Regulated Product Submissions R2 Test Case


RPS R2 Test Case Title: C.1 Additional Information about a Submission Unit.
Example 4 Send a Submission unit related to a Reviewable Unit to Regulatory Industry (occurs prior to D5 and E5)
StoryBoard Content: FDA/CDRH sends questions about three modules (***) submitted for Product Implant 123, including the product information (e.g., product type, product name, proper name, trade name, product code, product code set), regulatory authority information (i.e., Agency, Center), submission information (e.g., regulatory authority submission number application number, regulatory authority reviewable unit(****) number(s), sequence (serial) number, presubmission identifier), submission unit type**(e.g., category and sub category)and Comment field (free text description). 

(*) Type of Contact – To indicate the type of contact (e.g., Regulatory Affairs Specialist, Technical Contact, Regulatory Project Manager, Lead Reviewer, Scientific Lead, Division Director, etc.) 

(**) Submission Unit Type – the type of submission unit (package) being sent by either party. This may be the Correspondence Type and subtype (e.g., Action Letter/Approval or Meeting Request/Manufacturing) or Submission Type (e.g., Carcinoginicity Protocol/Special Protocol Request or Labeling/Final Labeling). 

(***) the modules in this example are not synonymous with the modules of an eCTD 

(****) at this point, an application number is not supplied by the regulatory authority 

Test Case Objective: The ability for Regulatory Authority (RA) to send a message to Regulated Industry (RI) containing a submission unit, a relationship to the 3 initial reviewable units (the 3 modules of the submission), a unique correspondence ID and additional metadata.
Test Case Description: RA sends a message to RI. The message contains a submission unit (questions about three modules of a modular PMA not yet having an application number), a relationship to the 3 initial reviewable units (the 3 modules of the submission), a unique correspondence ID and the following metadata: 

· Contact information for the submission (e.g., any points of contact first name and last name, contact type (e.g., Regulatory Affairs Specialist, Technical Contact, Regulatory Project Manager, Lead Reviewer, Scientific Lead, Division Director, etc.), address, phone, email, fax

· Product information (e.g., product type, product name, proper name, trade name, product code, product code set), 

· Regulatory Authority information (i.e., Agency, Center), 

· Submission information (e.g., regulatory authority application, regulatory authority submission number, sequence (serial) number, presubmission identifier), submission unit type (e.g., Carcinoginicity Protocol/Special Protocol Request or Labeling/Final Labeling) and subtype (e.g., Action Letter/Approval or Meeting Request/Manufacturing) or Submission Type (e.g., Carcinoginicity Protocol/Special Protocol Request or Labeling/Final Labeling)
· Comment field (free text description). 
Test Case Inputs: 
· An initial modular submission/reviewable unit (for Product Implant 123)
· A subsequent submission unit (questions about three modules of a modular PMA not yet having an application number)
· The following metadata: 
· Contact information for the submission (e.g., any points of contact first name and last name, contact type (e.g., Regulatory Affairs Specialist, Technical Contact, Regulatory Project Manager, Lead Reviewer, Scientific Lead, Division Director, etc.), address, phone, email, fax

· Product information (e.g., product type, product name, proper name, trade name, product code, product code set), 

· Regulatory Authority information (i.e., Agency, Center), 

· Submission information (e.g., regulatory authority application, regulatory authority submission number, sequence (serial) number, presubmission identifier), submission unit type (e.g., Carcinoginicity Protocol/Special Protocol Request or Labeling/Final Labeling) and subtype (e.g., Action Letter/Approval or Meeting Request/Manufacturing) or Submission Type (e.g., Carcinoginicity Protocol/Special Protocol Request or Labeling/Final Labeling)
· Comment field (free text description). 
Test Case Variations: N/A
Expected Results: RI receives a message from RA containing a submission unit (questions about multiple modules of a submission unit not yet having an application number), a relationship to the 3 initial reviewable units (the 3 modules of the submission), a unique correspondence ID and additional metadata
Domain Area: Devices
Region: United States
Software Tools: Altova, XMLSPY Professional Edition, Version 2004 Release 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.)






