HL7 RPS R3 Business Requirements: Health Canada

Regulated Products: Pharmaceutical, Biologic, Radiopharmaceutical, Veterinary, Medical Device [Brand Name, Generic, OTC]

	REGULATORY ACTIVITIES FOR PRE-MARKET AUTHORIZATION

	#
	Dossier

(application-type)
	Regulatory Activity

(submission-type)
	Regulatory Package

HPFB to Sponsor

(submission-unit-type)
	Regulatory Package

Sponsor to HPFB

(submission-unit-type)
	Regulatory Activity Status
(status)

	1. 
	Human-Pharmaceutical

Human-Biologic

Human-Radiopharmaceutical

Veterinary

Drug Master File

Medical Device

Food
	Meeting
	Response to Meeting Request 

Meeting Minutes
	Meeting Request

Meeting Package

Meeting Minutes
	Pending

Active

Withdrawn

Rejected/Refused
Cleared

	2. 
	As above
	CTA
	SDN
SRL
Acknowledgement of Receipt

NOL
NSN
Request for Clarification Accepted for Review


	Response to Clarifax/MIR 

Response to SDN 
	Pending

Active

Withdrawn

Rejected/Refused
Cleared

	3. 
	As above
	CTA-A
	Same as CTA
	Same as CTA
	Same as CTA

	4. 
	As above
	CTA-N
	Request for Clarification
	Response to Clarifax
	Pending

Cleared

	5. 
	As above
	VIND
	SRL
Acknowledgement of Receipt

NOL
NSN
MIR

Accepted for Review
	Response to Clarifax/MIR 

Response to SDN
	Pending

Active

Withdrawn

Rejected/Refused
Cleared

	6. 
	As above
	VIND-AM
	Same as VIND
	Same as VIND
	Same as VIND

	7. 
	As above
	VESC
	Same as VIND
	Same as VIND
	Same as VIND

	8. 
	As above
	VESC-AM
	Same as VIND
	Same as VIND
	Same as VIND

	9. 
	As above
	VPRORE
	Same as VIND
	Same as VIND
	Same as VIND


	REGULATORY ACTIVITIES FOR MARKETING AUTHORIZATION AND POST-MARKET AUTHORIZATION 

	#
	Dossier

(application-type)
	Regulatory Activity

(submission-type)
	Regulatory Package

HPFB to Sponsor

(submission-unit-type)
	Regulatory Package

Sponsor to HPFB

(submission-unit-type)
	Regulatory Status

(status)

	1. 
	Human-Pharmaceutical

Human-Biologic

Human-Radiopharmaceutical

Veterinary

Drug Master File

Medical Device

Food
	Meeting
	Response to Meeting Request 

Meeting Minutes
	Response to Meeting Request 

Meeting Minutes


	Pending

Active

Withdrawn

Rejected/Refused

Cleared

	2. 
	As above
	NDS
	Acknowledgement of Receipt

SDN

SRL

Accepted for Review

NON

NOD

NON-W

NOD-W

NOCC-QN
NOC

Request for pristine

Request for Clarification

Reviewers Report
	Request for Re-consideration

Response to Clarifax/MIR 
Response to SDN

Response to SRL 

Pristine PM
Response to NOCC-QN

Request for Reviewers Report

Response to NOD

Response to NON
	Pending

Active

Withdrawn

Rejected/Refused

Cleared

	3. 
	As above
	SNDS
	Same as NDS
	Same as NDS
	Same as NDS

	4. 
	As above
	ANDS
	Acknowledgement of Receipt

SDN

SRL

Accepted for Review

NON

NOD

NOD-W

NON-W

NOC

Request for pristine

Request for Clarification

Reviewers Report
	Request for Re-consideration

Response to Clarifax/MIR 
Response to SDN

Response to SRL 

Pristine PM

Request for Reviewers Report

Response to NOD

Response to NON
	Same as NDS

	5. 
	As above
	SANDS
	Same as SNDS
	Same as SNDS
	Same as SNDS

	6. 
	As above
	NC
	SDN

SRL

Acknowledgement of Receipt

Request for pristine

Request for Clarification

NOL

NSN

Reviewers Report
	Request for Re-consideration

Response to Clarifax/MIR 
Response to SDN

Response to SRL 

Pristine PM
Request for Reviewers Report
	Same as NDS

	7. 
	As above
	VNDS
	Acknowledgement of Receipt

SDN

SRL

Accepted for Review

NON

NOD

NOD-W

NON-W

NOC

Request for pristine

Request for Clarification

Reviewers Report
	Request for Re-consideration

Response to Clarifax/MIR 
Response to SDN

Response to SRL 

Pristine PM

Request for Reviewers Report

Response to NOD

Response to NON
	Same as NDS

	8. 
	As above
	VSNDS
	Same as VNDS
	Same as VNDS
	Same as NDS

	9. 
	As above
	VANDS
	Same as VNDS
	Same as VNDS
	Same as NDS

	10. 
	As above
	VSANDS
	Same as VNDS
	Same as VNDS
	Same as NDS

	11. 
	As above
	VFINLA
	Same as VNDS
	Same as VNDS
	Same as NDS

	12. 
	As above
	VNC
	SDN

SRL

Acknowledgement of Receipt

Request for pristine

Request for Clarification

NOL

NSN

Reviewers Report
	Request for Re-consideration

Response to Clarifax/MIR 
Response to SDN

Response to SRL 

Pristine PM

Request for Reviewers Report

Response to NOD

Response to NON
	Same as NDS

	13. 
	As above
	VDIN
	
	
	Same as NDS

	14. 
	As above
	VPDC
	
	
	Same as NDS

	15. 
	As above
	VADMIN
	
	
	Same as NDS

	16. 
	As above
	YBPR
	Same as NDS
	Same as NDS
	Same as NDS

	17. 
	As above
	PSUR
	Request for Clarification
	Response to Clarifax
	Same as NDS

	18. 
	As above
	PSUR-C
	Request for Clarification
	Response to Clarifax
	Same as NDS

	19. 
	As above
	RMP
	
	
	Same as NDS

	20. 
	As above
	DINA
	
	
	Same as NDS

	21. 
	As above
	DINB
	
	
	Same as NDS

	22. 
	As above
	DIND
	
	
	Same as NDS

	23. 
	As above
	DINH
	
	
	Same as NDS

	24. 
	As above
	DINF
	
	
	Same as NDS

	25. 
	As above
	DMF
	
	
	Same as NDS

	26. 
	As above
	Annual DNF
	
	
	Same as NDS

	27. 
	As above
	Annual Notice of Change
	
	
	Same as NDS

	28. 
	As above
	Establishment Licence
	
	Amendment

Notification

Notification: Other

Annual Renewal
	Same as NDS

	29. 
	As above
	License
	
	
	Same as NDS

	30. 
	As above
	License Amendment
	
	
	Same as NDS


Page 1 of 4

