


Table of Contents

3Status


3Overview of Project Status


4Status of Deliverables and Milestones for the Current Reporting Period


5Work Completed


5Major Accomplishments During Reporting Period


7Risks and Issues


7Summary of Risks and Issues


9Planning


9Upcoming Activities Planned for Next Reporting Period


10Upcoming Travel




Status

Overview of Project Status

This report covers the period from December 1 to December 31, 2008 and may also be referred to in this document as Iteration 10.  This is the third period of performance in the option period of performance, which runs from 9/26/08 to 3/6/09.  
During this period, the team performed a variety of construction related activities, with a renewed focus on support of the Cancer Clinical Trials Suite (hereafter, the Suite) and interoperability.  Examples of significant activities performed by the development team include: elaboration, mock-ups and alpha development for the CCTS portal, initiation of BRIDG 2.1 harmonization activities, analysis of COPPA service models and code, implementation of the Routing and Review use case, updating caAERS study service, completion of Hosted Mode implementation, and completion of Expected AE implementation.  Additionally, the project team identified/logged 64 issues and resolved 42 issues.
Adopter activity was significant and was focused on installation, configuration, UAT testing, and pilot testing of v1.6.  A UAT script was prepared for adopters to use in testing v1.6.  Elaboration activities involving adopters were focused around finalizing the requirements for the Routing and Review and Hosted Mode development activities.  Pilot testing of previously submitted AdEERS reports was completed by the team at Mayo with the results planned for analysis and communication to NCI stakeholders in January 2009.
Business Analysis activities focused on UML model submission and further elaboration of requirements and use cases, specifically those supporting AdEERS AE reporting and Routing and Review.  Regular meetings were held with the VCDE mentor and a submission of the caAERS v1.5.1 model was submitted for annotation and loading into caDSR.  Additionally, significant elaboration activities were conducted with the CCTS project team and NCI stakeholders regarding improvements to the CCTS suite of applications (i.e. the CCTS portal), BRIDG harmonization, and support of COPPA services.  
Project Management activities focused around ensuring the successful use of adopter and developer resources, achieved primarily by constant monitoring of progress and priorities through regular meetings with the various stakeholders, contributors, and team members. Approximately 70% of Project Management resources were utilized for meeting facilitation. Regular bi-weekly status meetings with SAIC continued.  
The project is currently on track and in line with achieving the goals of the project.
Status of Deliverables and Milestones for the Current Reporting Period

For ease of reference, all deliverables are being linked to the caAERS wiki, at the following url: https://wiki.nci.nih.gov/x/Bad8
The table below lists the deliverables provided during the current reporting period per discussions from the SAIC staff.  
	Deliverable (reference task #)
	Status

	Monthly Status Report (1.2)
	Completed - this is the Status Report.

	Monthly Financial Report (1.2)
	Submitted separately from this Status Report.


As of the preparation of this report, the official list of deliverables for the option period had not yet been finalized with due dates.  The below table reflects the deliverables listed in the option period SOW.  

V2.0 Deliverable Table
	Deliverable ID
	Deliverable Description
	Due Date
	Comments

	V2.0 Deliverable 1.1
	Updated PMP, Risk Management Plan, Communication Plan, Project schedule and milestone, and VSD
	
	

	V2.0 Deliverable 1.2
	Monthly Status Report and Finance Report
	
	

	V2.0Deliverable  1.3
	Project Summary Report/Lessons learned
	
	

	V2.0 Deliverable 3.1
	Silver Compliance Review Package
	
	

	V2.0 Deliverable 3.3
	BRIDG/BAM Compliance Report
	
	

	V2.0 Deliverable  4.4.1
	The Suite Use Cases, functional specifications, and requirements  documentation
	
	

	V2.0 Deliverable 4.4.2.1
	COPPA Services Gap Analysis Report, Integration Architecture and Design, and Test Plan Documents
	
	

	V2.0 Deliverable 4.4.2.2
	Deliverable: interoperability (inter-component and intra-workspace) Integration Design and Specification Documentation, Integration Test Plan, Test logs/audits
	
	

	V2.0 Deliverable 4.4.3-4.4.4
	Software Development Life Cycle Process Documents (Use Case/Requirement, Architecture and design, Test Plan, Source code, Test Log and Audits, Executable package, Installation Guide, User and Admin Manual)
	
	

	V2.0 Deliverable 4.4.3.1
	Multi-Site Deployment Guideline
	
	

	V2.0 Deliverable  5.1-5.5
	Adoption Plan and Adoption report, customized adopter’s testing Plan and testing results
	
	

	V2.0 Deliverable  5.6
	Updated BAM Model and Wiki Web Site
	
	

	V2.0  Deliverable 5.7
	Multi-Site Study Use case, Implementation Plan, Test Plan, and UTA results
	
	

	V2.0 Deliverable 5.8
	A Special report for the use of CCTS 2.0 component integration
	
	


Work Completed

Major Accomplishments During Reporting Period

The following key activities or tasks were completed during this reporting period:

Task 1.0: Project Management

· Prepared and submitted deliverables from Iteration #9 (November activities).

· Conducted daily task meetings (i.e. “scrums”) (17 meetings)
· Facilitated weekly meeting with stakeholders (10 meetings).
· Participated in regular CCTS scrums (12 meetings)
· Facilitated or actively participated in ~30 additional meetings (in addition to those above).  These include meetings with SAIC, VCDE mentors, other caBIG™ community stakeholders, and other ad-hoc meetings impacting the caAERS project.
· Documented, analyzed, and managed risks.
· Planned option period activities and solicited stakeholder input

Task 2.0: caAERS Development
· Hardened use cases and requirements for development, specifically  Routing and Review, the CCTS Portal, BRIDG 2.1 harmonization, and COPPA services utilization.
· Completed development implementation of certain use cases and requirements, specifically Hosted Mode and Expected AE use cases, along with updates to Study services.
· Made significant progress on new development, specifically Routing and Review and the CCTS Portal
· Generated updated documentation on all new development.

· Significantly improved unit tests supporting continuous integration.

· Participated in meetings with stakeholders to identify, develop, and review use cases and requirements.
· Identified 64 bugs/issues and resolved 42 issues. 
Task 3.0  Silver Level Review Activities 
· Participated in bi-weekly meetings with VCDE mentors.

· Submitted to caDSR an annotated model for v1.5.1.
4.0: Service Specifications/CCTS/CTMS

· Participated in regular CCTS meetings (scrums) and CTMS calls.

· Participated in COPPA services meetings.

· Continued COPPA services analyses against the caAERS model.
Task 5.0: Adoption Activities

ALL

· Attended weekly conference calls with the developers

· Addressed general outstanding questions and provided examples of additional reporting requirements
· Reviewed and provided feedback on in-process development
· Local installation of caAERS v1.6
CALGB
· Performed v1.6 UAT scripts
· Review and comment on user guide.
· Testing of study and participant web services 

· Testing of ServiceMix and Adeers submission 

· Development of Oracle triggers and framework on CALGB side to trigger messages to caAERS APIs (system integration)
Mayo
· Held weekly team meetings. .

· Review of the user guide is ongoing in conjunction with the pilot phase testing.

· Performed pilot testing using v1.6 using previously submitted AdEERS reports.

· Reported bugs and enhancements to the developers.

WFU
· Performed v1.6 UAT scripts

· Successfully created a MedWatch form for Research Base trial reporting.

· Task order modification executed
Task 6.0: caAERS Production Support

· No production support requests were received during this period from the CTMS Knowledge Center.
Risks and Issues

Summary of Risks and Issues
The following table lists the team’s current assessment of risks and issues faced by the caAERS project.

	Description of Risk / Issue
	Mitigation Plan
	Status
	Estimated Severity

	CTEP approval of caAERS usage.  Currently, most CTEP trials specify that the AdEERS system must be used for reporting AE’s.  To roll caAERS into production usage, CTEP must approve the usage of caAERS in its protocols.
	CBIIT and CTEP are working to resolve this issue.  Additional efforts are needed to ensure all of CTEP’s current requirements are being met to support adoption.  A presentation of pilot results to CBIIT and CTEP is planned for January 2009.
	Open
	High

	caAERS-AdEERS Integration. The caAERS to AdEERS integration for caAERS 1.0 was scoped to include electronic submission of completed AdEERS reports only. Partially completed reports are not covered. Amended reports are also not covered. In order for full adoption and for caAERS to serve as the front end for AdEERS across all situations, these additional integration points will need to be completed. This will require additional joint development with the caAERS team and the AdEERS technical team (CTIS). 
	Meetings occurred between NCICBIIT management and SAIC to discuss resuming joint development effort between SemanticBits and CTIS to add additional elements to the caAERS-AdEERS integration.  Resolution of this issue is well under-way, however, continues to maintain a high level of severity of joint development is hindered.
	Open
	High

	CCTS vs. caAERS Development. There is a risk of conflict between CCTS requirements and the support and requirements of Mayo, Wake, and CALGB for the adoption of caAERS at their sites.  
	The option period SOW has clarified a focus on the Suite and on interoperability.
	Open
	Low

	Integration with Local CTMS systems at Adopter Sites. The scope and nature of the Integration into local CTMS systems cannot be fully known until the teams undertake further investigation and discussions regarding the different environments, systems, procedures, and requirements. 
	Regular meetings with Adopter’s technical teams have been established to facilitate sharing of technical details. Initial integration activities seem to indicate good progress.
	Open
	Med

	Managing Requirements and Priorities.  caAERS has three different Adopters (Mayo, WFU, and CALGB), each with different needs, requirements, and priorities. Additionally, caAERS has various stakeholders at NCI (CBIIT, DCP, CTEP). Effectively managing these diverse requirements and priorities will be an ongoing challenge. There is a risk that we will encounter significant conflicts in priorities that will need to be resolved.
	We continue to address this issue by discussing priorities and requirement early and often.  Proposed lists of features and modules have been reviewed by stakeholders in an effort to proactively identify and address issues. In addition, we continue to seek input and advice from CTEP , DCP, and NCI regarding scope, direction, features, and priorities.
	Open
	Low

	Data Sharing.  There are a number of challenges and risks associated with data sharing. There is a significant risk, in particular, that Data Sharing will be constrained by institutional policy and by the ability to implement those policies in the caGrid security environment.
	This will continue to be monitored and addressed as specific data sharing scenarios are requested.
	Open
	Med

	Dependency on status of PA and PO Services. caAERS intends on using COPPA services, however, the interfaces to these services are still being more clearly defined.
	The caAERS team will work with the CCTS and CAT teams to monitor this risk.
	Open
	Med

	Harmonization of Study Data with CTEP.  In order to submit reports to CTEP’s AdEERS system, study definition data needs to match AdEERS exactly.
	Short term solution is an Excel loader, however, a more stable solution is needed in the PA service integration.
	Open
	Med

	The Remote Data Capture System is not yet identified or implemented at the Adopter sites. The RDC could have an impact on how caAERS is designed and deployed. It is unclear in the long term whether AE data will be captured in caAERS and sent or RDC
	Proceed with current plans for caAERS while monitoring the plans and progress of RDC.
	Open
	Low

	Adoption Risk: Only studies where the adoption site is the data center can be instantiated, as studies with other data centers will not be defined in the caAERS data base. This may change as the product is instantiated across the Cooperative Group system.
	This risk has been communicated with the development team and is being considered in future design for a hosted caAERS system supporting Cooperative Groups.  Supported of hosted mode is currently being tested by CALGB.
	Open
	Low

	Adoption Risk:  Because Mayo does not currently have a Tomcat server available in the DMZ, we will not be able to use caAERS as the point of entry for studies that use our remote data capture system outside of our firewall e.g. NCCTG studies.
	The caAERS application will use the Oracle database installed on institutional hardware. This will begin after the servers for the OPEN project have been installed.  
	Open
	Medium


Planning

Upcoming Activities Planned for Next Reporting Period

The following activities are planned for next month.

caAERS Development Team:

· Release iteration release (v1.7)

· Fix high priority issues 

· Continue updating of documentation (help text, user guide, install guide, configuration guide, admin guide)
· Continue construction activities on routing and review, CCTS portal, and COPPA services implementation.
· Present Mayo pilot results to CBIIT and CTEP.
· Support adopters in configuration and usage of caAERS.

· Support adopters in implementing services 

· Continue development with CCTS project
· Demos and Demo support of caAERS.
· Produce and submit various project artifacts/deliverables.

· Continue BRIDG 2.1 harmonization
Adopters:

· Perform user acceptance/pilot testing of v1.7
· Develop XML messages which conform to the message schemas published by developers in support of CTMS-to-caAERS integration.
· Hold meetings to develop a plan for integrating caAERS with the local clinical trials management systems.
Upcoming Travel

The following travel events are planned for the next reporting period.

· Local travel within the DC metro region is planned to facilitate face-to-face meetings with stakeholders.
SemanticBits, LLC


13921 Park Center Drive, Suite 420   Herndon, VA  20171
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