Section 1: Multi-product Submissions

The first submission unit of a new application for multiple products

Medical device company A submits a new PMA or IDE to a system of products (product family).  The products are intended to be used together, but are packaged and shipped separately.  The submission unit requests approval for 4 products – a pacemaker, 2 pacing leads, and software to program the pacemaker.

The submission unit requests approval for 20 models of a non-active implantable products along with a delivery system that has 5 models

Creation of a new submission within an existing application for multiple products.  

Medical device company A submits a PMA Supplement against an existing PMA to gain approval for a new family of pacemakers.  The new pacemaker family includes 23 products, each with varying hardware and software configurations. 

Sponsor Removal of a product from a submission under review

In response to agency question about a mechanical design characteristic of 3 products contained in the submission, the sponsor amends the submission under review to remove the 3 products from the submission.  This amendment also withdraws all documentation related to only those 3 models.  The review of the submission will continue with the remaining 20 products. 

Manufacturing Change that affects multiple submissions

Medical device company A changes a significant manufacturing step (or does a plant move) that affects three product families (covered in 3 different PMAs). Three PMA supplements are required, but only one review is necessary (FDA allows a bundled submission, and provides separate PMA supplement numbers).

In Germany we will assign one authorisation number to a product per strength and pharmaceutical form. It may be independently or related in a way if it is a so called Global Marketing Authorisation. This means several strengths or pharmaceuitcals forms will be brought under one umbrella, e.g. 12345.00.00 (50 mg tablets as a basis), 12345.01.00 (50 mg suppositories), 12345.00.01 (100 mg tablets),

12345.00.02 (150 mg tablets). The alternate way is  12345.00.00 (50 mg tablets as a basis), 12346.00.00 (50 mg suppositories), 12347.00.00 (100 mg tablets), 12348.00.00 (150 mg tablets) giving examples for an independent numbering.

Section 2: BRIDG Model 
The following section includes the BRIDG model classes that include all of the information about a Regulated Product.
2.1 RegulatedProduct Class
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RegulatedProduct
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 2/13/2008.  Last modified on 5/21/2008.

GUID:

{24A1E032-046F-4d2a-8A99-3F58397A3828}
MERGEFIELD Element.NotesA product under the control of a regulatory body.

For example, a drug or device that requires FDA approval.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatedProduct
 
	MERGEFIELD Connector.Notes
 

	Association  scopes / is scoped by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatedProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatoryApplicationSponsor
 
	MERGEFIELD Connector.Notes
 

	Association  controls / is controlled by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatedProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatoryAuthority
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatedProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionRegulatedProductRelationship
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	approvalIdentifier DSET<II>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesAn identifier that indicates that the product has been evaluated and/or approved by a competent authority.

For example, NDA number.
Is this submission number or approval number?  Some countries may issue different submission numbers and different approval numbers?  I think we have a need to track both.
Is this multi-value?  Over it’s lifecycle, one product may have many approvals that relate to it.  Are we tracking all, just the most recent?

	Default: MERGEFIELD Att.Default


	approvalStatusCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesProvides information regarding the state of the approval process.

For example, active, complete, approved, withdrawn.
I assume the status of the product relates only to that product within a given submission?

	Default: MERGEFIELD Att.Default


	authorizationTypeCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe identification of the kind of authorization or application.

For example, IND, IDE, BLA, NDA, PMA/510(K), etc
This is related to a product and submission?  If this is standalone information tracked for a product, it would need to be submission specific. 
 
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - IND Protocol?  ] 

[source = ClinicalTrials.gov (Feb 2008) - IDE Protocol?  ] 



	expandedAccessStatusCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe availability of an experimental drug or device outside any study protocol.

For example, Available, No longer available, Temporarily not available, or Approved for marketing
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Expanded Acces Status  ] 




2.2 Product Class
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Product
Type:

Class    Material
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 6/22/2007.  Last modified on 5/21/2008.

GUID:

{ADDAE49F-E9A0-43e5-A4D2-77A37B1C1E1A}
MERGEFIELD Element.NotesA thing produced by or resulting from a process.  And sold as a stand-alone item?
For example, a drug or device.

For example, the FDA list of regulated products: animal and human drugs; therapeutic biologics; allergenics;  cell, tissue and gene therapy products; blood components; blood derivative products; devices; and animal (pets and livestock) and human food/feed (medicated and unmedicated); cosmetics; pet treats; and dietary supplements. 
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  used as combination 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Association  is the focus of / focuses on 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
PerformedProductInvestigation
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Device
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Association  is shipped or delivered within / contains 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Package
 
	MERGEFIELD Connector.Notes
 

	Association  is described by / carries information about 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
PerformedProductObservation
 
	MERGEFIELD Connector.Notes
 

	Association  produces / is produced by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Manufacturer
 
	MERGEFIELD Connector.Notes
 

	Association  is subject of / involves 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
PerformedProductProblemDiscovery
 
	MERGEFIELD Connector.Notes
 

	Association  fabricates / is fabricated by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
ManufacturingSite
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Drug
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Material
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Biologic
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
FoodProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Cosmetic
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatedProduct
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
NonTherapeuticAgent
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
TherapeuticAgent
 
	MERGEFIELD Connector.Notes
 

	Association  provides / is provided by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Distributor
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Subject
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	classCode DSET<CD>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA group of products that are homogeneous or generally considered as substitutes for each other. The class is considered as narrow or broad depending on how substitutable the various products are. 

For example, stents, breakfast cereals, cox-2 inhibitors.
	Default: MERGEFIELD Att.Default


	expirationDate TS
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe date, assigned by the manufacturer, after which the product should not be used.
Is this serial number or lot specific?
	Default: MERGEFIELD Att.Default


	pre1938Indicator BL
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesSpecifies whether the product qualifies under the 1938 Grandfather Clause, contained in section 20l(p)(l) of the Federal Food, Drug and Cosmetic Act.
This only applies to drugs?  

	Default: MERGEFIELD Att.Default


	typeCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA family of products.  All members of a type share similar functions and general characteristics, especially the purpose for which they are used.  This similarity allows them to be analyzed together.

For example, veterinary medicine, diagnostic device, etc.

NOTE: When the product is a drug, this indicates the precise nature of the drug.
	Default: MERGEFIELD Att.Default



Section 3: Storyboards – Send and Modify Information about the Submission
C. Extending Information about a Submission Unit
This section is extending Release 1 storyboards and the information about the submission to aid either the Regulated Industry or Regulatory Authority with the two-way communication storyboards. Either party can utilize the information about the submission to determine secondary processing of the message. 

C.1 Additional Information about a Submission Unit
Example 1: Send Submission Unit to Regulatory Authority
Acme Pharmaceuticals is sending RAA a submission unit to provide the final labeling for their marketing application and identifies the contact information for the submission (e.g., any points of contact first name and last name, Contact Type, 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., category and sub category) and Comment field (free text description). 

Example 2: Send Submission Unit to Regulated Industry
The RAA is sending an interim action to place the investigational study on hold, the correspondence type would be Interim Action/Clinical Hold, and identifies the contact information for the submission (e.g., any points of contact first name and last name, Contact Type, 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)and Comment field (free text description). 

Note – The following scenarios complement the storyboards in Section D below.
Example 3 (occurs prior to D5 and E5): Send a Reviewable unit to Regulatory Authority (Devices
Device Company ABC submits the first of three modules(***) of a modular Premarket Approval (PMA), a reviewable unit, to the FDA/CDRH for Product Implant 123, including the 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 submission number, regulatory authority reviewable unit (****) number, sequence (serial) number, presubmission identifier), submission unit type (**)(e.g., category and sub category) and Comment field (free text description). 

Example 4 (occurs prior to D5 and E5): Send a Submission unit related to a Reviewable Unit to Regulatory Industry (Devices)
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, 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 

C.2 Modify Information about a Submission
Example 1: 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). 

Example 2: Modify Information about a Submission by Regulatory Authority
RAA has received a BLA amendment from BioPharm Co for a product 123 that is under review, the information provided in the submission indicates that a new supplement should have been submitted. The RAA send an update to the submission unit back to the BioPharm to indicate that the submission number has been changed and reassigned a new submission number and sequence number. 

Note: This storyboard needs to be validated – this is for the simple situations where something can be reclassified without the submission being resubmitted. This would not handle a situation where the company would need to restructure the contents of their submission because the content was not accurate for the new submission type. 

�This seems to be reduntant to the original paragraph.  Are you trying to convey a different situation?  


�BfArM for instance will have two numbers related to each other and stable over time. We will not issue additional numbers for each regulatory activities. Nevertheless multiple numbers exist and have to be supported.


�Withdrawn may have at least two levels for a regulatory product and for the authorization as a whole.


�In Europe this will be specific for the authorization of a product (application). The single submission will not have such attribute. May be a submission is complete in regard a specific type but not in regard of another type of application e.g. new chemical entity or generic product.


�In Europe we have the status of well established use products which is similar. Could this be more generic to fit with both?





