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	Requirement Number – JS-001

	Requirement

	Japanese Module 1 must be included as part of the eCTD message (i.e. not in a separate XML instance) 

	Story Board

	Japanese Module 1 components must be included as part of the eCTD message. (required components are described in the scenario)
Module 1 consists of “regional administrative information” and “regulatory documents”. 
The Module 1 documents may refer to corresponding documents in Module 2 - 5 documents.  The titles of the documents are identifiable from the information (metadata) included in the message.
· Regional administrative information
· Regulatory documents such as Application forms and other required documents for Module 1 in Japan.



	Test Scenario:
	TS-JS-001

	Description of Test Scenario for TS-JS-001:
	Provide a description of the scenario to be tested 

	Japanese Module 1 is composed of the following:

· Regional administrative information for the submission
· eCTD receipt number
· name of product (brand name) : repeatable
· Generic name (INN or JAN): repeatable
· Name of applicant (Company name): repeatable
· Date of submitting application form: 
· Product categories (type of submission)

· Regulatory documents such as Application forms and other required documents for Module 1 as follows;
(1)	Module 1 table of contents
(2) 	Application Form (copy)
(3) 	Certificates
(4) 	Patent status
(5) 	Background of origin, discovery, and development
(6) 	Data related to conditions of use in foreign countries, etc.
(7) 	List of related products
(8) 	Package insert (draft)
(9) 	Documents concerning non-proprietary name
(10) 	Data for review of designation as poisons, deleterious substances, etc.
(11) 	Draft of basic protocol for post-marketing surveillance
(12) 	List of attached documentation
(13) 	Others
	<13-1>	Data related to approved drugs
	<13-2>	Clinical trial consultation records (copies)
	<13-3>	Inquiries (copies) and responses to inquiries (copies)
	<13-4>	Other data [data submitted to the PMDA (copies), data submitted to the MHLW (copies)]
	<13-5>	Points to consider in formatting the eCTD

Japanese Module 1 components above must be included as part of the eCTD message. 
Each regulatory document described above consists of the metadata section number, document title, status of lifecycle, checksum, checksum type, and the related PDF file.


	Scenario Metadata:
	Provide the information and metadata to be used in the test instance(s)

	Document

	





	Evaluation  & Success Criteria: 
	Provide a description of the criteria to be used to validate the test instance(s). Provide examples of positive and negative aspects wherever possible

	

	Preparers:
	

	Date:
	



	
Requirement Number – JS-002

	Requirement

	It must be possible to change Japanese Module 1 regional administrative information which has already been submitted to the regulatory agency.

	Story Board

	It must be possible to change Japanese Module 1 administrative information (which is currently provided in JP regional XML instance) which has already been submitted to the regulatory agency. Regional administrative information might require a change due to the review results and other factors. 

Regional administrative information that may need to be changed after the first submission is shown below. Changes to these values must be indicated in the message and it must be possible to manage change status in the submission lifecycle.


	Test Scenario:
	TS-JS-002

	Description of Test Scenario for TS-JS-002:
	Provide a description of the scenario to be tested 

	Regional administration information below needs to be provided.
· eCTD receipt number
· Name of product
· Name of active ingredient
· Name of applicant
· Date of submitting application form
· Product categories

There are the values which may need to be modified during the submission lifecycle: 
· Name of product
· Name of active ingredient
· Name of applicant
· Product categories

 The message must clearly indicate the change status of the above information through the submission lifecycle.


	Scenario Metadata:
	Provide the information and metadata to be used in the test instance(s)

	Document

	





	Evaluation  & Success Criteria: 
	Provide a description of the criteria to be used to validate the test instance(s). Provide examples of positive and negative aspects wherever possible

	

	Preparers:
	

	Date:
	



	
Requirement Number – JS-003

	Requirement

	Concurrent multiple submissions on the same compound

	Story Board

	In Japan, regulatory review is done per submission (Shinsei). A new application and submission will be provided at the time of the first submission.  Therefore, supplemental submissions (e.g., partial change (Ichihen)) and/or another type of submission for the same active compound can be initiated before approval of the first submission. As a result concurrent review of the same active compound can possibly occur.

During the regulatory review of submission “A”, the subsequent submission “B” (e.g., additional indication) can be initiated. When the submission “A” alone has reached approval, the applicant needs to provide the Application form and summary of submission documents of submission “A” as components of the next sequence of submission “B”.  In such a case, the applicant has the following options: 

· Option 1: The provision of a PDF file that describes the reference information of submission A (e.g., eCTD receipt number, approval date) so that reviewers can search submission A by manually operating the review tool.
· Option 2: The provision of the metadata (e.g., related submission, document ID) that enables the reviewing system to access and display the targeted documents in the submission A.
· Option 3: The provision of all the relevant files in Module 1.13.


	Test Scenario:
	TS-JS-003

	Description of Test Scenario for TS-JS-003:
	Provide a description of the scenario to be tested 

	In Japan, regulatory review is done per submission (Shinsei), and a new application and submission will be provided at the time of the first submission.  Therefore, supplemental submissions (e.g., partial change (Ichihen)) and/or another new submission on the same active compound can be initiated before the first submission is approved and as a result concurrent review of the same active compound can possibly occur.

In the case that the supplemental submission is initiated to partially change the administrative information (e.g., indication) of the approved submission, the following documents must be attached in Module 1.13:
· Approval letter of the relevant submission
· Regulatory review report of the relevant submission
· CTD summaries (Copy of documents corresponding to Module 2) of the relevant submission
· List of attached documents (i.e., copy of the documents corresponding to M1.12) of the relevant submissions

Accordingly, in case that the two submissions (submission A, and its supplemental submission B, where the latter is for the purpose of additional indication) are concurrently undergoing the regulatory review process and that the previous A alone then has reached an approval, the following changes must be made in the new submission unit of the submission B:
· Replacement of approval application form in M 1.2
· The addition of the following documents in M1.13
· Approval letter of the submission A
· Regulatory review report of the submission A
· CTD summaries (Copy of documents corresponding to Module 2) of the submission A
· List of attached documents (i.e., copy of the documents corresponding to M1.12) of the submission A

In addition, the following two options should also be capable regarding CTD summaries on the submission A
· The message must have a means to allow the addition of a PDF file that describes the information on submission A (e.g., eCTD receipt number, approval date) so that reviewers can search submission A by manually operating the review tool.
· The message must have a means to allow for the utilization of the metadata (e.g., related submission. document ID) that enables the reviewing system to access and display the targeted documents in the submission A.
· The message must have a means to allow the provision of files that are not only coded as Module 1.13 documents but also indicated as the documents corresponding to those previously submitted as Module 2 documents of submission A.


	Scenario Metadata:
	Provide the information and metadata to be used in the test instance(s)

	Document

	





	Evaluation  & Success Criteria: 
	Provide a description of the criteria to be used to validate the test instance(s). Provide examples of positive and negative aspects wherever possible

	

	Preparers:
	

	Date:
	





	

Requirement Number – JS-004

	Requirement

	The message must allow a way to refer to another applicant’s submission

	Story Board

	The message must have the ability to refer to another applicant’s submission.
The cases are as follows:
· In case of supplemental submission on the same compound, supplemental submission should refer to the previous submissions.
· In case of co-development, the submission may to refer to some or all of another applicant’s submission documents.

	Test Scenario:
	TS-JS-004

	Description of Test Scenario for TS-JS-004-1:
	Provide a description of the scenario to be tested 

	In Japan, a Submission is able to refer to some correspondence documents contained in another submission. 
In Submission material, it is possible to describe some documents in another submission.

· Case 1: Submission is able to refer to a particular Submission by eCTD receipt number etc.
Applicant provides a document, which is described eCTD receipt number. Reviewer can find related submission by manually searching.
· Case 2: Submission is able to refer to particular documents in other submission material.
Applicant provides reference information such as document ID. System is able to search it and link to related documents thought eCTD viewer.


	Scenario Metadata:
	Provide the information and metadata to be used in the test instance(s)

	Document

	





	Evaluation  & Success Criteria: 
	Provide a description of the criteria to be used to validate the test instance(s). Provide examples of positive and negative aspects wherever possible

	

	Preparers:
	

	Date:
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