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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
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Applicant wishes to have a meeting with the HPFB. 
1. Meeting Request

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

· HPFB sends a validation report to Applicant
· If Validation = FAIL Applicant must resubmit a revised sequence.
· If Validation = PASS proceed to next step.
3. HPFB Processing 

· The HPFB: 

· Assigns a CR Date 

· Assigns a Control Number
4. HPFB Consideration of Meeting Request
· HPFB considers the request for a meeting and arrives at one of the following outcomes:
· Reject the Meeting Request and notify the Applicant. The process ENDS
· Accept the Meeting Request and notify the Applicant (Agree to meeting date proposed by Applicant). 

· Accept the Meeting Request and notify the Applicant (Propose alternative meeting date). 

5. Submit Meeting Package
· Applicant submits Meeting Package to HPFB 
· Applicant uses the same control number already provided with the original Meeting Request

6. HPFB Validation
· HPFB receives the Meeting Request and validates the message

· HPFB sends a validation report to Applicant

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

· If Validation = PASS proceed to next step.
7. HPFB Processing 

· The HPFB: 

· Assigns a CR Date 

8. Post-Meeting Minutes

· Applicant submits Draft Meeting Minutes to HPFB

9. HPFB Validation
· HPFB receives the Meeting Request and validates the message

· HPFB sends a validation report to Applicant

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

· If Validation = PASS proceed to next step.
10. HPFB Review of Minutes

· HPFB conducts a review of the minutes and arrives at one of the following outcomes:

· Accepts the Meeting Minutes.
· Modifies the meeting minutes and sends a copy to Applicant (Repeat steps 8-10 until minutes are final).
11. HPFB Final Decision

· Possible outcomes:

· Meeting Minutes are Final
EXAMPLE OF SIMPLE MEETING REQUEST PROCESS FLOW
Meeting Request
1. 0000 Applicant submits Meeting Request to HPFB

2. Meeting Request passes validation

3. HPFB considers request and accepts the meeting on the date requested by the application
4. 0001 HPFB issues a Meeting Acceptance Notice
Pre-Meeting Package
5. 0002 Applicant submits Pre-Meeting Package to HPFB

6. Pre-Meeting Package passes validation

Meeting Minutes
7. 0003 Applicant submits Draft Meeting Minutes to HPFB. 

8. 0004 HPFB modifies post-meeting minutes and sends a copy to Applicant

9. 0005 Applicant resubmits updated post-meeting minutes to HPFB
10. Meeting minutes pass validation

11. HPFB considers meeting minutes final
Simple Meeting Request Process Flow Mapped against RPS Fields
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