 SEQ CHAPTER \h \r 1DATABASE DESCRIPTIONS
INCUMBENT CONTRACTOR DEVELOPED DATABASES:

1)      HYPOTHESES Database:   Defines the major goals or questions to be answered by clinical trials conducted by Cooperative Groups and Consortia. The database tracks the scientific concepts of these studies and provides an abbreviated schematic of the treatment arms, and includes administrative data.  

2)      RESULTS (Accomplishments) Database:  Tracks significant happenings across diseases from published literature that results from NCI-sponsored Cooperative Group clinical trials.

3)      SECONDARY AML/MDS Database: The Secondary AML/MDS project is a registry to track the occurrence of secondary AML/MDS following treatment on NCI-sponsored protocols.

4)      Clinical States Database:   Assists investigators in the Clinical Investigations Branch at CTEP/NCI in planning, management and presentation of  national clinical trials research programs from the perspective of study disease and clinical states of eligible patients.

5)      Dose Escalation Database:  Captures study design of all NCI-sponsored phase I standard and accelerated dose escalation clinical trials.

6)      European Pediatric Oncology Clinical Trials Database:  Tracks European pediatric oncology clinical trials from academia, NCI, and pharmaceutical companies.

7)      Early Therapeutics Development Clinical Trials Databases, including: LOI and protocol status by grant mechanism, projected and current accrual, sortable by site/grant and by senior investigator; timelines for protocol development and implementation, trials with other support mechanisms including SPORE and industry sponsorship.

8)      IRT/ MTA (U54) database: Including projects and subprojects, investigators, publications, clinical trials, methods listing

9)      Translational Research Fund Database:  Tracks the decisions made for the Translational Research Fund.  

10)
Clinical Grants and Contracts Branch (CGCB) Publications Database:  Tracks references to scientific studies received by the CGCB office that corresponds with NCI grants. 

OTHER DATABASES TO BE USED BY THE CONTRACTOR

NIH Population Tracking IMPACII module - In 2000, the Government Accounting Office (GAO) issued the report Women's Health - NIH Has Increased Its Efforts to Include Women in Research (http://www/gao.gov - document number HEHS-00-96) that reviewed NIH's progress in implementing the policy on inclusion of women and minorities. Although the report was favorable, it did include two recommendations for improvement:

· 
"...that the agency implements the requirement that phase III clinical trials be designed and carried out to allow for valid analysis of difference between women and men.. (May report, page 27-28) 
· 
"To improve the accuracy of the NIH's tracking data on the inclusion of women and minorities..." (May report, page 28)
The new Population Tracking module was developed in response to these recommendations. The goal of the module is to provide: (a) a user-friendly electronic means of entering, storing, and reporting the annual tracking data; (b) a means of integrating the storage and reporting of the tracking data in the larger NIH enterprise system (eRA); and, (c) the ability to record data reported in both the old and new OMB formats for reporting data on ethnicity and race. The module was developed with input from the Population Tracking Focus Group comprised of IC representative members very familiar with the business process of population tracking. This group also made recommendations on how the system could best serve the needs of the IC's as well as NIH.

http://impacii.nih.gov/applications/apps_pop.cfm
The I2E (IMPAC II Enterprise) Program Coding module is used to index grants

using an organization’s scientific codes. NCI Discoverer is the reporting tool

for use with the I2E Program Coding module.  The CTEP grants are coded in this system based on a scoding scheme developed by the staff of the Clinical Grants and Contracts Branch.

CTEP-Enterprise System (CTEP-ESYS)
To conduct and manage the investigational anticancer agent development and oncology trials, CTEP has designed, developed and implemented innovative data collection systems, management tools, and internal information storage and communication methods and systems.  The development of these tools, methods, and systems as a whole is termed the CTEP Enterprise System (CTEP-ESYS).  The CTEP-ESYS is composed of multiple integrated modules to support internal and external CTEP business operations.  A module to support each Branch/office in CTEP has been developed, is in development or is scheduled for development.  Additionally, several external modules for data collection, information distribution, correspondence and training have been developed or are scheduled for development.

The primary objectives of the CTEP Enterprise System are to:

· 
Capture data and translate it into a usable format to address the scientific, safety, regulatory and administrative needs of CTEP and the NCI.
· 
Eliminate data redundancy throughout the oncology community
· 
Streamline clinical research operations.
· 
Reduce the administrative burden on NCI staff, contractors, and extramural researchers. 
· 
Improve communication between CTEP and its collaborators.
· 
Assure the security and confidentiality of proprietary and patient information.
· 
Increase access to clinical trials to all investigators 
· 
Be user friendly
· 
Capitalize on XML and other technologies to maximize reusability and integration with other systems in the oncology community.
· 
Support broad patient access to clinical trials. 
· 
Expedite the protocol development and review process within both clinical trial organizations and reviewing bodies
Modules include:

	Project Name
	Short Name
	Version
	Project Scope
	Brief Description
	Major functions/modules

	Clinical Data Update System
	CDUS
	1
	Major
	Automated clinical trial reporting system for accrual, demographic, response and routine toxicity reporting
	System to system data transfer module for Cooperative Groups and large centers;  Capture accrual & trial administrative data (I.e. study status); Automated business rule validation (smartloader)

	Common Toxicity Criteria Training Tool
	CTC
	2
	Minor
	Web based tutoring for toxicity naming and grading 
	Search/query toxicities; 'also-consider' function (i.e. thrombocytopenia also consider hemorrhage); Patient toxicity report

	CTMB-Audit Information System
	CTMB-AIS
	1
	Major
	Web-based clinical trials audit scheduling & tracking system
	Scheduling and tracking of audits; audit results and schedule reports; Group institution roster maintenance

	Clinical Data Update System
	CDUS
	2
	Minor
	Automated clinical trial reporting system for accrual, demographic, response and routine toxicity reporting
	Web-submission module for smaller centers and investigators; Capture toxicity & response data; Accrual, response and toxicity reports

	Address Module
	AM
	1
	Minor
	Management system for organizations, people and their associations with enterprise activities (protocol, drug shipment, grant, etc.) and each other 
	Track individual, organization and event relationships; Adopt address standards and naming convention; address change maintenance system; address query function

	User Management System
	UMS
	1
	Minor
	Security management system for CTEP internet applications
	User name/password assignment, validation & tracking for UO1 sites for AdEERS

	Dose Regimen
	Dose-Reg
	1
	Minor
	Treatment assignment (i.e. dose-level, study arm) abstraction & description tool
	Facilitate abstraction of dose regimen information in a detailed and consistent fashion that can be used by CDUS, AdEERS and facilitates analyses of toxicity, and response data.  Potential use and extension for drug forecasting purposes.

	Protocol Authorization & Tracking System
	PATS
	1
	Major
	NCI protocol management system.  PIO handles ~100K related documents/year
	Standardized approach to capture key-words (phase, study disease, study participants, etc.) & milestones (document receipt, approval date, etc.); semi-automated correspondence (protocol approval, delinquency notices, etc.); protocol-reports (QC reports, complete sheet, tracking reports, etc); semi-automated document milestone tracking.

	Adverse Event Expedited Reporting System
	AdEERS
	2
	Major
	Web-based system to facilitate reporting of unknown or serious adverse events experienced with NCI investigational agents
	AE reporting module for phase 1 & 2 UO1 sites; AE reporting assessment screening; AE summary reports 

	Change Management System
	CMS
	2
	Minor
	Impact analysis tool for CTEP Enterprise system development
	CTEP-Enterprise project change request collection, tracking and assessment

	Address Module
	AM
	2
	Minor
	Management system for organizations, people and their associations with enterprise activities (protocol, drug shipment, grant, etc.) and each other 
	Enterprise Integration of address module screens, new functionality to allow new combinations of people and organizations, QC reports

	Drug Authorization, Review & Tracking System
	DARTS
	1
	Major
	Drug procurement & distribution system.  PMB ships >50K drug orders/year for ~150 IND and commercial agents.
	Drug acquisition from industry; drug distribution to worldwide collaborators; investigator registration (FDA form 1572); blinded study management; compassionate protocol registration, distribution and management.

	Scientific Management of Agents Review and Tracking System
	SMARTS
	1
	Major
	Basic MIS  reports from CDUS to track documents, adverse events and activity
	CDU Reports for analyzing patient, toxicity, response and correlative study data,  Integration with EQW, Tracking reports for document management

	CTEP-Enterprise Information System
	CTEP-EIS
	1
	Minor
	Data mining tools for CTEP data-ware house
	Query wizard to filter data for canned reports; ad-hoc query tool (Oracle-Discoverer) to mine protocol, accrual & toxicity data

	CTEP-Enterprise Information System
	CTEP-EIS
	2
	Minor
	Mining tools for CTEP data-ware house
	Enhance EIS architecture by building an n-dimensional model.  Continue to enhance existing workbooks for increased usability and additional functionality.

	Adverse Event Expedited Reporting System
	AdEERS
	3
	Major
	Web-based system to facilitate reporting of unknown or serious adverse events experienced with NCI investigational agents
	AE reporting module for all sites; AdEERS Computer Based Training; Automate AE correspondence; Develop AdEERS 'Back-end' (internal CTEP AE review and FDA submission) module. Enhance workflow for routing AdEERS reports within CTEP by developing the DNP module.

	Scientific Management of Agents Review and Tracking System
	SMARTS
	2
	Major
	IDB drug development management system
	Molecular target modules including target relationships, tumor-expressing targets, literature links agent and disease targets;  Drug-Disease matrix of current trials;  Pre-clinical and clinical research data including toxicity, PK, antitumor activity, target effects, mechanism of action (links to DTP database); Reference module with direct links to journal citations; Pre-IND approval status and tracking (DDG & OC minutes). Agent priority ranking to plan resource allocation.

	Clinical Data Update System - Correspondence Module
	CDUS-CM
	1
	Major
	Automated clinical trial reporting system
	Automate data loading process and correspondence (reminder, warning and suspension letters) with investigators; enhance web system to promote usability

	Designer 6i Migration
	DM
	6i
	Minor
	Upgrade to the current version of the Designer tool suite
	Enables ability to generate computer software directly from specifications, provides a repository based paradigm for application generation

	***CTEP - Investigator Registration
	CTEP-IR
	1.5
	Major
	Investigator registration expansion to include CTSU needs
	Revise Investigator registration module to accommodate collection of new data items needed for regulatory compliance and the CTSU and collection of support staff data

	MedDRA Integration
	MedDRA
	4
	Minor
	Upgrade from MedDRA 1.99 to 4.0
	Mapping from 1.99 to 4.0, modification of applications to adapt and integrate with MedDRA v4.0

	Adverse Event Expedited Reporting System
	AdEERS
	4
	Minor
	Web-based system to facilitate reporting of unknown or serious adverse events experienced with NCI investigational agents
	Improved workflow for CTEP AE management, new NCI evaluation form (AdEERS backend), workflow for non-NCI Investigational Agents, enhancements and change requests from v3.0, batch correspondences to group coordinators, secure access to backend for analysis to cooperative groups, 24 hour notification module and smart-generator to 'dump' AE data back into Investigator databases (XML technology)

	Financial Instrument Accrual Tracking System
	FIATS
	1
	Minor
	Patient accrual supported on contract, cooperative agreement and grant trials with DCTD sponsored agents will be tracked to site's funding award (e.g. specific grant, contract or cooperative agreement)
	Adapt enterprise to facilitate capture of the funding instrument associated with clinical trials supporting Phase 1 U01s, Phase II contracts and Other grants funding NCI sponsored IND studies

	CTEP-Enterprise Information System
	CTEP-EIS
	2.1
	Minor
	Mining tools for CTEP data-ware house
	Expand existing functionality of EIS, add funding and treatment information, new accrual worksheet for analyzing accrual data by participating organizations, develop new mock versions of toxicity workbooks, upgrade to newer version of Oracle Discoverer tool

	***CTEP - Account Management System (CTEP-AMS)
	CTEP-AMS
	1
	Major
	Registration system for clinical trials support staff to meet CTSU needs
	Web based registration process for clinical trials support staff.  Facilitates assignment of username and password to support staff and investigators registered via the 1573 process

	CTMB-Audit Information System
	CTMB-AIS
	2
	Major
	Web-based clinical trials audit scheduling & tracking system
	 Revise application to address revised audit guidelines and practices; Update software to conform with latest development platform; Address central-IRB & CTSU needs for auditing and access to the AIS; Improve usability and workflow.  Promote collaboration by sharing of audit data for inter-group protocols.  Correspondence module for automatic notifications of key events, enhance roster maintenance module and improve data quality checks.  Develop MIS reports.

	Scientific Management of Agents Review and Tracking System
	SMARTS
	3
	Major
	IDB drug development management system
	Automate generation of annual report for chemotherapeutic and biologic agents

	Clinical Data Update System - SmartLoader
	CDUS
	3
	Major
	Automated clinical trial reporting system for accrual, demographic, response and routine toxicity reporting
	Revise CDUS to meet the additional data needs for CTEP.  Implement new SL checks and business rules.  Modify CDU reports to reflect new data elements that are collected.  Upgrade CDUS to reflect MedDRA v4.0 dictionary. Implement new race and ethnicity guidelines.  Develop discrepancy reports.  Build on further automation of the correspondence module.  Modify CDU web application to use new technology and increase ease of use.

	Enterprise Integration
	EI
	Ongoing
	Minor
	Periodic enterprise resynchronization to address new applications, technologies or regulatory standards 
	Periodic minor to moderate level activities required to keep enterprise system contemporary (i.e. upgrade to new software versions, integration of new applications, etc.)

	Common Data Elements - Harmonization & Synchronization
	CDEHS
	Ongoing
	Minor
	Integrate with the common language for conduction of cancer clinical trials
	Integration of CDE's and validation of the use of CDE's during protocol development, approval, use of the common vocabulary across all CTEP systems like AdEERS, CDUS etc.

	Security Program
	SP
	Ongoing
	Minor
	
	

	Drug Authorization, Review & Tracking System
	DARTS
	2
	Major
	Drug procurement & distribution system.  PMB ships >50K drug orders/year for ~150 IND and commercial agents.
	Develop enhanced restrictions module and kits.  Redesign SPEX for ease of use with better workflow.  Redesign standard orders and blinded screens and e-loader to leverage the restrictions module, implement new business rules and increase ease of use.  Develop basic document tracking module.  Streamline printing issues and resolve pending legacy migration issues

	Address Module
	AM
	3
	Major
	Management system for organizations, people and their associations with enterprise activities (protocol, drug shipment, grant, etc.) and each other 
	Integrate AM into other CTEP applications to improve utilization and performance of Enterprise addresses; Implement new functionality and modify and enhance existing functionality and scope to support CTSU needs.  Share data with CTSU & Group databases;  ; Integrate AM with MS Outlook to improve and promote electronic communication.  Support single point of entry for cooperative group rosters.   Implement an umbrella grouping concept for multi-level organizations.

	CTEP-Enterprise Information System
	CTEP-EIS
	3
	Minor
	Mining tools for CTEP data-ware house
	Enhance EIS by building additional worksheets for analyzing toxicity information, new worksheets for response related data.  Add elements to analyze data based on grant information.  Implement Discoverer 4i to anable web based access.  Develop prototype module for automated scheduling and delivery services for canned enterprise reports.

	Common Toxicity Criteria for Adverse Events (CTCAE) v3.0
	CTCAE
	3
	
	Dictionary for adverse event reporting
	Enhance CTC to accommodate adverse event reporting for surgery only trials and radiation late-efffects.  Develop tools to support the development of associated modules needed to implement the CTCAE v3.0.  Adapt exisitng enterprise systems to ensure compatibility with CTCAE v3.0.  Design systems to allow support for different versions of the CTCAE at the same time across protocols.  Map exisint data from MedDRA v5.0 to v6.0

	Document Management, Assembly, Review and Tracking System
	Docu-MART
	1
	Major
	Document authoring and management system 
	Automatic protocol assembly process for phase III studies that incorporates boiler plate administrative language, NCI informed consent template,  and appropriate protocol specific language (i.e.. pharmaceutical data, expected adverse events, etc.);  Implement tracking features to facilitate the protocol review process

	CTEP-Enterprise Information System
	CTEP-EIS
	4
	Minor
	Mining tools for CTEP data-ware house
	Develop new business area for Protocol milestones.  Automate the automatic scheduling and delivery of all enterprise reports to provide better desktop and user data access. Build CTEP WEB Portal to promote collaboration, provide business intelligence, vital signs, alerts for effective and efficient operations.

	Regulatory Affairs Branch Information Tracking System
	RABITS
	1
	Major
	RAB support system
	Collect IND filing milestones (i.e. filing date, end date) and keywords (industry collaborators; FDA filing division), IND tracking & reporting  capabilities; CRADA & CTA management system; Electronic library of IND, CRADA and CTA documents, meeting minutes and correspondence 

	Clinical Investigations Branch Information System & Clinical IT
	CIBISCIT
	1
	Major
	CIB management tool
	Implement simplified disease hierarchy.  Enhance existing data models to collect CIB specific data points such as disease states, modalities, hypotheses, objectives, clinical questions, clinical outcomes and accomplishments, references, final reports etc. Extensive and flexible data reporting mechanisms comprising of canned reports in a variety of formats including PDF, Excel, Microsoft Word and Microsoft PowerPoint. Ability to generate Disease profiles based on available data either in Microsoft Word or Microsoft PowerPoint using pre-defined templates. 

	Scientific Management of Agents Review and Tracking System
	SMARTS
	4
	Major
	IDB drug development management system
	Automate the remaining components of the annual report.  Add functionality and implement change requests based on the usage of v3.0.  Implement workflow to facilitate review and submission of annual reports to FDA.  Develop and establish electronic library for scientific and administrative documents such as investigator brochures, presentations, literature, meeting minutes etc.  Enhance portal based technology to promote collaboration with potential users.  Develop tools to assist in the overall protocol planning process. Implement workflow tools for effective communication and efficiency improvements in the overall process.

	Document Management, Assembly, Review and Tracking System
	Docu-MART
	2
	Major
	Document authoring and management system
	 Fully automate protocol correspondence (computer acknowledges document receipt); Link protocol tracking to MS desktop tools (Task Manager(R)); Automate protocol assembly for phase I and II trials.  Automate abstraction of protocol document to PATS and enhance existing PATS functionality.

	CTEP - Investigator Registration
	CTEP-IR
	2
	Minor
	WEB based registration process for investigators and support staff
	WEB based  registration process and workflow for investigators and support staff

	Document Management, Assembly, Review and Tracking System
	Docu-MART
	3
	Major
	Document authoring and management system
	Smart' LOI Mass solicitation; Pre-population of investigator's LOI based on CTEP mass solicitation and protocols based on approved LOI's/concepts.  Smart Concept Web-template. ; provide investigators and CTEP staff ability to track document timelines; Expand PATS functionality to complement new features in Docu-MART.

	CTEP-Enterprise Information System
	CTEP-EIS
	5
	Minor
	Mining tools for CTEP data-ware house
	Develop new business areas for audit and drug distribution data

	Document Management, Assembly, Review and Tracking System
	Docu-MART
	4
	Major
	Document authoring and management system
	Integrate with CDE's and CRF's etc.  Expand functionality to other document types (ex. Clinical Brochures; IND; Grant proposals; Investigator's Handbook).  Integrate DocuMART with CEP-like virtual meeting support tool.

	Clinical Data Update System
	CDUS
	4
	Major
	Automated clinical trial reporting system for accrual, demographic, response and routine toxicity reporting
	Redesign CDUS to promote and use XML technology for better integration with other systems.  Implement and develop a local SL module allowing sites to validate submissions prior to submission to CTEP.  Provide access to CDU data and reporting capabilities for to support data analyses by the CDU community.  Revise business rules to address future changes in NCI policy and science.  Implement HIPAA guidelines to ensure data protection.

	Adverse Event Expedited Reporting System
	AdEERS
	5
	Minor
	Web-based system to facilitate reporting of unknown or serious adverse events experienced with NCI investigational agents
	Expand AdEERS to allow capabilities to electronically attach and submit additional information such as CT scans etc.  Incorporate additional regulations and ensure HIPAA and CFR compliance

	Scientific Management of Agents Review and Tracking System
	SMARTS
	5
	Major
	IDB drug development management system
	Expand SMARTS functionality to accommodate the needs of the changing science and regulations.  Use new technology to increase efficiency and usefulness of existing applications.  Integration with other pre-clinical and scientific and literature databases.

	Drug Authorization, Review & Tracking System
	DARTS
	3
	Major
	Investigator centric internet drug ordering 
	Investigator web drug ordering; Improve procurement of agents from industry (low inventory alerts, inventory forecasting, reports); expand shipping validations; develop investigator drug inventory system 

	Address Module
	AM
	4
	Minor
	Management system for organizations, people and their associations with enterprise activities (protocol, drug shipment, grant, etc.) and each other 
	Expand Address Module functionality to accommodate international sites.  Redesign query tools use WEB technology to allow easy access to data for NCI collaborators.  Assess need for integration with HCFA codes for higher reusability and industry standardization.

	CTEP - Account Management System
	CTEP-AMS
	2
	Minor
	Security management system for CTEP internet applications
	Expand CTEP-AMS v1.0 functionality by implementing true single sign-on solution and infrastructure

	Dose Regimen
	Dose-Reg
	2
	Minor
	Treatment assignment (I.e. dose-level, study arm) abstraction & description tool
	Treatment assignment dictionary to capitalize on standards and improve efficiency of treatment assignment descriptions; Estimate pharmacy support requirements for a trial (# of vials, storage space, shipping costs, etc.); Integrate with document management tools to allow investigators to create standardized treatment assignment descriptions

	Financial Instrument Accrual Tracking System
	FIATS
	2
	Minor
	CGCB support system
	Capture unique financial data required to address CTEP internal operations; compliment GRITS & Impac II functionality

	CTMB-Audit Information System
	CTMB-AIS
	3
	Major
	Web-based clinical trials audit scheduling & tracking system
	International study audit module to track unique requirements of foreign studies (Helsinki agreement, OHRP assurances, customs requirements, etc); CTSU module to capture and track unique CTSU requirements (investigator credentialing, central IRB, CTSU registration); Improve integration with other CTEP enterprise (i.e. schedule audits based on accrual, drug shipments or AEs); Expand functionality to address remaining Group audit and roster requirements


