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Data Model Documentation
Data Model Detail

This document provides an overview of the data model. For simpler and more focused reports, simply copy this initial template and turn off the sections not required. 
Regulated Product
Type:

Package MERGEFIELD Pkg.Stereotype
Package:
BRIDG Domain Model
Detail:

Created on 6/9/2009. Last modified on 6/9/2009.
Notes:
MERGEFIELD Pkg.Notes
MERGEFIELD Diagram.Notes
[image: image1.emf]class RPS

RegulatedProduct

+ productDescription:  ST

+ productIdentifier:  DSET<II>

+ name:  ST

+ nameType:  ST

+ softwareVersion:  int

+ typeCode:  CD

used as combination


Figure: 1 
RegulatedProduct
Database:
Java, Stereotype: MERGEFIELD Element.Stereotype, Package: Package1
Detail:

Created on 6/8/2009.  Last modified on 6/8/2009.

Notes:
MERGEFIELD Element.NotesA product under the control of a regulatory body.

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

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. 

Columns

	PK
	Name
	Type
	Notes

	MERGEFIELD Att.PK
	productIdentifier
	DSET<II>
	MERGEFIELD Att.NotesAn alphanumeric value that specifically identifies a product.  This number is assigned by the manufacturer of the product.

For example, product number, model number.

	MERGEFIELD Att.PK
	productDescription
	ST
	MERGEFIELD Att.NotesA brief explanation of the product or product component.  This information is provided by the manufacturer.

	MERGEFIELD Att.PK
	name
	ST
	MERGEFIELD Att.NotesA value that is a non-unique identifier for the product.  

For example, the therapeutic agent used in a chemotherapy clinical trial.

	MERGEFIELD Att.PK
	nameType
	ST
	MERGEFIELD Att.NotesA mechanism to describe the name of a product.  For example, Brand Name, Proprietary Name, Trade Name, Product Name, Proper Name, Common Name etc.

	MERGEFIELD Att.PK
	softwareVersion
	int
	MERGEFIELD Att.NotesA company specific unique naming and/or numbering scheme for incrementing a software product.

e.g., version 1.x, 1.0.1, etc.

	MERGEFIELD Att.PK
	typeCode
	CD
	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 RPS, the examples for devices are ProCode or Global Medical Device Nomenclature (GMDN) codes.  

For example, veterinary medicine, diagnostic device, vaccines, etc.

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




