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NOTES AND ASSUMPTIONS: 
· HPFB Identifiers defined:

· CR File Number (e.g., 9427-1234-12C)

· Assigned after submission

· Identifies both a particular product and applicant

· Control Number (e.g., 123456):

· Assigned after submission

· Identifies a Regulatory Activity

· CR File Date:

· Assigned after submission

· Identifies the date when the submission is considered administratively complete and ready for processing. Similar to EU Clock Start.
· eCTD Identifier (e.g., e112233)

· Assigned before submission

· Identifies a particular drug product for an eCTD application. Will have the same role in RPS

OVERALL PROCESS FLOW AND DESCRIPTION: NDS/ANDS, SNDS/SANDS
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PROCESS DESCRIPTION FOR NDS, ANDS, SANDS, SNDS

1. Original Submission

· Applicant submits NDS
 to HPFB
2. HPFB Validation
· HPFB receives the NDS and validates the message

· HPFB sends a validation report to Applicant
· If Validation = FAIL Applicant must resubmit a revised sequence.
· If Validation = PASS the NDS proceeds for further processing and screening.
3. HPFB Processing 

· The HPFB: 

· Reuses the CR File Number already on file or assigns a new one if needed.
· Assigns a CR Date 

· Assigns a Control Number
· Submits an Acknowledgement of Receipt to Applicant
4. HPFB Screening

· HPFB screens the NDS for completeness and arrives at one of the following outcomes:
· Issues a Screening Rejection Letter (SRL) to Applicant and the NDS is considered withdrawn; or Applicant can submit a request for reconsideration.
· Issues a Screening Deficiency Notice (SDN) to Applicant who then has the following options:
· Submit a Response to SDN addressing the deficiencies
· Submit a notice of Withdrawal; i.e., Applicant notifies HPFB that they are withdrawing the NDS
· If Applicant cannot address the deficiencies a SRL will be issued and the NDS is considered withdrawn; Applicant can submit a request for reconsideration. If accepted the NDS enters a new review cycle.
· Clears the NDS for review if no issues were identified, or after issues were addressed, the HPFB clears the NDS for review

5. HPFB Review

· HPFB reviews NDS and arrives at one of the following outcomes:
· Issues a Notice of Deficiency (NOD)
· Applicant must submit a response to NOD addressing the identified issues or withdraw the NDS;

· If Applicant cannot address the deficiencies in the NOD a NOD-W will be issued and the NDS is considered withdrawn; Applicant can submit a request for reconsideration. If accepted the NDS enters a new review cycle.
· Issues a Notice of Deficiency Withdrawal and the NDS is considered withdrawn
· Issues a Notice of Non-Compliance (NON)

· Applicant must submit a response to NON addressing the identified issues or withdraw the NDS;

· If Applicant cannot address the deficiencies in the NON a NON-W will be issued and the NDS is considered withdrawn; Applicant can submit a request for reconsideration. If accepted the NDS enters a new review cycle.
· Issues a NON-W and the NDS is considered withdrawn; or Applicant can submit a request for reconsideration.
· Issues a Request for Clarification:
· Applicant must submit a response to the Request for Clarification and address the identified issues in the response;

· If Applicant cannot address the deficiencies a NSN will be issued and the NDS is considered withdrawn
· Clears the NDS for Final Decision if no issues were identified, or after issues were addressed

6. HPFB Final Decision

· Possible outcomes:

· Approval: HPFB issues a Notice of Compliance (NOC)
· Rejection: HPFB issues a NOD-W or NON-W; Applicant can submit a request for reconsideration. If accepted the NDS enters a new review cycle.
· Withdrawal: Applicant Withdraws the application at anytime
7. Applicants response to a rejection
· If an application is rejected during screening (SRL), review (NOD-W) or as a final decision (NON-W) the applicant has the following options:

· Applicant accepts the rejection

· Applicant submits a Request for Reconsideration. If accepted the NDS enters a new review cycle.
PROCESS DESCRIPTION FOR NDS/SNDS PRIORITY REVIEW
1. Pre-submission Meeting

· Refer to process in Meeting Request story boards

2. Request for Consideration

· Applicant submits a Request for Priority Review to HPFB
3. HPFB Validation
· HPFB receives the Request for Priority Review and validates the message

· HPFB sends a validation report to Applicant

· If Validation = FAIL Applicant must resubmit a revised sequence.

· If Validation = PASS the NDS proceeds for further processing and screening.
4. HPFB Processing 

· The HPFB: 

· Reuses the CR File Number already on file or assigns a new one if needed.
· Assigns a CR Date 

· Assigns a Control Number

· Submits an Acknowledgement of Receipt to Applicant

5. HPFB Screening

· HPFB screens the Request for Priority Review for completeness and arrives at one of the following outcomes:

· Issues a Screening Rejection Letter (SRL) to Applicant and the Request for Priority Review is considered rejected
· Issues a Screening Deficiency Notice (SDN) to Applicant who then has the following options:

· Submit a Response to SDN addressing the deficiencies

· Submit a notice of Withdrawal; i.e., Applicant notifies HPFB that they are withdrawing the Request for Priority Review

· If Applicant cannot address the deficiencies a SRL will be issued and the Request for Priority Review is considered rejected
· Clears the Request for Priority Review for review if no issues were identified, or after issues were addressed, the HPFB clears the NDS for review

6. HPFB Review

· HPFB reviews Request for Priority Review and arrives at one of the following outcomes:

· Issues a Request for Clarification:
· Applicant must submit a response to the Request for Clarification and address the identified issues in the response;

· If Applicant cannot address the deficiencies the Request for Priority Review is rejected

· Clears the Request for Priority Review for Final Decision if no issues were identified, or after issues were addressed

7. HPFB Final Decision

· Possible outcomes:

· Approval: HPFB accepts the Request for Priority Review 

· Rejection: HPFB rejects the Request for Priority Review

· Withdrawal: Applicant Withdraws the Request for Priority Review at anytime

8. Original Submission

· Applicant submits NDS-pr
 to HPFB
9. HPFB Validation
· HPFB receives the NDS and validates the message

· HPFB sends a validation report to Applicant

· If Validation = FAIL Applicant must resubmit a revised sequence.

· If Validation = PASS the NDS proceeds for further processing and screening.
10. HPFB Processing 

· The HPFB: 

· Reuses the CR File Number already on file or assigns a new one if needed.
· Assigns a CR Date 

· Assigns a Control Number

· Submits an Acknowledgement of Receipt to Applicant

11. HPFB Screening

· HPFB screens the NDS for completeness and arrives at one of the following outcomes:

· Issues a Screening Rejection Letter (SRL) to Applicant and the NDS is considered withdrawn

· Issues a Screening Deficiency Notice (SDN) to Applicant who then has the following options:

· Submit a Response to SDN addressing the deficiencies

· Submit a notice of Withdrawal; i.e., Applicant notifies HPFB that they are withdrawing the NDS

· If Applicant cannot address the deficiencies a SRL will be issued and the NDS is considered withdrawn
· Clears the NDS for review if no issues were identified, or after issues were addressed, the HPFB clears the NDS for review

12. HPFB Review

· HPFB reviews NDS and arrives at one of the following outcomes:

· Issues a Notice of Deficiency (NOD)

· Applicant must submit a response to NOD addressing the identified issues or withdraw the NDS;

· If Applicant cannot address the deficiencies in the NOD a NOD-W will be issued and the NDS is considered withdrawn
· Issues a Notice of Deficiency Withdrawal and the NDS is considered withdrawn
· Issues a Notice of Non-Compliance (NON)

· Applicant must submit a response to NON addressing the identified issues or withdraw the NDS;

· If Applicant cannot address the deficiencies in the NON a NON-W will be issued and the NDS is considered withdrawn
· Issues a NON-W and the NDS is considered withdrawn
· Issues a Request for Clarification:
· Applicant must submit a response to the Request for Clarification and address the identified issues in the response;

· If Applicant cannot address the deficiencies a NSN will be issued and the NDS is considered withdrawn
· Clears the NDS for Final Decision if no issues were identified, or after issues were addressed

13. HPFB Final Decision

· Possible outcomes:

· Approval: HPFB issues a Notice of Compliance (NOC)

· Rejection: HPFB issues a NOD-W or NON-W

· Withdrawal: Applicant Withdraws the application at anytime

14. Applicants response to a rejection
· If an application is rejected during screening (SRL), review (NOD-W) or as a final decision (NON-W) the applicant has the following options:

· Applicant accepts the rejection

· Applicant submits a Request for Reconsideration; Applicant can submit a request for reconsideration. If accepted the NDS enters a new review cycle.
EXAMPLE OF SIMPLE NDS/ANDS/SNDS/SANDS PROCESS FLOW
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NDS
1. 0000 Applicant submits NDS to HPFB

2. NDS passes validation

3. 0001 HPFB issues Acknowledgement of Receipt
4. NDS clears screening

5. 0002 HPFB issues Accepted for Review Notice
6. 0003 HPFB issues a Request for Clarification #1
7. 0004 Applicant submits a response to Request for Clarification #1

8. 0005 HPFB issues a NON

9. 0006 Applicant submits a response to NON
10. 0007 HPFB issues a Request for Pristine Product Monograph

11. 0008 Applicant submits Pristine Product Monograph

12. 0009 HPFB issues a NOC
Example of Process Flow (NDS) Mapped Against RPS Fields
	

	Application
	0000
	0001
	0002
	0003
	0004
	0005
	0006
	0007
	0008
	0009

	Company Name
	Applicant
	
	
	
	
	
	
	
	
	

	Application Number
	e123456
	
	
	
	
	
	
	
	
	

	Product Name
	wonderdrug
	
	
	
	
	
	
	
	
	

	Product Name Type
	INN
	
	
	
	
	
	
	
	
	

	Application Type
	Human-Pharmaceutical
	
	
	
	
	
	
	
	
	

	Related Application
	N/A
	
	
	
	
	
	
	
	
	

	Submission
	
	
	
	
	
	
	
	
	
	

	Submission Type
	NDS
	NDS
	NDS
	NDS
	NDS
	NDS
	NDS
	NDS
	NDS
	NDS

	Submission Number
	-
	123456
	123456
	123456
	123456
	123456
	123456
	123456
	123456
	123456

	Status
	Pending
	active
	active
	active
	active
	active
	active
	active
	active
	Cleared

	Status Effective Date
	-
	[CR Date]
	-
	-
	Date of request
	[NOL Date]
	-
	[NOL Date]
	-
	[NOC Date]

	Submission Unit
	
	
	
	
	
	
	
	
	
	

	Correspondence Date
	Date sent
	Date sent
	Date sent
	Date sent
	Date sent
	Date sent
	Date sent
	Date sent
	Date sent
	Date sent

	Received Date
	Date of receipt
	Date of receipt
	Date of receipt
	Date of receipt
	Date of receipt
	Date of receipt
	Date of receipt
	Date of receipt
	Date of receipt
	Date of receipt

	Submission Unit Type
	original
	Ack. of Receipt
	Acc. for Review
	Request for clarification
	Response to request for clarification
	NON
	Response to NON
	Request for Pristine
	Response to request for pristine
	NOC

	Sequence Number
	0000
	0001
	0002
	0003
	0004
	0005
	0006
	0007
	0008
	0009

	Sender
	Applicant
	hpfb 
	hpfb
	Applicant
	Applicant
	hpfb
	Applicant
	hpfb
	Applicant
	hpfb

	Recipient
	hpfb
	Applicant
	Applicant
	hpfb
	hpfb
	Applicant
	hpfb
	Applicant
	hpfb
	Applicant

	Submission Unit Description
	-
	-
	-
	-
	-
	-
	-
	-
	-
	-


� This description of the NDS process also applies to ANDS, SNDS and SANDS


� This description of the NDS-pr process also applies to SNDS-pr
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