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Executive Summary

The NCI General Purpose Report Writer is a web-based tool that will produce all reports currently accessible in Excel, tab-delimited, and eventually XML formats.  This tool will also provide ways to modify and extend reports, as well as create new ones.  This document attempts to spell out the requirements for achieving this.

This document defines the actors and roles of the Report Writer web application, captures the functional and non-functional requirements and identifies the use cases that help to describe the ways in which the actors/users will interface with the product.   These components assist in the definition of the complete set of functionality of the Report Writer.  It is important to note that the entire suite of functionality will be implemented in phases and will only become available after several releases of the product.  There will be a scope definition captured in a NCI standard Scope Document which will define which of those contained requirements will be addressed in the first and subsequent releases of the Report Writer.
This document does NOT focus on the existing reporting functionality available through the Protégé editing application’s Advanced Query Plug-in.  This is an independent application and there will be no overlap between the two reporting tools.   
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1.0 Introduction
1.1 Scope

The scope of this document is to provide an overview of the high-level requirements and related use cases associated with the NCI EVS General Purpose Report Writer.   

Please see the NCI EVS Report Writer v1.0 Scope document available at:
https://gforge.nci.nih.gov/docman/index.php?group_id=543&selected_doc_group_id=4106&language_id=1 
1.2 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



1.3 Description

The NCI EVS General Purpose Report Writer is a web-based tool that will allow users to generate reports from a specified data source and download/print them to a specified file type or format (e.g. Excel, tab-delimited).   It will allow for the generation of standard reports (with predefined criteria and outputs) and custom reports where the user must provide the tool with the required search criteria and desired output data.
2.0 Actors and Goals

The actors associated with the NCI General Purpose Report Writer will be the human users or computer systems that interface with the tool. Each type of actor, and the actors’ role(s), are defined below. Figure 2-1 shows the system actors and hierarchies where they exist.
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Figure 2-1. NCI General Purpose Report Writer (System) Actors.
The NCICB Staff, FDA User, caDSR Curator, CDISC User, and EVS Staff are variants of the generic User with specific additional characteristics.  Each has been identified uniquely because they each have specific uses for the Report Writer web application.  Each user type will have specific roles which may define what features they will have access to, although the initial expectation is that all users will have access to all non-administrative functions.   The System Manager has access to all user and administrative functions, as described below.
NOTE:  Roles associated with specific user types may be joined to provide as special set of access privileges required by individual users, e.g,, some FDA users may also have administrative privileges for FDA reports.

2.1 User
The User actor represents anyone who accesses the NCI EVS General Purpose Report Writer.  The User will have access to any non-administrative functionality of the NCI Report Writer.

2.2 FDA User
The FDA User represents a User from the Food and Drug Administration that accesses the NCI EVS General Purpose Report Writer.  The FDA User will have access to any non-administrative functionality of the NCI Report Writer with a specific focus on executing FDA-specific predefined standard reports.  

2.3 CDISC User
The CDISC User represents a User from the Clinical Data Interchange Standards Consortium that access the NCI EVS General Purpose Report Writer.  The CDISC User will have access to any non-administrative functionality of the NCI Report Writer with a specific focus on executing FDA-specific predefined standard reports.

2.4 caDSR Curator

The caDSR Curator represents a User from the NCI caDSR Team that accesses the NCI EVS General Purpose Report Writer.  The caDSR Curator will have access to any non-administrative of the NCI Report Writer with a specific focus on generating customized reports.

2.5 EVS Staff
The EVS Staff represents a User from the NCI EVS Vocabulary Development Team that accesses the NCI EVS General Purpose Report Writer.  The EVS Staff will have access to any non-administrative of the NCI Report Writer with a specific focus on generating customized reports.

2.6  NCICB Staff

The NCICB Staff actor represents an NCICB User that accesses the NCI EVS General Purpose Report Writer.  The NCICB Staff members will have access to any non-administrative of the NCI Report Writer with a specific focus on generating customized reports.
2.7   System Manager

The System Manager represents users that have access to both administrative and non-administrative features of the NCI Report Writer.  They will have the ability to create, modify and delete standard report queries and formats; add and configure resources for new users with special logins and privileges; and generate both standard and customized reports.

2.8 LexBIG API
The LexBIG API provides access to the LexBIG Terminology Server which hosts terminology data.  The NCI EVS General Purpose Report Writer interfaces with the LexBIG API to retrieve terminology data needed to generate requested reports.
3.0 Requirements

The following subsections address the key functional and non-functional requirements for the NCI EVS General Purpose Report Writer as perceived by the stakeholder and users. 

3.1 Functional Requirements
3.1.1 Reporting

The NCI EVS General Purpose Report Writer will provide users with the ability to run standard reports as well as, generate custom reports.  The search criteria and predefined report formats in place for standard reports will be approved by the requesting user prior to the report being available.  Standard reports will initially be available only for the FDA and CDISC Users. 

3.1.1.1 The NCI EVS General Purpose Report Writer shall provide the capability to generate reports against a specific terminology.  Initially, the focus will be on the NCI Thesaurus (NCIt).
3.1.1.2 The NCI EVS General Purpose Report Writer shall make all production quality terminologies on the LexBIG Terminology Server available for report generation.*
3.1.1.3 The NCI EVS General Purpose Report Writer shall provide the capability to generate reports against multiple terminologies.*
*NOTE: The consensus has been that it would be too complex to attempt to support report generation against multiple terminologies.   Due to the nature of the LexBIG Terminology Server and the fact that, once loaded, all terminologies are handled the same, it is possible that we might revisit these requirements in the future.  So, we will keep these requirements in place in case we choose to integrate the features in the future. 

3.1.1.4 The NCI EVS General Purpose Report Writer shall provide the capability to run standard (pre-defined, preformatted) reports.

3.1.1.5 The NCI EVS General Purpose Report Writer shall provide the capability to generate custom reports (using the Query Building capability).

3.1.1.6 The NCI EVS General Purpose Report Writer shall provide the capability to generate standard reports for the following user groups:


a. CDISC Users


b. FDA Users

3.1.1.7 The NCI EVS General Purpose Report Writer shall provide the capability to generate the following standard reports for the FDA Users:


a. Structured Product Labeling (SPL) Report


b. FDA-UNII Subset Report


c. Individual Case Safety (ICS) Subset Report


d. Center for Devices and Radiological Health (CDRH) Subset Reports

e. FDA-SPL Country Codes
3.1.1.8 The NCI EVS General Purpose Report Writer shall provide the capability to generate the following standard reports for the CDISC Users:

a. Subset Report

3.1.1.9 The FDA’s Structured Product Labeling (SPL) Report shall be generated with the children of the Structured Product Labeling Terminology concept (each child concept being a subset).

3.1.1.10 The FDA’s Structured Product Labeling (SPL) Report shall contain the following column headers, and fields:

a.   Source representing the contributing source property of the current subset

b.   Subset Code representing the NCI Concept Code of the current subset.
c.   Subset Name representing the NCI Preferred Term (PT) of the current subset.  The PT shall be the fully qualified synonym (FULL_SYN) with syn term type is equal to PT and with no syn source value.  The subset name defaults to NCI.
d. Concept Code representing the NCI Concept Code.
e. Source PT representing the FULL_SYN with syn term type equal to PT and with the syn source equal to Source.
f. Source Definition representing ALT_DEFININTION with def-source equal to Source.
g. Source Synonym(s) representing FULL_SYN with syn term type SY and syn source equal to Source.  In the case of multiple SY’s, the list shall be pipe delimited (e.g. SY | SY | SY).
3.1.1.11 The FDA-UNII Subset report shall be generated with the children of the “FDA Established Names and Unique Ingredient Identifier Codes Terminology."
3.1.1.12 The FDA-UNII Subset report shall contain the following column headers and fields:

a. FDA UNII Code (Property FDA_UNII_Code)

b. FDA Preferred Term (Source PT)
c. NCI Concept Code
3.1.1.13 The Individual Case Safety (ICS) Subset Report shall be generated with the children of the “Individual Case Safety Report Terminology” where each child concept is a subset.

3.1.1.14 The Individual Case Safety (ICS) Subset Report shall contain the following column headers and fields:

a.   Source

b.   Subset Code

c.   Subset Name

d.   Concept Code

e. Source PT

f. Source Definition

g. Source Synonym(s) – [Pipe delimited for multiple SY’s]
3.1.1.15 The Center for Devices and Radiological Health (CDRH) Subset Reports shall be generated with the children of “FDA Center for Devices and Radiological Health Terminology”.

3.1.1.16 The Center for Devices and Radiological Health (CDRH) Subset Report shall contain the following column headers and fields:

a. Source

b. Subset Code
c. Subset Name
d. Concept Code
e. Source Code which represents the Syn Source Code value of Source PT
f. Source PT
g. Source Synonym(s) – [Pipe delimited for multiple SY’s]
h. Source Definition
i. NCI Definition
j. Parent Concept’s NCIT Concept Code which represents the NCIT Concept Code of the super class
k. Parent Concept’s Source Code which represents the Source Code of the super class
l. Parent Concept’s Source PT which represents the Source PT of the super class
m. Parent Concept’s NCIT PT which represents the NCI PT of the super class
n. Second Parent’s Concept’s NCIt Concept Code

o. Second Parent’s Concept’s NCIt PT (only for those concepts that DO NOT have a source PT).

3.1.1.17 The SPL Country Codes Report shall contain the following column headers and fields:

a. ISO Code representing the FULL_SYN with the term-group equal to “CA3” and the term source equal to “NCI”
b. NCI Concept Code

c. NCI Preferred Term
3.1.1.18 The CDISC Subset Report shall contain the following column headers, and fields:

a.   Source representing the contributing source property of the current subset

b.   Subset Code representing the NCI Concept Code of the current subset.

c.   Subset Name representing the CDSIC Preferred Term (PT) of the current subset.  The PT shall be the fully qualified synonym (FULL_SYN) with any syn term (not equal to the NCI PT).  

h. Concept Code representing the NCI Concept Code.
i. Source PT representing the FULL_SYN with syn term type equal to PT and with the syn source equal to Source.
j. Source PT Code representing the source code of the CDISC Preferred Term
k. Source Definition representing ALT_DEFININTION with def-source equal to Source.
l. Source Synonym(s) representing FULL_SYN with syn term type SY and syn source equal to Source.  In the case of multiple SY’s, the list shall be pipe delimited (e.g. SY | SY | SY).
3.1.1.19 The NCI EVS General Purpose Report Writer shall provide each of the standard reports with specific hierarchy levels when subset hierarchies exist.  Therefore, each standard report will be available for each identified hierarchy where applicable.  For example, a report of FDA SPL terminology could have a single listing for terms from the 14 child subsets, a listing for each of the 14 separately, or both.
a. Highest Level Hierarchy

b. Lowest Level Hierarchy

c. All Levels of the Hierarchy
3.1.1.20 The NCI EVS General Purpose Report Writer shall provide the ability to generate reports with the following formats:

a. Microsoft Excel

b. Tab-separated values
c. XML*
*NOTE: The specifications for this format have not been established and approved as of the writing of this document.   

3.1.1.21 The NCI EVS General Purpose Report Writer shall interface with the LexBIG Terminology Server to retrieve the data required to generate all reports (standard and custom).

3.1.1.22 The NCI EVS General Purpose Report Writer shall provide a query builder to support the generation of custom reports (see Requirements Section 3.1.2 – Query Building).
3.1.1.23 The NCI EVS General Purpose Report Writer shall save generated reports to the server for download by the user (see Requirements Section 3.1.5 - Download).
3.1.1.24 The NCI EVS General Purpose Report Writer shall ensure reports saved to the server for download by the user are uniquely identifiable.
3.1.1.25 The NCI EVS General Purpose Report Writer standard reports shall have the following status options available:


a. DRAFT


b. APPROVED
3.1.1.26 The NCI EVS General Purpose Report Writer shall ensure that standard reports available to the general public have a status of “APPROVED”.
3.1.2 Query Building
The query building feature of the NCI EVS General Purpose Report Writer will provide users with the ability to specify the criteria used to retrieve the desired report contents from the terminology server.  Custom reports may be based on an individual concept or set of concepts as well as, a predefined subset.  This tool will also be used for the administrative task of managing (creating, modifying and deleting) standard reports.
3.1.2.1 The NCI EVS General Purpose Report Writer shall provide the capability to generate custom reports with the use of a Query Builder. 
3.1.2.2 The NCI EVS General Purpose Report Writer Query Builder shall provide the capability to specify the criteria on which a report will be based.
3.1.2.3 The NCI EVS General Purpose Report Writer Query Builder shall provide the capability to specify as concept selection criteria, values for one or more of each of the following concept attributes.  (The logical operators that may apply to and combine these criteria are specified in 3.1.2.5.)
a. Association(s) with any filler value (e.g. q wild card filler value) for which all retrieved concepts will be based on qualifiers or subfields

b. An association and a specific filler value 

c. Association qualifiers
d. Association(s) with of a particular role 

e. Properties with any filler value 

f. A property and a specific filler value 

g. Property qualifiers

h. A single concept code

i. A range of concept codes

j. The top node of a hierarchy
3.1.2.4 The NCI EVS General Purpose Report Writer Query Builder shall provide support for the construction of nested queries.
3.1.2.5 The NCI EVS General Purpose Report Writer Query Builder shall support the use of the following boolean operators to build nested queries.


a. AND


b. OR


c. NOT

3.1.2.6 The NCI EVS General Purpose Report Writer Query Builder shall provide the capability to specify the terminologies on which a report will be based.
3.1.3 Report Processing
3.1.3.1 The NCI EVS General Purpose Report Writer shall provide the capability to schedule the processing of resource intensive reports.*
3.1.3.2 The NCI EVS General Purpose Report Writer shall notify the user when a report is deemed resource intensive and will be scheduled for processing.* 

3.1.3.3 The NCI EVS General Purpose Report Writer shall request the desired means of notification from a user when their report is scheduled for processing.*
NOTE: These requirements do not apply to the initial release, and will be re-evaluated for possible implementation later.  We are currently establishing it as a requirement in the event that we find the need to establish a means of handling resource intensive requests and we will design the tool to easily integrate this functionality if the need arises.
3.1.3.4 The NCI EVS General Purpose Report Writer shall post a resulting report to a publicly accessible site for download by the requestor. 

3.1.3.5 The NCI EVS General Purpose Report Writer shall notify the user, via the specified means, of the location of the generated report when available for download.
3.1.3.6 The NCI EVS General Purpose Report Writer shall provide the capability to upload a list of codes and corresponding output format for requested report.

3.1.4 Report Formatting

3.1.4.1 The NCI EVS General Purpose Report Writer shall provide the capability to include or exclude the follow concept attributes as part of a reports output specification:


a. Properties


b. Roles


c. Associations


d. Superclasses


e. Subclasses (TBD)


f. History – NOTE: History shall also include referred concepts if the concept is inactive.
3.1.4.2 The NCI EVS General Purpose Report Writer shall provide the capability to specify labels for the concept properties included in a generated report

3.1.5 Admin

The administrative functions of the NCI EVS General Purpose Report Writer shall involve the creation, modification and potential removal of standard reports.

3.1.5.1 The NCI EVS General Purpose Report Writer shall provide the capability to create standard reports.  This includes specification of the following:


a. report name

b. report criteria


c. output format
3.1.5.2 The NCI EVS General Purpose Report Writer shall provide the capability to create standard reports using the Query Building feature (see Requirements Section 3.1.2).
3.1.5.3 The NCI EVS General Purpose Report Writer shall provide the capability to modify the specifications of an existing standard report.
3.1.5.4 The NCI EVS General Purpose Report Writer shall provide the capability to delete existing standard reports.

3.1.5.5 The NCI EVS General Purpose Report Writer shall provide the capability to preview a report during the initial creation.

3.1.5.6 The NCI EVS General Purpose Report Writer shall provide the capability to preview a report during the modification.

3.1.5.7 The NCI EVS General Purpose Report Writer shall set the status of newly created reports to “DRAFT” until approved.
3.1.5.8 The NCI EVS General Purpose Report Writer shall set the status of modified reports to “DRAFT” until approved.

3.1.5.9 The NCI EVS General Purpose Report Writer shall provide the capability to create report status values.

3.1.5.10 The NCI EVS General Purpose Report Writer shall provide the capability to deactivate report status values.

3.1.5.11 The NCI EVS General Purpose Report Writer shall provide the capability to re-generate the standard reports each time the related terminology is updated.

ASSUMPTION: The creation, modification or removal of Standard Report criteria and formats for the FDA and CDISC users will be approved by respective users as appropriate before being made available ( or removed)  via the Report Writer tool.
3.1.5 Download
3.1.5.1 The NCI EVS General Purpose Report Writer shall provide the capability to download a generated report to the client machine via the following ways:


a. Open in the desired application format (e.g. MS Excel)


b. Save to the user’s client machine.
3.1.6 Security
3.1.6.1 The NCI EVS General Purpose Report Writer shall authenticate users.

3.1.6.2 The NCI EVS General Purpose Report Writer shall au theorize users for access to administrative features.

3.1.6.3 The NCI EVS General Purpose Report Writer shall require users to login for access to administrative features.

3.1.6.4 The NCI EVS General Purpose Report Writer shall require login credentials to consist of a username and password. 

3.2 Non-Functional Requirements
3.2.1 User Interface

3.2.1.1 The NCI General Purpose Report Writer shall function as a web application (e.g. be accessible via a web browser).

3.2.1.2 The NCI General Purpose Report Writer User Interface (UI) shall comply with the browser and user interface standards put forward by the NCICB User Interface Working Group. 

3.2.1.3 The NCI General Purpose Report Writer User Interface (UI) shall incorporate NCICB’s 508 Compliance Guidelines.

3.2.2 Availability

3.2.2.1 The NCI General Purpose Report Writer shall be accessible 24 hours/day and 7 days/week with scheduled down time for maintenance.

4.0 Use Cases
[image: image3.jpg]Use cases describe the things actors want the system to do. Use cases are initiated by the system users and together, they typically describe the complete functionality of the system from the user’s point of view. The NCI EVS General Purpose Report Writer use cases are identified and described in the following sections. 

NOTE:  The Use Cases identified in this document are high-level use cases and they represent only the successful scenario.  
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Figure 4-1. NCI General Purpose Report Writer (System) Use Cases.
As shown in the figure above (NOTE: relationships/lines reflect the forward direction only), any user of the Report Writer application has the ability to run standard (predefined, preformatted) reports, to generate custom reports and to download the reports.  When running reports, the LexBIG API will be accessed to pull the required data and then the data will be formatted in preparation for viewing by the requestor.  When generating custom reports, the query builder will be used.  The process of executing the query may be scheduled when the process is deemed resource intensive.  When the query is executed (accessing the LexBIG API), then the data will be formatted in preparation for viewing by the requestor.  Once the user views the report, they will identify how they’d like to download the report (e.g. save it or print it).  The System Manager (also a User), in addition to the basic functions, has the ability to create standard reports.  They would use the query builder to do this.  They would also have the ability to modify and delete existing standard reports.
4.1 Execute Standard Report
The Execute Standard Report Use Case captures the system requirement to produce a predefined, preformatted report.
	Use Case Id 
	RW_UC_01 Run Standard Report

	Primary Actor 
	FDA User, CDISC User 

	Secondary Actors 
	N/A 

	Brief Description 
	FDA User/CDISC User executes a canned report

	Pre​conditions 
	1) The LexBIG Server is operable
2) A set of standard reports is available

	
	

	Flow of Events 
	1) The actor enters the URL of (or links to) the NCI Report Writer 
2) The system displays a list of standard report options to the user

3) The actor selects the standard report they would like to execute
4) The system submits a query to the LexBIG Server (via the LexBIG API)

5) The LexBIG Server returns the report data

6) The system uses the returned data to format the report based on the predefined output information (see Requirements Section 3.1.4)
7) The system saves the executed report to a publicly accessible location on the Report Writer server.
8) The system prompts the actor to save or view the generated report in the specified format (see RW_UC_03 Download Report).

	
	

	Post Conditions 
	The requested report is executed and available for the user to save/print locally..

	Notes 
	


4.2 Generate Custom Report

The Generate Custom Report Use Case captures the system requirement to generate/build a customized report.

	Use Case Id 
	RW_UC_02  Generate Custom Report

	Primary Actor 
	User

	Secondary Actors 
	N/A 

	Brief Description 
	Any user generates a custom report

	Pre​conditions 
	1) The LexBIG Server is operable

	
	

	Flow of Events 
	1) The actor enters the URL of (or links to) the NCI Report Writer 

2) The actor selects the custom report option

3) The system displays the query building forms 
4) The actor builds the query to retrieve the desired report data (see RW_UC_03 Build Query)
5) The actor selects the output format of the desired report (see Requirements Section 3.1.4)

6) The system submits a query to the LexBIG Server (via the LexBIG API)

7) The LexBIG Server returns the report data

8) The system uses the returned data and provided output data to format the requested report 

9) The system saves the generated report to a publicly accessible location on the Report Writer server.

10) The system prompts the actor to save or view the generated report in the specified format (see RW_UC_03 Download Report).

	
	

	Post Conditions 
	The requested report is generated.

	Notes 
	


4.3 Download Report
The Download Report Use Case captures the system requirement to download of a generated report.
	Use Case Id 
	RW_UC_03  Download Report

	Primary Actor 
	User

	Secondary Actors 
	N/A 

	Brief Description 
	User downloads a generated report

	
	

	Pre​conditions 
	RW_UC_01 or RW_UC_02 

	Flow of Events 
	1) The Actor performs RW_UC_01 or RW_UC_02
2) The System prompts the user to view or save (download) the generated report 

	
	2) The Actor  selects the desired download option

	Post Conditions 
	Actor has a local copy of the desired report 

	Notes 
	


4.4 Build Query
The Build Query Use Case captures the system requirement to build a query in support of generation of a report (standard or custom).
	Use Case Id 
	RW_UC_04  Build Query

	Primary Actor 
	User

	Secondary Actors 
	N/A 

	Brief Description 
	FDA User/CDISC User downloads a generated report

	
	

	Pre​conditions 
	User in generating a query in support of the generation of a report (standard or custom) 

	Flow of Events 
	1) The actor enters the URL of (or links to) the NCI Report Writer 

2) The actor selects the custom report option

3) The system displays the query building forms
4) The actor specifies the terminologies on which the query should be based
5) The actor the specifies the following (not in any particular order):
a. The association criteria

b. The properties criteria

c. Concept code criteria

d. Hierarchy criteria

6) The actor submits the query

7) The system processes the query 

	
	

	Post Conditions 
	The query has been successfully executed and the report data (content) has been retrieved.

	Notes 
	


4.5 Admin
The Admin Use Case captures the system requirement to support the management (creation, modification and deletion) of the standard reports.  

NOTE: User provisioning is an Admin feature that will be done using the NCICB Common Security Modules (CSM) User Provisioning Tool.  Details of available Use Cases (features) are available in the UPT_User_Guide.
4.5.1 Admin Use Case - User modifies an existing standard report.
	Use Case Id 
	RW_UC_05-1  Admin

	Primary Actor 
	User

	Secondary Actors 
	N/A 

	Brief Description 
	User modifies an existing standard report.

	
	

	Pre​conditions 
	1. The user has administrative privileges.
2. The LexBIG Server is available

3. RW_UC_06 Login

	Flow of Events 
	1) The system displays the admin options
2) The actor selects the Modify Standard Report option and selects the report to be modified
3) The system retrieves the selected report search criteria and the output format and displays for editing

4) The actor makes the desired changes to the query (see RW_UC_04  Build Query) and submit the updated query
5) The actor makes the desired changes to the output format (see Requirements Section 3.1.4) and submits

6) The generates a new report based on the actor specified changes and saves it to a temporary location on the server.

7) The system display the modified report to the actor for review.

8) If the actor is satisfied with the modified report, they will submit it for vetting.
9) If the actor is NOT satisfied with the modified report, they can repeat steps 8 through 11.

	
	

	Post Conditions 
	An updated version of an existing report is available  

	Notes 
	

	
	


4.5.2 Admin Use Case - Creating a standard standard report.
	Use Case Id 
	RW_UC_05-2  Admin

	Primary Actor 
	User

	Secondary Actors 
	N/A 

	Brief Description 
	User creates a new standard report.

	
	

	Pre​conditions 
	4. The user has administrative privileges.

5. The LexBIG Server is available

6. RW_UC_06 Login

	Flow of Events 
	10) The system displays the admin options
11) The actor selects the Create Standard Report option and enters the name of the new report

12) The system retrieves the standard report search criteria and the output format and displays for editing

13) The actor makes the desired entries to establish the query (see RW_UC_04  Build Query) and submit it

14) The actor makes the desired changes to the output format (see Requirements Section 3.1.4) and submits

15) The generates a new report based on the actor specified criteria and saves it to a temporary location on the server.

16) The system displays the modified report to the actor for review.

17) If the actor is satisfied with the new report, they will submit it for vetting.

18) If the actor is NOT satisfied with the modified report, they can repeat steps 8 through 11.

	
	

	Post Conditions 
	A new standard report exists.

	Notes 
	


4.5.3 Admin Use Case - Deleting a standard standard report.
	Use Case Id 
	RW_UC_05-3  Admin

	Primary Actor 
	User

	Secondary Actors 
	N/A 

	Brief Description 
	User deletes a new standard report.

	
	

	Pre​conditions 
	7. The user has administrative privileges.

8. The LexBIG Server is available

9. RW_UC_06 Login

	Flow of Events 
	19) The system displays the admin options
20) The actor selects the Delete Standard Report option and selects the name of the existing report

21) The system retrieves the standard report

22) The actor changes the status of the report to “INACTIVE” and saves the report

	
	

	Post Conditions 
	The existing report status is now “INACTIVE” and is not available for execution by system users.  

	Notes 
	Deleting standard reports is accomplished by changing the status.  This way it can always reactivated it if/when that is desired.


4.6 Login
The Login Use Case captures the system requirement to authenticate users when accessing the administrative features.
	Use Case Id 
	RW_UC_06  Login

	Primary Actor 
	User

	Secondary Actors 
	N/A 

	Brief Description 
	User successfully logs into the system.

	
	

	Pre​conditions 
	1. The LexBIG Server is available

	Flow of Events 
	1) The actor enters the URL of (or links to) the NCI Report Writer
2) The actor selects Admin link

3) The system prompts the actor to provide their login credentials

4) The actor enters their login credentials and submits them for authentication
5) The system process the actor login credentials and successfully verifies the actor to have administrative author

	
	

	Post Conditions 
	The user is successfully logged into the system 

	Notes 
	


4.7 Generate Custom Report with Uploaded Data

The Generate Custom Report with Uploaded Data Use Case captures the system requirement to generate/build a customized report based on uploaded data and format files.

	Use Case Id 
	RW_UC_07  Generate Custom Report with Uploaded Data

	Primary Actor 
	EVS Editor, caDSR Curator

	Secondary Actors 
	N/A 

	Brief Description 
	Any user generates a custom report based on concepts and output format information captured in files that are uploaded to the system.

	Pre​conditions 
	1) The LexBIG Server is operable

	
	

	Flow of Events 
	1) The actor enters the URL of (or links to) the NCI Report Writer 

2) The actor selects the custom report option

3) The system displays the query building forms 
4) The actor select the concept code entry and chooses upload

5) The system prompts the actor to select the data file from the client machine to upload

6) The system prompts the actor to provide the output specifications for the report

7) The actor chooses upload
8) The system submits a query to the LexBIG Server (via the LexBIG API)

9) The LexBIG Server returns the report data

10) The system uses the returned data and provided output data to format the requested report 

11) The system saves the generated report to a publicly accessible location on the Report Writer server.

12) The system prompts the actor to save or view the generated report in the specified format (see RW_UC_03 Download Report).

	
	

	Post Conditions 
	The requested report is generated.

	Notes 
	


Appendix A – Implementation Matrix
	Requirements Categories
	Requirements
	Release

	Reporting
	The NCI EVS General Purpose Report Writer will provide users with the ability to run standard reports as well as, generate custom reports.  The search criteria and predefined report formats in place for standard reports will be approved by the requesting user prior to the report being available.  Standard reports will initially be available only for the FDA and CDISC Users.
	

	3.1.1.1
	The NCI EVS General Purpose Report Writer shall provide the capability to generate reports against a specific terminology.  Initially, the focus will be on the NCI Thesaurus (NCIt).
	1.0

	3.1.1.2
	The NCI EVS General Purpose Report Writer shall make all production quality terminologies on the LexBIG Terminology Server available for report generation.
	Post 1.0

	3.1.1.3
	The NCI EVS General Purpose Report Writer shall provide the capability to generate reports against multiple terminologies.
	TBD

	3.1.1.4
	The NCI EVS General Purpose Report Writer shall provide the capability to run standard (pre-defined, preformatted) reports.
	1.0

	3.1.1.5
	The NCI EVS General Purpose Report Writer shall provide the capability to generate custom reports (using the Query Building capability).
	Post 1.0

	3.1.1.6
	The NCI EVS General Purpose Report Writer shall provide the capability to generate standard reports for the following user groups:


a. CDISC Users


b. FDA Users
	1.0

	3.1.1.7
	The NCI EVS General Purpose Report Writer shall provide the capability to generate the following standard reports for the FDA Users:


a. Structured Product Labeling (SPL) Report


b. FDA-UNII Subset Report


c. Individual Case Safety (ICS) Subset Report


d. Center for Devices and Radiological Health (CDRH) Subset Reports

e. FDA-SPL Country Codes
	1.0

	3.1.1.8
	The NCI EVS General Purpose Report Writer shall provide the capability to generate the following standard reports for the CDISC Users:

a. Subset Report
	1.0

	3.1.1.9
	The FDA’s Structured Product Labeling (SPL) Report shall be generated with the children of the Structured Product Labeling Terminology concept (each child concept being a subset).
	1.0

	3.1.1.10
	The FDA’s Structured Product Labeling (SPL) Report shall contain the following column headers, and fields:

a.   Source representing the contributing source property of the current subset

b.   Subset Code representing the NCI Concept Code of the current subset.

c.   Subset Name representing the NCI Preferred Term (PT) of the current subset.  The PT shall be the fully qualified synonym (FULL_SYN) with syn term type is equal to PT and with no syn source value.  The subset name defaults to NCI.

m. Concept Code representing the NCI Concept Code.
n. Source PT representing the FULL_SYN with syn term type equal to PT and with the syn source equal to Source.
o. Source Definition representing ALT_DEFININTION with def-source equal to Source.
p. Source Synonym(s) representing FULL_SYN with syn term type SY and syn source equal to Source.  In the case of multiple SY’s, the list shall be pipe delimited (e.g. SY | SY | SY).
	1.0

	3.1.1.11
	The FDA-UNII Subset report shall be generated with the children of the “FDA Established Names and Unique Ingredient Identifier Codes Terminology."
	1.0

	3.1.1.12
	The FDA-UNII Subset report shall contain the following column headers and fields:

a. FDA UNII Code (Property FDA_UNII_Code)

b. FDA Preferred Term (Source PT)
c. NCI Concept Code
	1.0

	3.1.1.13
	The Individual Case Safety (ICS) Subset Report shall be generated with the children of the “Individual Case Safety Report Terminology” where each child concept is a subset.
	1.0

	3.1.1.14
	The Individual Case Safety (ICS) Subset Report shall contain the following column headers and fields:

a.   Source

b.   Subset Code

c.   Subset Name

d.   Concept Code

h. Source PT

i. Source Definition
j. Source Synonym(s) – [Pipe delimited for multiple SY’s]
	1.0

	3.1.1.15
	The Center for Devices and Radiological Health (CDRH) Subset Reports shall be generated with the children of “FDA Center for Devices and Radiological Health Terminology”.
	1.0

	3.1.1.16
	The Center for Devices and Radiological Health (CDRH) Subset Report shall contain the following column headers and fields:

a. Source
b. Subset Code
c. Subset Name
d. Concept Code
e. Source Code which represents the Syn Source Code value of Source PT
f. Source PT
g. Source Synonym(s) – [Pipe delimited for multiple SY’s]
h. Source Definition
i. NCI Definition
j. Parent Concept’s NCIT Concept Code which represents the NCIT Concept Code of the super class
k. Parent Concept’s Source Code which represents the Source Code of the super class
l. Parent Concept’s Source PT which represents the Source PT of the super class
m. Parent Concept’s NCIT PT which represents the NCI PT of the super class
n. Second Parent’s Concept’s NCIt Concept Code
o. Second Parent’s Concept’s NCIt PT (only for those concepts that DO NOT have a source PT).
	1.0

	3.1.1.17
	The SPL Country Codes Report shall contain the following column headers and fields:

a. ISO Code representing the FULL_SYN with the term-group equal to “CA3” and the term source equal to “NCI”
b. NCI Concept Code

c. NCI Preferred Term

	1.0

	3.1.1.18
	The CDISC Subset Report shall contain the following column headers, and fields:

a.   Source representing the contributing source property of the current subset

b.   Subset Code representing the NCI Concept Code of the current subset.

c.   Subset Name representing the CDSIC Preferred Term (PT) of the current subset.  The PT shall be the fully qualified synonym (FULL_SYN) with any syn term (not equal to the NCI PT).  
d. Concept Code representing the NCI Concept Code.
e. Source PT representing the FULL_SYN with syn term type equal to PT and with the syn source equal to Source.
f. Source PT Code representing the source code of the CDISC Preferred Term
g. Source Definition representing ALT_DEFININTION with def-source equal to Source.
h. Source Synonym(s) representing FULL_SYN with syn term type SY and syn source equal to Source.  In the case of multiple SY’s, the list shall be pipe delimited (e.g. SY | SY | SY).
	1.0

	3.1.1.19
	The NCI EVS General Purpose Report Writer shall provide each of the standard reports with specific hierarchy levels when subset hierarchies exist.  Therefore, each standard report will be available for each identified hierarchy where applicable.  For example, a report of FDA SPL terminology could have a single listing for terms from the 14 child subsets, a listing for each of the 14 separately, or both.
a. Highest Level Hierarchy

b. Lowest Level Hierarchy

c. All Levels of the Hierarchy

	1.0

	3.1.1.20
	The NCI EVS General Purpose Report Writer shall provide the ability to generate reports with the following formats:

a. Microsoft Excel
b. Tab-separated values

c. XML*
*NOTE: The specifications for this format have not been established and approved as of the writing of this document.
	a = 1.0
b = 1.0

c = Post 1.0

	3.1.1.21
	The NCI EVS General Purpose Report Writer shall interface with the LexBIG Terminology Server to retrieve the data required to generate all reports (standard and custom).
	1.0

	3.1.1.22
	The NCI EVS General Purpose Report Writer shall provide a query builder to support the generation of custom reports (see Requirements Section 3.1.2 – Query Building).
	Post 1.0

	3.1.1.23
	The NCI EVS General Purpose Report Writer shall save generated reports to the server for download by the user (see Requirements Section 3.1.5 - Download).
	1.0

	3.1.1.24
	The NCI EVS General Purpose Report Writer shall ensure reports saved to the server for download by the user are uniquely identifiable.
	1.0

	3.1.1.25
	The NCI EVS General Purpose Report Writer standard reports shall have the following status options available:


a. DRAFT


b. APPROVED
	Post 1.0

	3.1.1.26
	The NCI EVS General Purpose Report Writer shall ensure that standard reports available to the general public have a status of “APPROVED”.
	1.0

	Query Building
	The query building feature of the NCI EVS General Purpose Report Writer will provide users with the ability to specify the criteria used to retrieve the desired report contents from the terminology server.  Custom reports may be based on an individual concept or set of concepts as well as, a predefined subset.  This tool will also be used for the administrative task of managing (creating, modifying and deleting) standard reports.
	

	3.1.2.1
	The NCI EVS General Purpose Report Writer shall provide the capability to generate custom reports with the use of a Query Builder.
	Post 1.0

	3.1.2.2
	The NCI EVS General Purpose Report Writer Query Builder shall provide the capability to specify the criteria on which a report will be based.
	Post 1.0

	3.1.2.3
	The NCI EVS General Purpose Report Writer Query Builder shall provide the capability to specify as concept selection criteria, values for one or more of each of the following concept attributes.  (The logical operators that may apply to and combine these criteria are specified in 3.1.2.5.)

a. Association(s) with any filler value (e.g. q wild card filler value) for which all retrieved concepts will be based on qualifiers or subfields

b. An association and a specific filler value 

c. Association qualifiers

d. Association(s) with of a particular role 

e. Properties with any filler value 

f. A property and a specific filler value 

g. Property qualifiers

h. A single concept code

i. A range of concept codes

j. The top node of a hierarchy
	Post 1.0

	3.1.2.4
	The NCI EVS General Purpose Report Writer Query Builder shall provide support for the construction of nested queries.
	Post 1.0

	3.1.2.5
	The NCI EVS General Purpose Report Writer Query Builder shall support the use of the following boolean operators to build nested queries.


a. AND


b. OR


c. NOT
	Post 1.0

	3.1.2.6
	The NCI EVS General Purpose Report Writer Query Builder shall provide the capability to specify the terminologies on which a report will be based.
	Post 1.0

	Report Processing
	
	

	3.1.3.1
	The NCI EVS General Purpose Report Writer shall provide the capability to schedule the processing of resource intensive reports.
	Post 1.0

	3.1.3.2
	The NCI EVS General Purpose Report Writer shall notify the user when a report is deemed resource intensive and will be scheduled for processing.
	Post 1.0

	3.1.3.3
	The NCI EVS General Purpose Report Writer shall request the desired means of notification from a user when their report is scheduled for processing.
	Post 1.0

	3.1.3.4
	The NCI EVS General Purpose Report Writer shall post a resulting report to a publicly accessible site for download by the requestor.
	1.0

	3.1.3.5
	The NCI EVS General Purpose Report Writer shall notify the user, via the specified means, of the location of the generated report when available for download.
	Post 1.0

	3.1.3.6
	The NCI EVS General Purpose Report Writer shall provide the capability to upload a list of codes and corresponding output format for requested report.
	Post 1.0

	Report Formatting
	
	

	3.1.4.1
	The NCI EVS General Purpose Report Writer shall provide the capability to include or exclude the follow concept attributes as part of a reports output specification:


a. Properties


b. Roles


c. Associations


d. Superclasses


e. Subclasses (TBD)


f. History – NOTE: History shall also include referred concepts if the concept is inactive.
	1.0

	3.1.4.2
	The NCI EVS General Purpose Report Writer shall provide the capability to specify labels for the concept properties included in a generated report
	1.0

	Admin
	The administrative functions of the NCI EVS General Purpose Report Writer shall involve the creation, modification and potential removal of standard reports.
	

	3.1.5.1
	The NCI EVS General Purpose Report Writer shall provide the capability to create standard reports.  This includes specification of the following:


a. report name

b. report criteria


c. output format
	Post 1.0

	3.1.5.2
	The NCI EVS General Purpose Report Writer shall provide the capability to create standard reports using the Query Building feature (see Requirements Section 3.1.2).
	Post 1.0

	3.1.5.3
	The NCI EVS General Purpose Report Writer shall provide the capability to modify the specifications of an existing standard report.
	Post 1.0

	3.1.5.4
	The NCI EVS General Purpose Report Writer shall provide the capability to delete existing standard reports.
	Post 1.0

	3.1.5.5
	The NCI EVS General Purpose Report Writer shall provide the capability to preview a report during the initial creation.
	Post 1.0

	3.1.5.6
	The NCI EVS General Purpose Report Writer shall provide the capability to preview a report during the modification.
	Post 1.0

	3.1.5.7
	The NCI EVS General Purpose Report Writer shall set the status of newly created reports to “DRAFT” until approved.
	Post 1.0

	3.1.5.8
	The NCI EVS General Purpose Report Writer shall set the status of modified reports to “DRAFT” until approved.
	Post 1.0

	3.1.5.9
	The NCI EVS General Purpose Report Writer shall provide the capability to create report status values.
	Post 1.0

	3.1.5.10
	The NCI EVS General Purpose Report Writer shall provide the capability to deactivate report status values.
	Post 1.0

	3.1.5.11
	The NCI EVS General Purpose Report Writer shall provide the capability to re-generate the standard reports each time the related terminology is updated.
	1.0

	Download
	
	

	3.1.5.1
	The NCI EVS General Purpose Report Writer shall provide the capability to download a generated report to the client machine via the following ways:


a. Open in the desired application format (e.g. MS Excel)


b. Save to the user’s client machine.
	1.0

	Security
	
	

	3.1.6.1
	The NCI EVS General Purpose Report Writer shall authenticate users.
	1.0

	3.1.6.2
	The NCI EVS General Purpose Report Writer shall authorize users for access to administrative features.
	1.0

	3.1.6.3
	The NCI EVS General Purpose Report Writer shall require users to login for access to administrative features.
	1.0

	3.1.6.4
	The NCI EVS General Purpose Report Writer shall require login credentials to consist of a username and password.
	1.0
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