Multiple-Component Document Requirements
and Test Scenarios
	Requirement Number – MCD-001

	Requirement

	The message standard must provide a means of grouping files together into a logical document that can be referenced by submission units as a single entity.

	Story Board

	There are many areas within regulatory submission portfolios that are built up from small, granular components (i.e., files) into larger documents. Examples of this include clinical and nonclinical study reports, and multi-step manufacturing processes.

By providing a means of establishing a document entity made up of many component files, the burden on sponsors is reduced by permitting them to reference just the document entity in multiple submissions, rather than having to uniquely establish and maintain the collection of component files and document metadata in each submission.

This concept is similar to the ICH Study Tagging File (STF), which encapsulates several component files, but is not limited to study reports. Unlike the STF construct, the multi-component document would not require the component files to be assigned individually to the submission unit and also to the document assembly.

The document assembly may contain non-contextual identifiers (keywords) that apply to all components, such as study identification and title.

Each component in the document assembly may require specific attributes, similar to the Context of Use codes and Keywords used in submissions and to the STF file-tag attributes. This must include the identification of the artifact, but may be without the context within the submission. For example, a study report component may be identified as a report body, but would not include the keywords indicating indication or control, so that it could be placed into several different contexts. 

A mechanism must be available to control the order of the component files within the document assembly.
Once assembled, the document may be referenced from a Submission Unit as a single entity (i.e., such as an individual file would). It may be listed as new, or as a replacement of a previous file or document assembly.


	Test Scenario:
	TS-MCD-001-1

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

	A document composed of 3 files is to be submitted for review to the FDA. 

The three files are grouped as a document. File metadata (e.g., STF file tags) and document metadata (e.g., study #, study title, species, etc) are assigned and the document instance is referenced in section 4.x of the IND application.

At a later date, the same document is to be submitted for review to support another regulatory activity (e.g., NDA). Because the document has already been submitted to the FDA, the document does not need to be resubmitted. The existing document instance is referenced in section 4.x of the subsequent NDA application. There is no need to resubmit the document or any of the component files in the subsequent application nor reassign the metadata for the document or any of the component files in the subsequent application. 

Section 4.x of the both the IND and NDA submissions reference the same document. The reviewers see the complete document as part of section 4.x of both applications

. 

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

	Document

Study #JC123

file-tag 1 = File 1 
file-tag 2 = File 2 
file-tag 3 = File 3

	IND #123456

Submission Unit #0027

Section 4.x
Reference to document for Study #JC123 

NDA #234567

Submission Unit #0000

Section 4.x
Reference to document for Study #JC123 



	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

	The metadata about study #JC123 was submitted as part of the IND submission unit and does not need to be resubmitted in the subsequent NDA submission unit.

The metadata about each component file was submitted as part of the IND submission unit and does not need to be resubmitted in the NDA submission unit.

The document for Study #JC123 exists as part of IND #123456 and NDA #234567.


	Preparers:
	Joe Cipollina/Joel Finkle

	Date:
	6-Jan-2011


	Requirement Number – MCD-002

	Requirement

	The message standard must provide a means of updating a multi-component document as part of the life cycle of the document

	Story Board

	Subsequent versions of a document may be modified in the following ways:

· Component files may be added
· Component files may be removed

· The sequence of components may be changed

· The type (similar to context of use) and attributes (context of use code and keywords) of each component file (e.g., STF file tag) may be changed

· The file or document of a given component may be replaced
Submissions that use the updated document must directly reference the updated document, but do not require referencing each component.


	Test Scenario:
	TS-MCD-002-1

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

	The document referenced by IND #123456 and NDA #234567 in the previous test scenario for MCD-001 needs to be updated.

Additional information (one file) is to be added to the existing document. The new file is a replacement for one of the existing files in the document so that the updated document still contains only three files. 

Once the document is updated, the IND and NDA applications are updated to reference the new instance of the document. Section 4.x of both the IND and NDA applications references the same document. The reviewers see the updated study report document as part of section 4.x of both applications.



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

	Document

Study #JC123

Update document (e.g., version 2)
file-tag 3 = File 4 (replace of File 3)

	IND #123456

Submission Unit #0028
Section 4.x
Reference to updated instance of document for Study #JC123

NDA #234567

Submission Unit #0001
Section 4.2.3.1

Reference to updated instance of Study Report Document for Study #JC123



	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

	The metadata about study #JC123 does not need to be restated to modify the document. 

The metadata about each component file does not need to be restated to modify the document.

The updated study report document for Study #JC123 exists as part of IND #123456 and NDA #234567.


	Preparers:
	Joe Cipollina/Joel Finkle

	Date:
	6-Jan-2011


	Test Scenario:
	TS-MCD-002-2

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

	The document referenced by IND #123456 and NDA #234567 in the previous test scenario for MCD-001 needs to be updated.

Additional information (one file) is to be added to the existing document. The new file is a replacement for one of the existing files in the document so that the updated document still contains only three files. 

Once the document is updated, the NDA application is updated to reference the new instance of the document. Section 4.x of the NDA submission references the updated document. The reviewers see the updated document as part of section 4.x of the NDA application.

Because the IND application has not been updated, Section 4.x of the IND still references the original instance of the document. The reviewers see the original version of the document (not the updated instance) as part of section 4.x of the IND application.


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

	Document

Study #JC123

Update document (e.g., version 2)
file-tag 3 = File 4 (replace of File 3)

	NDA #234567

Submission Unit #0000

Section 4.x
Reference to updated instance of Study Report Document for Study #JC123



	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

	The metadata about study #JC123 does not need to be restated to modify the document. 

The metadata about each component file does not need to be restated to modify the document.

The updated document for Study #JC123 exists as part of NDA #234567 but not as part of IND #123456.


	Preparers:
	Joe Cipollina/Joel Finkle

	Date:
	6-Jan-2011


	Requirement Number – MCD-003

	Requirement

	The message standard must provide a means of creating multi-component documents from either individual files or other multi-component documents

	Story Board

	A multi-component document can be referenced as part of other multi-component documents. For example, a multi-component analytical method may become part of another document.  
Single or multi-component documents may be referenced in submissions equivalently.

Single or multi-component documents may be referenced in documents equivalently.


	Test Scenario:
	TS-MCD-003-1

	Description of Scenario for MCD-003:
	Provide a description of the scenario to be tested 

	The updated document referenced by IND #123456 and NDA #234567 in test scenario TS-MCD-002-1 is to be included as part of another document.

The document for Study #BB678 is composed of 2 files and the updated document for Study #123.



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

	Document

Study #BB678
file-tag 1 = File 5
file-tag 2 = File 6
file-tag 3 = document for study #123
	NDA #567890
Submission Unit #0000
Section 5.x
Reference to document for Study #BB678



	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

	Study #BB678 exists as part of NDA #567890.

Study #BB678 contains 5 files: files 1, 2 and 4 (as part of the updated document for study #JC123) and files 5 and 6.


	Preparers:
	Joe Cipollina/Joel Finkle

	Date:
	6-Jan-2011





