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1. Introduction

The purpose of this document is to collect, analyze, and define the high-level needs and features of the NCICB EVS General Purpose Report Writer v1.0 release.  It focuses on the functionalities proposed by the EVS Staff and target users.  

2. Positioning

2.1 Problem Statement
Members of the EVS Staff are currently responsible for manually generating a variety of reports for Clinical Data Interchange Standards Consortium (CDISC) and Food and Drug Administration (FDA) users.  To minimize the level of effort associated with this monthly activity, the generation of these reports should be automated.  Additionally, the tool supporting the report automation capability should also be generic enough to provide advanced users the ability to generate custom reports against LexBIG hosted terminologies (primarily the NCI Thesaurus).  
3. Stakeholder and User Descriptions

3.1 Stakeholder Summary

	Name
	Description
	Responsibilities

	Avinash Shanbhag
	NCICB Application Infrastructure
	Oversees NCICB caCORE Software Engineering

	Frank Hartel
	EVS Product Manager
	Directs EVS Projects 

	Johnita Beasley 
	Project Manager 
	Technical Direction and Implementation



3.2 User Summary

	Project Lead
	Description
	Responsibilities

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


3.3 Technical Environment

· Client Interface

· Internet Explorer 5.0 and above

· Mozilla v1.0 and above

· Application Server

· JBoss Application Server

· Database Server

· MySQL via LexBIG API
· Operating system

· Windows 2000, XP

· Unix (Sun Solaris)

· Portable ANSI-SQL compliant relational schemas
3.4 Summary of Key Stakeholder or User Needs

The following subsections address the key requirements for the NCI General Purpose Report Writer v1.0 

release as perceived by the stakeholder and users.   

3.4.1 Requirements to Address 

· Functional

· Reporting
· Implement Criteria Load Feature for Each Report 

· Implement the CDISC Standard Reports
· Subset Report
· Implement the FDA Standard Reports 
· Structured Product Labeling (SPL) Report

· FDA-UNII Subset Report

· Individual Case Safety (ICS) Subset Report

· Center for Devices and Radiological Health (CDRH) Subset Reports

· FDA-SPL Country Codes
· Implement the server-side interface to the LexBIG Server
· Implement the User Interface 
· Download
· Implement the Report Download Feature

· Admin
· Implement Automated Report Update Feature
· Security
· Implement User Authentication

· Implement User Authorization
· Non-Functional

· User Interface Standards
· External Interfaces
· Project Management

· Documentation

· Deployments
3.4.2 Current Solution

The current approach to report generation is a manual process.  The goal of the NCI EVS General Purpose Report Writer is to automate as much of this process as possible.  
3.4.3 Proposed Solutions

The initial release (v1.0) of the NCI EVS General Purpose Report Writer will focus on the establishment of a modular, extensible and configurable software architecture.  The reporting capability will be limited to the standard reports currently generated for the CDISC and FDA users.  The security module will also be implemented to support authentication and authorization of users, specifically to facilitate the generation of reports each time the NCI Thesaurus is updated.  This will also include the ability to modify the criteria and specifications associated with a standard report.
Essentially, the goal of the initial release is to establish a software framework upon which we can easily build and implement the remaining requirements of the tool (via future releases).  For Release v1.0, the tool will provide the authenticated user with access to links which represent pre-generated standard reports (which will reside on an NCI server).  Users will be able to click on the link of the report that interests them, view it online and specify where and how (e.g. what format) the report should be saved (downloaded) to their local machine.  Because the standard reports will be pre-generated, there will need to be a means of re-generating the reports monthly after the NCI Thesaurus has been updated.   This is an Administrative feature and therefore requires authentication and authorization of the user attempting to 

utilize this functionality (e.g. security).  Additionally, if the need arises to change the content of one of the standard reports (which is also an Administrative feature), an authorized user will have the ability to make the desire criteria/specification changes and re-generate the report downloaded users.
For the duration of the development lifecycle, the requirements of future construction iterations will be evaluated near the end of the current iteration under development.  This will take place by way of an “Iteration Plan Review Meeting”.  In the Iteration Plan Review Meeting, the EVS Report Writer Project Manager along with the NCICB Product Manager will review already proposed 

requirements listed in Section four (4) of this document along with the requirements listed in the “Bugs” (https://gforge.nci.nih.gov/tracker/?atid=2049&group_id=543&func=browse)  and “Feature Requests” (https://gforge.nci.nih.gov/tracker/?atid=2052&group_id=543&func=browse) Trackers on the EVS General Purpose Report Writer project Gforge website.  If an iterations requirements change as a result of the review mentioned above, the following is expected to occur:

· The requirement is moved from the “Feature Requests” or “Bugs” Tracker to the “Release Development Items” Tracker on GForge.

· This scope document will be updated to reflect the correct scope for the iteration being modified.
· The task plan must be adjusted to reflect the resources and time needed to perform the work for the updated requirements.

4. Release Functional Requirements
The following section describes, in detail, all the functional requirements, which are proposed for the 1.0 release of the NCI General Purpose Report Writer.
4.1 [GF# 17714] Implement User Interface.

The user interface of the Report Writer Tool will support the downloading of pre-generated standard reports as well as, support for user authentication and authorization.

4.2 [GF# 17715] Implement the Server-side Interface to LexBIG.

There needs to be a modular component to interface with the LexBIG API and handle the business logic associated the report generation.

4.3 [GF# 17716] Implement Criteria Load.

A properties file needs to be established to support the loading of the query and formatting parameters for each supported standard report.

4.4 [GF# 17717] Implement Standard Subset Reports.

Implement Standard Subset Reports.  This includes:

· CDISC Standard Reports

· Subset Report

· FDA Standard Reports 

· Structured Product Labeling (SPL) Report

· FDA-UNII Subset Report

· Individual Case Safety (ICS) Subset Report

· Center for Devices and Radiological Health (CDRH) Subset Reports

· FDA-SPL Country Codes
4.5 [GF# 17718] Implement Download Feature.

The download feature supports the saving of generated reports in Excel and tab delimited formats to the user’s local hard drive.

4.6 [GF# 17719] Implement Security.

The user interface of the Report Writer Tool will support the downloading of pre-generated standard reports as well as, support for user authentication and authorization.

4.7 [GF# 17719] Implement Modification of Standard Reports.

Users would like to be able to use the Administrative aspects of the tool to modify the criteria/specs associated with

Standard Reports.

5. Release Non-Functional Requirements

The following section describes all the non-functional requirements associated with the 1.0 Release of the NCI General Purpose Report Writer.

5.1 User Interface (UI)
5.1.1 [GF# 17706] UI Design

5.1.2 Standards

Any UI modifications to the NCI General Purpose Report Writer User Interface in support of the functional requirements shall comply with the browser and user interface standard put forward by the NCICB User Interface working group.

5.2 System Design
5.2.1 [GF# 17705] Architecture Definition

5.2.2 [GF# 17707] Object Model

5.2.3 [GF# 17708] Database Design/ER Diagram

5.3 External Interfaces

5.3.1 LexBIG

The NCI General Purpose Report Writer shall interface with the LexBIG services.  These services will represent the server-side component which will facilitate access to the ontology library.  Where appropriate, updates may be made to support bug fixes or performance enhancements.
5.4 Project Management
5.4.1 [GF# 17704] Project Plan 
A Project Plan shall be produced to visually manage the work items identified in this Scope Document.

5.5 Documentation

The following documents shall be produced in association the NCI General Purpose Report Writer:
5.5.1 [GF# 17709] Design Document
5.5.2 [GF# 17724] Release Notes
5.5.3 [GF# 17725] User Guide
5.5.4 [GF# 17726] Online Help
5.6 Deployments

NCI General Purpose Report Writer deployments to shall be supported as necessary.  This includes generation of deployment requests documents and assistance to the QA Team to address any deployment related issues.
5.6.1 [GF# 17713] BDA Process
5.6.2 [GF# 17720] QA Tier 
5.6.3 [GF# 17721] STAGE Tier 
5.6.4 [GF# 17722] Production Tier
6. Out of Scope

The 1.0 release of the NCI General Purpose Report Writer is primarily focused on automating the generation of the existing CDISC and FDA subset (standard) reports currently manually performed every month by the EVS Staff.  The focus will also be on establishing a quality software architecture for the inclusion of the other requirements.  
The following will NOT be in scope for the v1.0 release of the NCI General Purpose Report Writer.

· Supporting non-NCI Thesaurus Terminologies

· Support for Customized Report Generation (Query Building Feature)

· Support Creating, Modifying or Deleting Standard Reports

· Specification of Reporting Formats via the User Interface

· Report Generation in XML Format (assuming the definition is NOT finalized in the design period of the project)

· Support for Status Maintenance 

· Support for Advance Authorization of Users
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