RPS R2 Test Case: D.1 Send Correspondence
Tester Name:
Tester email:
Top of Form

Date: 

Bottom of Form

StoryBoard Content: Request for Additional Information:
Regulatory Authority A has reviewed a submission and its components and has a set of questions for the ABC Device Company regarding their product 123 and the information provided about their patient and physician labeling. 

RAA sends the document, which includes their questions to the ABC Device Company and identifies a correspondence identifier.
Test Case Description: The Regulatory Authority sends a message to the Regulated Industry.  The message contains a submission unit, a relationship to the initial submission unit, a unique ID, and the following metadata:
· Regulatory Authority Name

· Contact Information

· Last Name

· First Name
· Department

· Review Team

· Phone

· Fax

· Email

· Correspondence Information

· A unique correspondence ID

· The ID of the submission unit to which this correspondence is related

· Type of correspondence (Inquiry / Response) 

· Date of this correspondence

· Remarks in narrative text
Software Tool used: N/A
Domain Area: Human Pharma
Region: Japan
RPS Area Under Test:
Test Objective(s) Satisfied: 

Test Condition(s) Description: 
Inputs: 

· An Initial submission unit
· A subsequent submission unit
· The Metadata
· Regulatory Authority Name

· Contact Information

· Last Name

· First Name
· Department

· Review Team
· Phone

· Fax

· Email

· •
Correspondence Information

· A unique correspondence ID

· The ID of the submission unit to which this correspondence is related

· Type of correspondence (Inquiry / Response) 

· Date of this correspondence

· Remarks in narrative text
Test Case Functional Input Variations: 

Expected Results: Regulatory Authority receives a message from Regulated Industry.  The Regulatory Authority can identify the submission unit, a relationship to the initial submission unit, a unique ID, and the metadata requested.

Actual Results: 

Discrepancies:

Trac Issue No: 







