to the sponsor indicating the start of the review period.

	Solicited information
	
	Information requested by Health Canada from the sponsor

	Unsolicited information
	
	Information not requested by Health Canada from the sponsor; however it does not necessarily mean that the information, if submitted, will be returned to the sponsor– in some cases it is encouraged.


Table 2
Regulatory Status

	Term
	Acronym
	Description

	Pending
	
	Awaiting screening or review

	Active
	
	Under active screening or review

	Withdrawn
	
	Regulatory status applied to the submission once it has been withdrawn by the Applicant

	Rejected/Refused
	
	Regulatory status applied to the submission once it has been received a rejection /refusal notice; i.e., NOD-W, NON-W, Screening Rejection Notice and NON (in the case of Veterinary drugs)

	Cleared
	
	Regulatory status applied to a submission once the review is complete and the content has been found acceptable. Depending on the submission type a letter of approval (i.e., NOL, NOC, NOCc-QN) will be received by the applicant.


Table 3
Types of Applications and Submissions (Pharmaceutical, Biologic, Radiopharmaceutical, Veterinary)
	Term
	Acronym
	Description

	Clinical Trial Application
	CTA
	Applications in which a sponsor proposes to perform Clinical testing involving the use of pharmaceutical, biological and radiopharmaceutical drugs

	Clinical Trial Application Amendment
	CTA-A
	Applications in which a sponsor proposes information to support changes to a previously authorized application

	Clinical Trial Application Notification
	CTA-N
	Notification of changes made to an approved CTA. The changes may be implemented immediately without prior review.

	New Drug Submission
	NDS
	Application to marketing authorization for a new product

	New Drug Submission Priority Review
	NDS-Pr
	Fast-track status, i.e., shortened review timelines, granted to eligible NDS for human use, following review and approval of a request submitted by the sponsor of the drug.

	New Drug Submission Notice of Compliance with Conditions
	NDS-NOC/c
	Market authorization under the NOC/c Policy allows Health Canada to provide earlier market access to potentially life-saving drugs. The sponsor will undertake additional studies to confirm the clinical benefit of the product.

	Supplemental New Drug Submission
	SNDS
	Application to change the label of a drug, other types of clinical, chemistry & manufacturing changes

	Supplemental New Drug Submission Priority Review
	SNDS-Pr
	Fast-track status, i.e., shortened review timelines, granted to eligible SNDS for human use, following review and approval of a request submitted by the sponsor of the drug.

	Supplemental New Drug Submission Notice of Compliance with Conditions
	SNDS-NOC/c
	Market authorization under the NOC/c Policy allows Health Canada to provide earlier market access to potentially life-saving drugs. The sponsor will undertake additional studies to confirm the clinical benefit of the product.

	Abbreviated New Drug Submission
	ANDS
	NDS for Generic drug products

	Supplemental Abbreviated New Drug Submission
	SANDS
	SNDS for Generic drug products

	Notifiable Change
	NC
	Application to change the label of a drug, other types of clinical, chemistry & manufacturing changes

	Notifiable Change 90 Day
	NC90
	A NC that is subject to a 90 day review

	Notifiable Change 120 Day
	NC120
	A NC that is subject to a 120 day review

	Periodic Safety Update Report
	PSUR
	Provides an update of the worldwide safety experience of a medicinal product to international health regulatory authorities at defined intervals post-authorization.

	Periodic Safety Update Report - Confirmatory
	PSUR-C
	PSUR for products authorized under the Notice of Compliance with Conditions Policy

	Drug Identification Number 
	DIN
	A computer-generated eight digit number assigned by Health Canada to a drug product prior to being marketed in Canada. It uniquely identifies all drug products sold in a dosage form in Canada and is located on the label of prescription and over-the-counter drug products that have been evaluated and authorized for sale in Canada.

Uniquely identifies the following product characteristics: manufacturer; product name; active ingredient(s); strength(s) of active ingredient(s); pharmaceutical form; route of administration.

	Application for a DIN
	DINA
	DIN application

	Application for a DIN - Biological product
	DINB
	DIN application for biologic products

	Application for a DIN - Homeopathic product
	DINH
	DIN application for Homeopathic product

	Application for a DIN - Category IV product
	DINF
	DIN application for Category IV product

	Application for a DIN - Disinfectant product
	DIND
	DIN application for Disinfectant product

	Drug Master File
	DMF
	A reference vehicle providing information to Health Canada, where that information is of a proprietary nature and is not available to the manufacturer of the dosage form, or to a Sponsor of a submission when they are not the dosage form manufacturer.

	Annual Drug Notification
	DNF
	Submission which requires that owners of DIN Numbers confirm annually before October that all information previously supplied with regard to the product is correct.

	Annual Notice of Change
	
	Submission listing Level III Changes since the time of the last Annual Drug Notification.

	Establishment Licence (Drug)
	DEL
	License application required for all businesses in Canada engaged in any of the six activities (fabrication, packaging/labelling, importation, distribution, wholesale, and testing) related to the manufacturing and testing of all drugs in dosage form and bulk intermediates of Schedule C (radiopharmaceutical) and D (biological) drugs.

	Post-Authorization Division 1 Change
	PDC
	A notification process for changes to previously authorized Division 1 drugs (other than those requiring an amended Drug Identification Number (DIN) application)

	Administrative Change
	ADMIN
	A submission that does not require scientific review (e.g. change in manufacturer name or product name).

	Veterinary Investigational New Drug
	VIND
	Application requesting permission to perform Clinical testing involving the use of veterinary drugs

	Veterinary Investigational New Drug Amendment
	VIND-AM
	Applications in which a sponsor proposes information to support changes to a previously authorized VIND application

	Veterinary New Drug Submission
	VNDS
	Veterinary NDS

	 Veterinary Supplemental New Drug Submission
	VSNDS
	Veterinary SNDS

	 Veterinary Abbreviated New Drug Submission
	VANDS
	Generic veterinary NDS

	 Veterinary Supplemental Abbreviated New Drug Submission
	VSANDS
	Generic veterinary SNDS

	 Veterinary Notifiable Change
	VNC
	Veterinary NC

	 Veterinary Drug Identification Number submission
	VDIN
	Veterinary DIN

	 Veterinary Post-Authorization Division 1 Change
	VPDC
	A notification process for changes to previously authorized Division 1 drugs (other than those requiring an amended Veterinary Drug Identification Number (VDIN) application)

	 Veterinary Administrative Change
	VADMIN
	A veterinary submission that does not require scientific review (e.g.change in manufacturer or product name).

	Veterinary Experimental Studies Certificate
	VESC
	Application to conduct experimental study using a veterinary drug

	Veterinary Experimental Studies Certificate Amendment
	VESC-AM
	Application to amend experimental study using a veterinary drug

	Veterinary Protocol Review
	VPRORE
	Application for review of a protocol

	Veterinary Final Label Review
	VFINLA
	Submission of final product labels for review


Table 4
Types of Correspondence (Health Canada to Sponsor)

	Term
	Acronym
	Description

	Screening Deficiency Notice
	SDN
	Issued if deficiencies are found during screening

	Screening Rejection Letter
	SRL
	Issued if the manufacturer does not respond to an SDN within 45 days or the information in the response contains unsolicited information, or is incomplete or deficient

	Acknowledgement of Receipt
	
	Issued to notify the applicant that a submission was received

	Response to Meeting Request 
	
	HPFB receives the Applicants formal request for meeting and either accepts the request or rejects the request. If the request is accepted there may be communication to agree on a meeting date.

	Meeting Minutes
	
	Applicant and HPFB agree on a formal set of minutes for the meeting.

	No Objection Letter
	NOL
	Issued at the completion of a review. 

Applies to: CTA, CTA-A, NC-90 and NC-120 day, VIND, VIND-AM, VNC

	Not Satisfactory Notice
	NSN
	Issued if significant deficiencies are identified during the review.

Applies to CTA, CTA-A, NC-90 and NC-120 day, VIND, VIND-AM, VNC

	Request for Clarification (human drugs)


	Clarifax
	Queries issued to the sponsor when revisions and/or clarifications regarding submission are required. Sponsor must respond within a defined timeline.

	Minor Information Request (veterinary drugs)
	MIR
	Queries issued to the sponsor when revisions and/or clarifications regarding submission are required. Sponsor must respond within a defined timeline.

	Accepted for Review
	
	Issued to notify the applicant that a submission has cleared screening and will be accepted for review

	Notice of Non-Compliance (human drugs)
	NON
	Queries issued, after the review is complete, when deficiencies or significant omissions are identified during the review of a submission.  

	Notice of Deficiency (human drugs)
	NOD
	Queries issued, before the review is complete, when deficiencies or significant omissions are identified during the review of a submission.

	Notice of Deficiency-Withdrawal (human drugs)
	NOD-W
	Rejection issued if the sponsor fails to submit the requested information in response to an NOD within the required time period, or the response contains unsolicited information, or is incomplete or deficient

	Notice of Non-Compliance-Withdrawal (human drugs)
	NON-W
	Rejection issued if the sponsor fails to submit the requested information in response to an NON within the required time period, or the response contains unsolicited information, or is incomplete or deficient

	Notice of Deficiency (veterinary drugs)
	NOD
	Queries issued, after the review is complete, when deficiencies or significant omissions are identified during the review of a submission.  

	Notice of Non-Compliance (veterinary drugs)
	NON
	Refusal issued if the sponsor fails to submit the requested information in response to an NOD within the required time period, or the response contains unsolicited information, or is incomplete or deficient.

	Notice of Compliance with Conditions - Qualifying Notice
	NOCC-QN
	Approval issued upon completion of a review indicating that the submission qualifies for a NOC, under the NOC/c policy. Also identifies required post-approval commitments. 

	Notice of Compliance
	NOC
	Approval issued at the completion of a review, provided that any submission holds have been lifted. Certifies that the drug complies with the Food and Drugs Act and Regulations and authorizes the sponsor to sell the drug product in Canada.

Applies to: NDS, ANDS, SNDS, SANDS

	Request for pristine
	
	Request for final versions of the Product Monograph or Certified Product Information Document (CPID)


Table 6
Types of Correspondence (Sponsor to Health Canada)

	Term
	Acronym
	Description

	Requests for Reconsideration
	
	If an application is rejected or refused during screening or review, the applicant may file a Request for Reconsideration of the decision. Applies to the following rejections:
· Rejection of Priority Review Request;

· Rejection of Request for Advance Consideration under the Notice of Compliance with Conditions Policy;

· Screening Rejection Letter (SRL) (including New Drug Letter);

· Notice of Deficiency - Withdrawal Letter (NOD/W);

· Notice of Non-compliance - Withdrawal Letter (NON/W); or

· Not Satisfactory Notice (NSN).

	Meeting Request
	
	Applicant submits a formal request for meeting with HPFB. The meeting request includes proposed dates for the meeting and the intended purpose of the meeting.

	Meeting Package
	
	Applicant submits a briefing package with detailed information to facilitate discussion at the meeting.

	Meeting Minutes
	
	Applicant and HPFB agree on a formal set of minutes for the meeting.

	Response to Clarifax
	
	Applicants response to a request for clarification

	Response to SDN
	
	Applicants response to a Screening Deficiency Notice

	Response to MIR
	
	Applicant’s response to a Minor Information Request

	Response to NOD
	
	Applicant’s response to a Notice of Deficiency

	Response to NON
	
	Applicant’s response to a Notice of Non-Compliance
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