RPS R2 Test Case: C.2 Modify Information about a Submission
Tester Name:
Tester email:
Top of Form

Date: 

Bottom of Form

StoryBoard Content: Modify Information about a Submission by Regulated Industry:
Pharma ABC has changed ownership and needs to update the contact information for five of their submissions under review.  They send a cover letter indicating the change of contact information and the affected submissions, and identifies:
· the contact information for the submission (e.g., any points of contact first name and last name, type of contact (*), 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 number, regulatory authority submission number, sequence (serial) number, presubmission identifier), 

· submission unit type (**) (e.g., category and sub category).
Test Case Description: Regulated Industry sends a message to Regulatory Authority.  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

· Organization Name

· Type of contact (Regulatory Affairs / Technical)

· Last Name

· First Name

· Department

· Phone

· Fax

· Email

· Address

· Application Information

· Application Number (eCTD Receipt Number)

· Type of application 

· Original / Reference

· Type of the application form

· Code for the type of application form

· Date of application

· Submission Information 
· Submission Number

· Date of submission

· List of modules in this submission

· Type of electronic media

· Size of a media (bytes)

· Declaration for virus check
· Operating environment

· CPU

· RAM

· OS

· Web Browser (with specific version)

· PDF version

· Applicant Information

· Organization Name

· Address

· Last Name of representative person

· First Name of representative person

· Title of the representative person

· Related application’s application number

· Product Information

· Generic name

· Brand name
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

· Organization Name
· Type of contact (Regulatory Affairs / Technical)

· Last Name

· First Name

· Department

· Phone

· Fax

· Email

· Afddress

· Application Information

· Application Number (eCTD Receipt Number)

· Type of application 

· Original / Reference

· Type of the application form

· Code for the type of application form

· Date of application

· Submission Information 

· Submission Number
· Date of submission

· List of modules in this submission

· Type of electronic media

· Size of a media (bytes)

· Declaration for virus check
· Checksum value of xml instance

· Operating environment

· CPU

· RAM

· OS

· Web Browser (with specific version)

· PDF version

· Applicant Information

· Organization Name

· Address

· Last Name of representative person

· First Name of representative person

· Title of the representative person

· Related application’s application number

· Product Information

· Generic name

· Brand name
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: 










