Regulated Product Submissions R2 Test Case


The following fields will contain information specific to the storyboard 

RPS R2 Test Case Title: 
D2: Send a Response to Correspondence. 
Example 2: Response to an Action or Decision Notification.
StoryBoard Content:  Acme Pharmaceuticals sends a response to RAA to address a clinical hold action for Product 999 with the appropriate changes to existing documentation (and/or additional documentation) and provides a response to the original correspondence, identifying the originating correspondence identifier.
Test Case Objective: 
· The ability for Industry to send an RPS message in response to an action on a regulatory activity which contains changes to existing documentation, new documentation, and the response.

Test Case Description: 
· Industry sends an RPS message to Regulatory Authority containing a response to an action, changes to existing documentation, new documentation, and the original correspondence identifier.
· Test Case Inputs: 
· Updated documents as well as new documents

· Response to the original correspondence identifying the original correspondence identifier

· Contact information

· Product information

· RA Information 

· Submission Information  

· Submission Unit Type

· Comments

Test Case Variations: 
· Not applicable
Expected Results: 
· Industry sends submission unit
· Agency receives submission and is able to use the metadata to route it to the appropriate center.

· Agency is able to process the submission unit as it relates to the previously submitted documentation and RAA action response.
More than likely, the following fields will contain the same information

Domain Area: Human Pharma
Region: United States
Software Tools: XML Spy 4.3
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.)






