RPS Terminology Map - Devices


RPS Terminology Map by Country & Industry

Devices

	RPS Term
	RPS Definition
	Australia
	Singapore
	Canada
	Europe
	China
	Japan
	United States

	Application
	Collection of related Regulatory Activities (RPS1 Submissions) for the regulated Products. A more general term for this would be a Dossier, as some of the Regulatory Activities are not applications for an action, just a filing of information. 
BRIDG - A collection of submissions that are grouped together for regulatory purposes, and are usually specific to a particular device
, food or feed additive or biopharmaceutical substance. 


	Manufacturers Evidence

Full Conformity Assessment

Device Application Class 1 - Class IIB (without L1 audit)

Device Application Class 1 - Class IIB (with L1 audit)

Device Application Class III - AIMD with L2 audit
	A new submission  leading to the issuing of a license number by the regulatory body
	A New Medical Device License Application

In Investigational Testing Application
	Each certificate number issued by the notified body is a new application

Each technical file for self certification products is a new application
	One SFDA registration or renewal of one product should trigger an application
	
	An original PMA

An original HDE

An original IDE 

A Traditional 510(k)

An 801(e) application

An 802(g) notification

	Submission
	One Regulatory Activity, consisting of a collection of Packages (RPS1 Submission Units) (which may be grouped into Reviewable Units), to support one regulatory purpose. The purpose could be a notification of a change, or a request to approve a new product or change. 
Note that not all submissions require approval
BRIDG - A compilation of the contents of one or more submission units that supports a specific regulatory purpose or decision. 


	Manufacturers Evidence renewal

Addition of GMDN code to Manufacturers evidence

Addition of DE/TE Certificate to Manufacturers evidence

Variation to Full Conformity Assessment i.e. changes in suppliers or sterilisation protocols or manufacturing site etc.

Variation to Class III or AIMD 
	A supplementary submission for a change to an approved license

A supplementary submission to add new product(s) to an approved license
	Medical Device License Amendment

Faxbacks
	A submission for a change to products already approved on an existing certificate

A submission to add a new product to an existing certificate

A renewal under the application for the certificate that is expiring.
	Any change request to a registration or renewal approval, including changing the manufacturer name, address, model name, legal contact and service contact in China.

Manual update notification 
	
	A PMA Supplement

IDE supplement

Special 510(k)

HDE Supplement

Annual Report

	Submission Unit
	The collection of Documents provided by the Sponsor to the Regulatory Authority at one time (although it can also be used for transfers of submission documents between two sponsors, between two authorities, or a contract organization and an sponsor). A Filing or Correspondence between parties. Submission Units are components of a Submission, and may be grouped into Reviewable Units. 
BRIDG - The collection of documents provided to the regulatory authority at one time. 


	The package of information mailed at any one point in time

How does information entered into DEAL relate to the Submission Unit?
	The package of documents uploaded onto the agencies website.
	The package of information mailed at any one point in time
	The package of information mailed at any one point in time
	The package of information mailed at any one point in time
	
	The package of information mailed at any one point in time

	Reviewable Unit
	Collection of one or more Submission Units grouped together (usually by subject) that collectively become part of a Submission for purpose of review. 
BRIDG - 

	No equivalent
	No equivalent
	No equivalent
	No equivalent
	No equivalent
	
	Modules in a modular PMA

	Context of Use
	An element of the RPS model, which contains a reference to a single File, a coded value indicating the portion of the Dossier that the file is related to, and optionally one or more [[Keyword (RPS)|Keyword]s that further identify the file. A Context of Use may also refer to a previous Context of Use that it replaces, permitting a file to be rearranged within a Dossier.

Multiple Context of Use items may refer to the same file if a file is used in more than one place in a Dossier. 
BRIDG - A code that identifies a general class or category of documents (typeCode).
	Table of Contents section
	Table of Contents section
	Table of Contents section
	Table of Contents section
	Table of Contents section
	
	Table of Contents section

	Document
	Content, typically a file or collection of files, be it PDF or other data, provided as part of a Submission Unit.

Each document is assigned to one or more Context of Use categories, with each file component of a multiple-file document associated to a different associated Context of Use.

To express the life cycle of a document over time, a document may have one or more Document Relationships. 
BRIDG - A collection (physical or logical) of data with the following characteristics: 1) Stewardship, 2) Potential for authentication, 3) Wholeness, 4) Human readability, 5) Persistence, 6) Global vs local context (the person that signs it is the author of all sections unless otherwise noted).
	Each file currently printed and sent to a regulatory agency is a document
	Each file currently printed and sent to a regulatory agency is a document
	Each file currently printed and sent to a regulatory agency is a document
	Each file currently printed and sent to a regulatory agency is a document
	Each file currently printed and sent to a regulatory agency is a document
	
	Each file currently printed and sent to a regulatory agency is a document

	Keyword
	A Keyword is a piece of metadata or identifying information associated with a File through a reference in a Context of Use. The Keyword Definition element belongs to the Application (Dossier). Keywords may be elements of controlled lists (such as Species, Route of Administration), or free-form text (such as Study ID).

For example, a New Drug Approval Dossier may include many study report Documents with the same Context of Use code for each Study Report Body File. The Keywords may identify the Study ID, the Indication, etc.

The choice of Keywords associated with each Context of Use is determined by the regulatory authority's requirements for each Regulatory Activity.
	No equivalent
	No equivalent
	No equivalent
	No equivalent
	No equivalent
	
	No equivalent


Drugs & Biologics

	RPS Term
	RPS Definition
	Canada
	Europe
	Japan 
	United States

	Application
	Collection of related Regulatory Activities (RPS1 Submissions) for the regulated Products. A more general term for this would be a Dossier, as some of the Regulatory Activities are not applications for an action, just a filing of information. 
BRIDG - A collection of submissions that are grouped together for regulatory purposes, and are usually specific to a particular device
, food or feed additive or biopharmaceutical substance. 


	
	
	Similar to "hinmoku" in Japanese. 

A collection of structured documents, which as a whole is identified by a submission number and to which as a whole a decision is made by Agency. 

An application can have multiple submission units.

No difference from "Submission" in Japan.  
	NDA

IND



	Submission
	One Regulatory Activity, consisting of a collection of Packages (RPS1 Submission Units) (which may be grouped into Reviewable Units), to support one regulatory purpose. The purpose could be a notification of a change, or a request to approve a new product or change. 
Note that not all submissions require approval
BRIDG - A compilation of the contents of one or more submission units that supports a specific regulatory purpose or decision. 


	
	
	Similar to "hinmoku" in Japanese. 

A collection of structured documents, which as a whole is identified by a submission number and to which as a whole a decision is made by Agency. 

An application can have multiple submission units. 
No difference from "Application" in Japan.
	NDA Supplement

IND Supplement

Annual report

	Reviewable Unit
	The collection of Documents provided by the Sponsor to the Regulatory Authority at one time (although it can also be used for transfers of submission documents between two sponsors, between two authorities, or a contract organization and an sponsor). A Filing or Correspondence between parties. Submission Units are components of a Submission, and may be grouped into Reviewable Units. 
BRIDG - The collection of documents provided to the regulatory authority at one time. 


	
	
	No equivalent concept in Japan.
	

	Submission Unit
	Collection of one or more Submission Units grouped together (usually by subject) that collectively become part of a Submission for purpose of review. 

BRIDG - 

	
	
	Similar to "teishutsu" in Japanese. 

A collection of structured documents provided to the regulatory authority at one time. Each submission unit has a sequence number unique in that Submission/Application. 


	

	Context of Use
	An element of the RPS model, which contains a reference to a single File, a coded value indicating the portion of the Dossier that the file is related to, and optionally one or more [[Keyword (RPS)|Keyword]s that further identify the file. A Context of Use may also refer to a previous Context of Use that it replaces, permitting a file to be rearranged within a Dossier.

Multiple Context of Use items may refer to the same file if a file is used in more than one place in a Dossier. 
BRIDG - A code that identifies a general class or category of documents (typeCode).
	
	
	Definition in Japan (in the domain of human pharmaceuticals): 
Currently no equivalent concept in Japan although the concept is similar to “leaf” element in eCTD.

While “leaf” element of eCTD XML instance is pointing a file in directory by using xlink:href attribute, a Context of Use of RPS is pointing a File element in a XML instance and that File element has a reference to a file in directory.
	

	Document
	Content, typically a file or collection of files, be it PDF or other data, provided as part of a Submission Unit.

Each document is assigned to one or more Context of Use categories, with each file component of a multiple-file document associated to a different associated Context of Use.

To express the life cycle of a document over time, a document may have one or more Document Relationships. 
BRIDG - A collection (physical or logical) of data with the following characteristics: 1) Stewardship, 2) Potential for authentication, 3) Wholeness, 4) Human readability, 5) Persistence, 6) Global vs local context (the person that signs it is the author of all sections unless otherwise noted).
	
	
	Definition in Japan (in the domain of human pharmaceuticals): 
Similar to "bunsho" in Japanese. 

If a “bunsho” is in an electronic format, it can be a file or a collection of files, which in either cases can have a single semantic unit.  If a “bunsho” is composed of multiple files, then each component, which is a file, does not have a semantic unit as “bunsho.”
	

	Keyword
	A Keyword is a piece of metadata or identifying information associated with a File through a reference in a Context of Use. The Keyword Definition element belongs to the Application (Dossier). Keywords may be elements of controlled lists (such as Species, Route of Administration), or free-form text (such as Study ID).

For example, a New Drug Approval Dossier may include many study report Documents with the same Context of Use code for each Study Report Body File. The Keywords may identify the Study ID, the Indication, etc.

The choice of Keywords associated with each Context of Use is determined by the regulatory authority's requirements for each Regulatory Activity.
	
	
	Definition in Japan (in the domain of human pharmaceuticals): 
Currently no equivalent concept in Japan.
	


Veterinary Medicine

	RPS Term
	RPS Definition
	Australia
	Singapore
	Canada
	Europe
	China
	Japan
	United States

	Application
	Collection of related Regulatory Activities (RPS1 Submissions) for the regulated Products. A more general term for this would be a Dossier, as some of the Regulatory Activities are not applications for an action, just a filing of information. 
BRIDG - A collection of submissions that are grouped together for regulatory purposes, and are usually specific to a particular device
, food or feed additive or biopharmaceutical substance. 


	
	
	
	
	
	
	

	Submission
	One Regulatory Activity, consisting of a collection of Packages (RPS1 Submission Units) (which may be grouped into Reviewable Units), to support one regulatory purpose. The purpose could be a notification of a change, or a request to approve a new product or change. 
Note that not all submissions require approval
BRIDG - A compilation of the contents of one or more submission units that supports a specific regulatory purpose or decision. 


	
	
	
	
	
	
	

	Submission Unit
	The collection of Documents provided by the Sponsor to the Regulatory Authority at one time (although it can also be used for transfers of submission documents between two sponsors, between two authorities, or a contract organization and an sponsor). A Filing or Correspondence between parties. Submission Units are components of a Submission, and may be grouped into Reviewable Units. 
BRIDG - The collection of documents provided to the regulatory authority at one time. 


	
	
	
	
	
	
	

	Reviewable Unit
	Collection of one or more Submission Units grouped together (usually by subject) that collectively become part of a Submission for purpose of review. 

BRIDG - 

	
	
	
	
	
	
	

	Context of Use
	An element of the RPS model, which contains a reference to a single File, a coded value indicating the portion of the Dossier that the file is related to, and optionally one or more [[Keyword (RPS)|Keyword]s that further identify the file. A Context of Use may also refer to a previous Context of Use that it replaces, permitting a file to be rearranged within a Dossier.

Multiple Context of Use items may refer to the same file if a file is used in more than one place in a Dossier. 
BRIDG - A code that identifies a general class or category of documents (typeCode).
	
	
	
	
	
	
	

	Document
	Content, typically a file or collection of files, be it PDF or other data, provided as part of a Submission Unit.

Each document is assigned to one or more Context of Use categories, with each file component of a multiple-file document associated to a different associated Context of Use.

To express the life cycle of a document over time, a document may have one or more Document Relationships. 
BRIDG - A collection (physical or logical) of data with the following characteristics: 1) Stewardship, 2) Potential for authentication, 3) Wholeness, 4) Human readability, 5) Persistence, 6) Global vs local context (the person that signs it is the author of all sections unless otherwise noted).
	
	
	
	
	
	
	

	Keyword
	A Keyword is a piece of metadata or identifying information associated with a File through a reference in a Context of Use. The Keyword Definition element belongs to the Application (Dossier). Keywords may be elements of controlled lists (such as Species, Route of Administration), or free-form text (such as Study ID).

For example, a New Drug Approval Dossier may include many study report Documents with the same Context of Use code for each Study Report Body File. The Keywords may identify the Study ID, the Indication, etc.

The choice of Keywords associated with each Context of Use is determined by the regulatory authority's requirements for each Regulatory Activity.
	
	
	
	
	
	
	


Foods

	RPS Term
	RPS Definition
	Australia
	Singapore
	Canada
	Europe
	China
	Japan
	United States

	Application
	Collection of related Regulatory Activities (RPS1 Submissions) for the regulated Products. A more general term for this would be a Dossier, as some of the Regulatory Activities are not applications for an action, just a filing of information. 
BRIDG - A collection of submissions that are grouped together for regulatory purposes, and are usually specific to a particular device
, food or feed additive or biopharmaceutical substance. 


	
	
	
	
	
	
	

	Submission
	One Regulatory Activity, consisting of a collection of Packages (RPS1 Submission Units) (which may be grouped into Reviewable Units), to support one regulatory purpose. The purpose could be a notification of a change, or a request to approve a new product or change. 
Note that not all submissions require approval
BRIDG - A compilation of the contents of one or more submission units that supports a specific regulatory purpose or decision. 


	
	
	
	
	
	
	

	Submission Unit
	The collection of Documents provided by the Sponsor to the Regulatory Authority at one time (although it can also be used for transfers of submission documents between two sponsors, between two authorities, or a contract organization and an sponsor). A Filing or Correspondence between parties. Submission Units are components of a Submission, and may be grouped into Reviewable Units. 
BRIDG - The collection of documents provided to the regulatory authority at one time. 


	
	
	
	
	
	
	

	Reviewable Unit
	Collection of one or more Submission Units grouped together (usually by subject) that collectively become part of a Submission for purpose of review. 

BRIDG - 

	
	
	
	
	
	
	

	Context of Use
	An element of the RPS model, which contains a reference to a single File, a coded value indicating the portion of the Dossier that the file is related to, and optionally one or more [[Keyword (RPS)|Keyword]s that further identify the file. A Context of Use may also refer to a previous Context of Use that it replaces, permitting a file to be rearranged within a Dossier.

Multiple Context of Use items may refer to the same file if a file is used in more than one place in a Dossier. 
BRIDG - A code that identifies a general class or category of documents (typeCode).
	
	
	
	
	
	
	

	Document
	Content, typically a file or collection of files, be it PDF or other data, provided as part of a Submission Unit.

Each document is assigned to one or more Context of Use categories, with each file component of a multiple-file document associated to a different associated Context of Use.

To express the life cycle of a document over time, a document may have one or more Document Relationships. 
BRIDG - A collection (physical or logical) of data with the following characteristics: 1) Stewardship, 2) Potential for authentication, 3) Wholeness, 4) Human readability, 5) Persistence, 6) Global vs local context (the person that signs it is the author of all sections unless otherwise noted).
	
	
	
	
	
	
	

	Keyword
	A Keyword is a piece of metadata or identifying information associated with a File through a reference in a Context of Use. The Keyword Definition element belongs to the Application (Dossier). Keywords may be elements of controlled lists (such as Species, Route of Administration), or free-form text (such as Study ID).

For example, a New Drug Approval Dossier may include many study report Documents with the same Context of Use code for each Study Report Body File. The Keywords may identify the Study ID, the Indication, etc.

The choice of Keywords associated with each Context of Use is determined by the regulatory authority's requirements for each Regulatory Activity.
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�Again not true for devices.  A single PMA has many devices.  Quite a few would have been approved by different submissions under the application.  
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