Regulated Product Submissions R2 Test Case


RPS R2 Test Case Title: D.1 Send Correspondence. Example 2a: Action or Decision Notification – Place IND on HOLD.
Storyboard Content: Regulatory Authority A (RA) has reviewed a submission and needs to communicate an interim or formal action through a decision letter to inform Acme Pharmaceuticals (RI) about their action regarding the regulated activity (e.g., investigational or marketing applications) for Product 999. RA sends the document, a decision letter, which includes the status of the regulated activity (e.g., approved, non-approvable, clinical hold) and identifies a correspondence identifier. 

Test Case Objective: The ability for Regulatory Authority to send a message to the Regulated Industry (RI) containing a submission unit (decision letter and status), a relationship to an initial submission unit unit, a unique correspondence.
Test Case Description: FDA sends a message to Sponsor putting an IND 243567 on Hold.  The message contains a submission unit (a decision letter and status), a relationship to the initial submission unit, and a unique correspondence ID.
Test Case Inputs: 
· An initial submission unit (Original IND)
· Correspondence ID (system generated)
· Letter containing FDA clinical hold issues and questions related to the IND
· Contact Information, To;
· Contact Type = ‘Regulatory’

· Contact Name = Frank Smith
· Contact Address = 101 Drug Alley
· Contact Phone = 212-879-0698
· Contact Email = frank.smith@gooddrugs.com

· Contact Fax = 212-555-1122

· Product Information

· Proper Name = IND proper drug name

· Trade Name = TBD

· FDA Information

· Agency = FDA

· Center = CDER

· Office = OND/ODE1
· Division = DPP
· Contact Information, From;

· Contact Type = ‘RPM’

· Contact Name = Frank Regulator

· Contact Address = 10903 New Hampshire Ave Silver Spring MD 20905

· Contact Phone = 301-796-0698

· Contact Email = frank.regulator@regulator.gov

· Contact Fax = 301-796-1122

· Submission information

· Application = 243567

· Sequence Number = ??

· Category / Subcategory = Clinical Hold / --------

· Submission Status Code = HOLD

Test Case Variations: 
Expected Results:  The Sponsor receives an IND HOLD message from the FDA containing the; submission unit (decision letter and status), a relationship to the initial submission unit, and a unique correspondence ID.  
More than likely, the following fields will contain the same information

Domain Area: Human Pharmaceuticals
Region: United States
Software Tools: (List the vendor, product name and version of the software tool being used to input the changes into the actual message. For example Altova, XML Spy, VS 3.0)
The following fields will be completed during testing

Test Date:
Tester’s Name:

Tester’s Email:

Test Case Deviations: (Describe any unplanned deviations used to continue testing. For example: The test case description instructed you to attach an “approval letter.pdf” to the message but it was not allowed so you attached an “approval letter.doc” to continue testing)
Actual Test Results: (Document whether the test passed or failed based on the Expected Results. For example: “Passed. Actual Results matched Expected Results” or “Failed. See Discrepancies and Issue Number 123456”) 
Test Result Discrepancies: (Document any differences between the Actual Results and the Expected Results. For example: The Expected Results stated the Regulated Industry should receive a correspondence containing submission information but submission information did not display in correspondence.)
Issue Number: (Enter the number provided by the issue-tracking software.)






