[image: image1.jpg]l" r Biomedi
W caBI@G o





Monthly Status Report

caBIG® Integration Hub / ESSRT / Clinical Connector
05/2011

Monthly Status Report

caBIG® Integration Hub / ESSRT/ Clinical Connector
Subcontract # 29XS140
05/2011
Santosh Joshi
santosh.joshi@nih.gov
June 5, 2011
Personnel Roster
	Name
	Title/Role
	Contact Information

	Santosh Joshi
	Project Lead (SOA)
	santosh.joshi@nih.gov

	Harsh Marwaha
	Software Engineer
	marwahah@mail.nih.gov

	Ajay Nalamala
	Integration Engineer
	nalamalaar@mail.nih.gov

	Brian McIndoe
	SOA Analyst
	mcindoebw@mail.nih.gov

	Kunal Modi
	SOA Architect
	Kunal.Modi@nih.gov

	Patrick Conrad
	Functional Expert / C3D Technical Lead
	conradp@mail.nih.gov

	Ashwin Mathur
	Integration Engineer
	mathura2@mail.nih.gov

	Kalpesh Patel
	Sr. Technical Manager
	kpatel@ekagrasoft.com

	Hitesh Patel
	Contract Administrator
	hpatel@ekagrasoft.com


Technical Status Overview
1. caBIG Integration Hub (iHub) and Clinical Connector
iHub and Clinical Connector teams completed all Suite Release 2.3 activities.  Additionally, the iHub team stepped in to research and fix a security defect found in the LabViewer application since the LabViewer development team was not available.

The iHub team completed the development of the MirthConnect implementation.  The team then set up a System Test environment on development server and started end-to-end testing.  The team also fixed the defects identified during end-to-end testing. NCI QA testing, documentation updates as well as review of the MirthConnect Licensing terms by NCI-CBIIT Legal department are the outstanding tasks before iHub MirthConnect can be released.
      The C3D production support team started working on CDE Loader release 2.0.3 that will address 
many outstanding enhancements and defect fixes for the CDE loader.
2. Enterprise Service Standards and Review (ESSR) Team
· Summary of Service specification reviews:
	Status 
	Count 

	Expected 
	21

	Received 
	2

	Reviewed
	2

	In-progress 
	0


· Made several updates to the NES Wiki for section 508 compliance as well as to keep the wiki content current.
· Completed the review of the Safety Reporting Service Model (outcome of the Erl SOAM process) with the CTMS Information Analyst.
· Completed incorporating CAT feedback on the "Just Enough Semantics" Interoperability roadmap and associated specification templates and received final approval.
· Participated in the kickoff of the SAIF Implementation Guide cleanup effort and took on the responsibility for authoring updates to the Governance Framework until the end of the contract period.  
· Completed first phase of development work for automating ECCF Artifact Review workflow using JIRA.  The migration of this custom workflow into NCI's JIRA instance is outstanding.
Description of Work Completed During the Month

External Meetings

	Date
	Topic
	Project Attendees (Optional)

	Every Monday
	Weekly ESSRT Project Status with NCI and SAIC-F
	Santosh Joshi, Brian McIndoe, Kunal Modi

	Wednesday
	Bi-weekly between CTMS KC & iHub team
(Did not take place this month)
	Santosh Joshi, Ajay Nalamala

	Every Friday
	Weekly Clinical Trials Suite Pow-wow
	Santosh Joshi, Kunal Modi

	Every Monday
	Weekly Clinical Sciences CAT meeting
	Kunal Modi

	Every Wednesday
	Weekly Life Sciences CAT meeting
	Kunal Modi

	Thursday
	Bi-Weekly Enterprise CAT Meeting
	Kunal Modi, Santosh Joshi

	Every Friday
	Weekly SAIF Templates with HL7/Lloyd McKenzie 
	Kunal Modi, Brian McIndoe

	Bi-weekly
	BTRIS / C3D Data Sharing Meetings
	Patrick Conrad

	
	Protocol Builders Meeting – As needed
	Patrick Conrad

	
	C3D CCMG Meeting – As needed
	Patrick Conrad

	5/2/2011
	ServiceMix startup Issue with TRANSCEND team
	Santosh Joshi, Harsh Marwaha, Ajay Nalamala

	5/3/2011
	caAERS-C3D Integration with Singapore Clinical Research Institute
	Santosh Joshi, Patrick Conrad

	5/12/2011
	Safety Reporting Service Model with Smita Hastak
	Santosh Joshi

	5/18/2011
	SAIF IG – Cleanup Kickoff meeting
	Santosh Joshi

	5/18/2011
	OpenClinica Clinical Connector – with QA
	Santosh Joshi

	5/19/2011
	OpenSource Service Registry Products with Dave Hau
	Santosh Joshi

	5/20/2011
	Cut & Paste – TRANSCEND Tolven Demo
	Santosh Joshi, Kunal Modi

	5/25/2011
	SAIF IG – Cleanup meeting
	Santosh Joshi

	5/27/2011
	Discuss caCIS Publication Strategy with Kevin Hurley
	Santosh Joshi


Technical Progress

	Activity
	Description

	caBIG® Clinical Trials Suite (The Suite)
	· Supported the Suite release 2.3 activities by building final distribution and 
uploading it to the download site


	caBIG® Integration Hub
	· LabViewer Showstopper Security Issue - 

· Stepped in to research the showstopper security issue identified by the QA team in the LabViewer application

· Fixed the defect by making configuration file changes and completed unit testing

· Built a new Suite tag and delivered to QA for testing

· iHub – MirthConnect
· Participated in calls with the TRANSCEND team to research, identify and resolve their ServiceMix startup issue
· Completed coding for non-grid interface capability using Apache CXF
· Completed all development for planned scope of iHub-MirthConnect

· Set up End-to-End testing environment on development server
· Started End-to-End testing in the development environment using Suite Application based testing as well as the SOAP UI based testing and fixed identified defects

· Remaining tasks – 

· Complete remaining End-to-End test scenarios
· Conduct Suite Interoperability testing - NCI QA team
· Update Build and Deploy scripts to eliminate need to deploy some Mirth channels manually by re-sequencing applications within the deploy script

· Make documentation and wiki updates for iHub-MirthConnect

· Update Suite Installer, if necessary, to include iHub-MirthConnect as default or optional iHub implementation



	Enterprise Service Standards and Review Team (ESSRT) 

	1. ECCF Artifacts Review
· Completed review of the following ECCF artifacts:
· Trial Participating Site Management - LSS
· Trial Participating Site Management - ISS

· The overall metrics for the reviews were as follows:

Status 
Count 
Expected 
21
Received 
2 
Reviewed
2
In-progress 
0
2. 2.         Governance Framework
· Participated in the kickoff of SAIF IG Cleanup project and accepted responsibility of authoring Governance Framework updates

· Addressed multiple comments received from reviewers on SAIF Implementation Guide - Governance Framework
3. Made additional updates to the “Just Enough Semantics” interoperability 
roadmap to incorporate additional feedback from CS and LS CAT.  Presented 
updated roadmap document (renamed as "Service Specification Guidance 
Document") along with the templates from SIS and SDS to Enterprise CAT and 
received approval.
4. Presented latest version of ECCF artifact templates to the Enterprise CAT to 
receive approval
5. Continued working on the automation of ECCF Artifact review using JIRA
· Completed first round of prototype development for the custom workflow based on requirements

· Started creating migration instructions for migrating the workflow created on local JIRA instance to NCI's JIRA environment.  These instructions will be used by the Systems team to create the custom JIRA workflow first in the Dev and then in the Production environment
6. Made several updates to the NES wiki for section 508 compliance and for keeping the wiki content up to date
7. Started research and assessment of open-source service registry products - WSO2 - Governance Registry and Mule Galaxy

· Installed the two products

· Read User Guide to understand and assess capabilities

· Met with the Semantic Infrastructure Lead (Dave Hau) to get feedback on this activity; came up with a list of assessment criteria for governance registry products


	Clinical Connector (OpenClinica)
	1.
Conducted a detailed overview session of the OpenClinica Clinical Connector 

Installation document for QA, to facilitate estimation of the QA LOE.
2. Outstanding work: 
a. NCI QA
b. Creation of a Wiki Page and Release activities

	Clinical Connector (C3D)
	1. Researched issue in the Demo environment of the Clinical Connector; fixed the issue and provided a patch only for Demo purposes.  However, this was not included in the broader release since the issue was not seen in Dev or QA environments.  This patch needs to be thoroughly tested before releasing it.
2. Completed final documentation, wiki updates and release activities for release v2.3
3. Met with the Singapore Clinical Research Institute to discuss integration requirements between C3D and caAERS
4. Discussed status of the CDE Loader enhancement tickets with the stakeholders; grouped enhancement tickets and bug fix tickets to form scope for the next release of CDE Loader
5. Completed development for the next release of CDE Loader and started unit testing; updated the test case suite



	C3D – BTRIS (Biomedical Translational Research Information System) Project
	No change from last month's status below:
1. Created first draft of the technical approach for C3D Lab Data Loads from BTRIS
2. Provided BTRIS team with a list of questions regarding the extraction and processing of CRIS data to BTRIS as well as the amount of data expected to be extract from BTRIS to CDW

	caBIG Clinical Trials Suite Architecture
	
No activity this month


Summary of C3D Production Support tickets for this month

	Lab Loader
	Lab Mapping
	CDW Loader
	CDE Loader
	CTMS / CDUS Extractor
	BTRIS
	Other
	Total

	12
	0
	0
	17
	0
	0
	0
	29


CDE Loads by Domain

	caBIG
	CCR
	C3D
	SPORES
	THRX_ST
	Other
	Total

	6
	6
	 0
	 0
	0
	0
	12


Details of the C3D Production Support activities:
	    Date
	Utility/Tool/Task
	Detail

	5/2/2011
	CDE Load
	1 Load for CABIG.

	5/3/2011
	CC Support
	Provided Bill Dyer listing of Clinical Connector v2.2.1 database objects.

	5/3/2011
	CC Support
	Assisted Bill Dyer in upgrading his DEMO version of Clinical Connector for C3D to v2.3

	5/3/2011
	Lab Load
	Reset Lab Records for pt 6 on 06_C_0063 at the request of the user.

	5/3/2011
	Lab Load
	Provided analysis for missing Lab Tests for pt 14 on 08_C_0007.  Labs were marked for review successfully.

	5/3/2011
	CDE Load
	1 Load for CABIG.

	5/4/2011
	Lab Load
	Added study and Patient control records for study 11_C_0100

	5/4/2011
	Lab Load
	Performed analysis for reported missing labs for pt 9 study 09_C_0025.  Found that records were loading successfully into LLI.

	5/6/2011
	CDE Load
	1 Import for CABIG Domain

	5/6/2011
	Lab Loader
	Performed analysis for missing pt 29 on 04_C_0275.  Found that user is not in any RAW Data file from CDW, but data was in C3D.  Reported to user that they check/assign patient to study 04_C_0275 in CRIS.

	5/6/2011
	Lab Loader
	Performed data analysis for Lab Test HLA, to determine maximum length and distinct values received from CDW for the test.

	5/10/2011
	CDE Load
	1 CDE Load for CCR Domain.

	5/11/2011
	CDE Loader
	Performed analysis on the possible loading of Mixed Cased DVGs into C3D.  Provided results to stakeholders and logged a JIRA issue ticket.

	5/12/2011
	CDE Loader
	Agreed to load Mixed Case DVGs using manual inspection for NEW DVGs that consisted of mixed case values.

	5/16/2011
	CDE Load
	1 import for CABIG Domain.

	5/16/2011
	CDE Load
	1 Import for CCR Domain; manual investigation and processing for Mixed Case DVGs performed.

	5/17/2011
	Lab Load
	Reset lab tests for pt 12 on 08_C_0015 due to a change in the patient's prestudy lab date.

	5/17/2011
	CDE Load
	1 import for CABIG domain.  Manual DVG inspection performed.

	5/17/2011
	CDE Load
	1 Load for CCR Domain

	5/17/2011
	Lab Load
	Added study and Patient control records for study 11_C_0117.

	5/17/2011
	CDE Loader
	Created v2.0.3 release plan for CDE Loader.  Applied LOE to each JIRA issue making up the release.

	5/17/2011
	Lab Loader
	Reset Lab Tests for pt 1 on 11_C_0016 for the NK_PC_BLD test at the request of the user.

	5/18/2011
	Lab Loader
	Added study and Patient control records for study 11_C_0099.

	5/18/2011
	CDE Loader
	Started development for CDE Loader v2.0.3

	5/20/2011
	CDE Load
	1 Import for CABIG Domain; performed manual Mixed Case DVG inspection/load.

	5/24/2011
	CDE Load
	1 Import for CCR Domain;  performed manual Mixed Case DVG inspection/load.

	5/24/2011
	Lab Loader
	Confirmed that study 11_C_0024 is not being received properly in the Lab Load Data files from CDW.

	5/25/2011
	CDE Loader
	Started evaluation of CDE Loader validation script and data.

	5/27/2011
	Lab Loader
	Reset Lab Tests for pts 6, 8 and 9 on 11_C_0024 due to a change in the patient pre-study lab date.

	5/31/2011
	CDE Load
	1 Import for CCR Domain; performed manual Mixed Case DVG inspection/load.  Issues were found with two questions.

	5/31/2011
	CDE Load
	1 Import for CCR Domain; performed manual Mixed Case DVG inspection/load.


Task Status

	Task
	Status (% completed)
	Comments

	Task 1 – Project Management
	
	

	
1.1
Project Management Plan
	100%
	

	
1.2 
Monthly Status
	100%
	

	
1.3 
Project Summary
	0%
	

	Task 2 – Requirements, Architecture, Design
	
	

	
2.1
Project Charter
	100%
	

	
2.2 
System Use Cases
	100%
	

	
2.3 
System & Software Design
	100%
	

	
2.4
Implementation Plan
	100%
	Content covered in the Project Management Plan and Project Schedule for each release

	Task 3 – caXchange Tasks
	
	

	
3.1
Generic CDMS Integration Support
	100%
	

	
3.2
Enterprise Service Integration
	100%
	iHub - COPPA services integration

	
3.3
caXchange Performance Improvement
	100%
	

	
3.4
New CCTS Release Support
	100%
	

	
3.5
caXchange Features and Functions 

Development
	100%
	

	
3.6
Multi-site/Hosted Mode Protocol Study 

Support
	N/A
	iHub has not received any specific requirements regarding multi-site/hosted mode protocol support yet.  ESSRT created a tech. approach document.

	
3.8
Support for Adopter Activities
	100%
	Periodic (Demo’s, Answering questions,  providing update on monthly Workspace calls); 
Successfully supported UAMS iHub adoption effort

	Task 4 – caXchange Application & System Test
	
	

	
4.1
System & Software Test Plan
	100%
	

	
4.2
Conduct System & Software Tests
	100%
	

	Task 5 – caBIG Compliance
	
	

	
4.1
Develop API
	100%
	iHub Interface Specifications, SLC compliance package

	Task 6 – caXchange System Deployment
	
	

	
6.1
Create Installation Package
	100%
	

	
6.2
Develop Installation Guide
	100%
	

	
6.3
Product Demonstration
	100%
	N/A – There is no User Interface for ServiceMix implementation.  However, there is a presentation available.  iHub team conducts live demonstrations on request from time to time.
For iHub-MirthConnect implementation, during the QA, release and deployment phase (next contract), a product demonstration could be created.

	Task 7 – Software Product Documentation
	100%
	

	Task 8 – Provide Architectural Support for the CS 
  Suite
	100%
	

	Task 9 – Provide Architectural Support for the 
   Enterprise Services Team
	100%
	

	
9.1
Contribute to ECCF template building
	100%
	

	
9.2
Development of Specifications
	100%
	

	
9.3
Develop Project Management Plan
	100%
	

	Task 10 – CRF Service Specification Development
	100%
	


This section should include description of the current status for each task.
Work Planned for Next Month

	Activity
	Description

	Contract-level
	Create Project Summary Report and conduct a review with the COTR.

	Enterprise Service Specifications
	1. Make updates to NES wiki to bring it up to date
2. Participate in SAIF GF cleanup effort by attending meetings,   
performing reviews and providing guidance



	caBIG Integration Hub / caBIG Clinical Trials Suite
	Continue end-to-end testing for iHub-MirthConnect implementation in the Development environment


	Clinical Connector (OpenClinica)
	None


	Clinical Connector (C3D) and C3D Production Support
	1. Complete unit testing of CDE Loader enhancements and bug fixes; engage NCI QA, if available
2. Continue to support each of the various C3D Utilities:

a. Lab Loader / Lab Load Interface

b. Data Extract

c. CDE Loader

d. Data Loader


	caBIG Clinical Trials Suite Architecture
	None


Issue Management and Lessons Learned

Please refer to the Issues and Risks Log for the latest status of all issues.
Status of Deliverables

Please refer to the Project Summary Report for the latest status of Deliverables.
External Dependencies

	Dependency
	Date
	Status
	Comments

	
	
	
	

	
	
	
	

	
	
	
	


Note anything that the project needs from external sources and the status.  This includes all inter project dependencies, government-furnished information/equipment, decisions, etc.  Add rows as needed.
Financial Reporting

Overall Financial Status

	Budget
	

	Expected Spend to Date
	

	Actual Spend to Date
	

	Projected Spending for the Remainder of the Period of Performance
	


Cost Variance Explanation:

Current Period Costs

Hours Expended by Individual
	Name
	Hours
	Rate

	
	
	

	
	
	


Add rows as needed.
Actual Costs to Date / Estimated Costs to Completion
	Major Cost Elements
	Total Estimated Cost of Contract
	Current Period Costs
	Cumulative Amount from Inception
	Estimated Amount Remaining

	Labor
	
	
	
	

	ODC
	
	
	
	

	Travel
	
	
	
	

	Total
	
	
	
	


Cumulative Cost Table

	Month
	Expected Spending
	Actual Spending
	Variance
	Comments

	<month/year>
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Add rows as needed.
Cumulative Budget Table

	Month
	Expected Remaining Budge
	Actual Remaining Budget
	Variance
	Comments

	Initial
	<budget>
	<budget>
	0
	

	<month/year>
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Add rows as needed.
Additional Reporting

Use this section to report anything important not reported above.
Xxxx xxx xxxxx
SAIC-Frederick
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