Regulated Product Submissions R2 Test Case


RPS R2 Test Case Title: D.1 Send Correspondence. Example 2b: Action for Example D.2 1b
Storyboard Content: FDA/CDRH approves 5 PMA supplements after review the changes to the manufacturing site and sends an approval letter to the ABC Device Company indicating the correspondence identifier and the five affected PMA supplement number. In a week, the other 10 PMA supplements are approved after reviewing the manufacturing change submission and send an approval letter indicating the correspondence identifier and remaining affected 10 PMA supplement numbers. 

Test Case Objective: The ability for the RA to send one message to approve a RI manufacturing submission that impacts multiple PMAs, with a relationship to the initial submission unit, and a unique correspondence ID. NOTE:  This is a modification of the storyboard to approve all of the bundled supplements because FDA would take one action.
Test Case Description: The FDA sends an approval action message to the PMA company in reference to a manufacturing change that impacts 15 PMAs.  The message contains a submission unit (approval letter), a relationship to the initial submission unit, and a unique correspondence ID.
Test Case Inputs: 
· Related PMAs 
· Correspondence ID (system generated)
· Letter containing FDA approval letter
· Contact Information, To;

· Contact Type = ‘Regulatory’

· Contact Name = Matthew Gray
· Contact Address = 101 Safe Ave
· Contact Phone = 314-879-0698

· Contact Email = matthew.gray@device.com

· Contact Fax = 314-555-1122

· Product Information

· Product Name = Unsure what to put here because there are 15 PMAs The 15 product identifiers
· FDA Information

· Agency = FDA

· Center = CDRH
· Office = OIVD
· Division = DMD
· Contact Information, From;

· Contact Type = ‘RPM’

· Contact Name = Sally Microwave

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

· Contact Phone = 301-796-0698

· Contact Email = sally.microwave@regulator.gov

· Contact Fax = 301-796-1122

· Submission information

· Application = Need 15 PMA Numbers
· Sequence Number = ??

· Category / Subcategory = Approved / -------------
· Submission Status Code = Approved
	Data elements
	RPS Standard

	Agency
	

	       Regulatory activity 1
	

	          Application Identifier
	Application.Id = 123456

	          Submission Identifier
	Submission.Id = 0A0A

	     Regulatory activity 2
	

	          Application Identifier
	Application.Id = 654321

	          Submission Identifier
	Submission.Id = 0B0B

	     Regulatory activity 3
	

	          Application Identifier
	Application.Id = 654321 (same application # as above)

	          Submission Identifier
	Submission.Id = 0C0C

	     Submission Unit Identifier
	SubmissionUnit.Id = EFGH

	     Approval Identifier
	ContextOfUse.Id=C987

	     Approval Information
	

	    Approval Identifier
	Approval.id= A432

	     Approval Status
	Approval.statusCode=Approved


Test Case Variations: 
Expected Results: RI receives a message from the RA containing a approval submission unit (regarding the sterilization change), 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: Devices
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.)






