PCIRN – IT Data Management Support Group 
YEAR 1 – STATEMENT OF WORK 

1.
Description of the Work
1.1 Development of standard operating procedures (SOPs) for data management (Lesley Sturock): 

- 
To develop a set of SOPs to standardize Clinical Data Management practices across the network.  Timeline: over the three years.

1.2 Common Terminology (CT), Minimum Information (MI) and Ontologies(VO) (Ryan Brinkman and Mélanie Courtot = ontologies; with Kim Marty and all data managers = clinical data; with Ed Fortuno and Mary Zacour = lab data): 

CT, MI and Ontologies are related to each other around a common objective: To standardize data (same variables, same coding) and to assure the use of standard validated definitions – if possible from an ontological resource.  Main objective therefore is to ensure data quality and consistency across the network.

- 
To determine PCIRN IT data management activities and priorities across the network.  Timeline: 1st year.

- 
To develop a common terminology for minimum information to be used across the network by all PCIRN themes. Timeline: 1st year and 2nd year.

-
To identify existing ontologies related to PCIRN activities.  Timeline: 1st year.

-
To develop new ontologies when needed.  Timeline: 2nd year and 3rd year.

1.3 Automated Transfer (Victor Espinosa):  

-
To incorporate into the centralized PCIRN database information coming from different labs that perform influenza tests across the country. The objective is not only to store key lab information regarding PCIRN studies in a single database, but to have them standardized in their coding and reported values, and to have them accessible to different teams within PCIRN.  Consistency and integrity of transferred information with existing information in the database for the target studies will be assured.

2.
Description of Major Activities during 1st year
2.1 Development of standard operating procedures 

Nine Major Activities (MA) are sequentially grouped into three per stage to more easily see objective indicators.  Only Stage 1 and part of Stage 2 will be conducted during 1st year.

	Stage 1 (2009)

	· MA 1. Review, extract and organize the GCDMP eDM SOP list to depict SOP placement within the research study life cycle and to show the connection between procedure responsibilities.

· MA 2. Identify the main corresponding regulations applicable to both eDM and paper data management practices.

· MA 3. Develop addendum to the essential list of eDM SOPs. 

	Stage 2 (2009 – 2010)

	· MA 4. Announce the invitation to participate in the project through selected channels. 

· MA 5. Establish the eDM SOP Development Task Force and hold the first collective meeting.

· MA 6. Submit the final draft of eDM SOPs to be audited, by CanReg Canada and a selected professional data management company, that together form a hybrid auditing structure.

	Stage 3 (2010)

	· MA 7. Make the final set of eDM SOP amendments.

· MA 8. Launch the complete set of SOPs to the Committee and Task Force institutions.

· MA 9. Invitation to treat presented to Health Canada via the Canadian Institutes for Health Research on behalf of the CFRI, eDM SOP Framework and Development Committee.


2.2 CT, MI and Ontologies

· To create a “data manager working group” with one data manager from each Theme.  Data managers will describe data management strategies and activities planning. One key aspect will be harmonization in (a) selected variables; (b) definitions; and (c) coding scheme.

· To determine (with the participation of all data managers) which key specific data management domains need to be standardized across the 5 Themes for clinical studies standard report.  

· To compile a Minimum Information regarding these key specific domains that includes: (a) the list of variables; (b) the operational definition; and (c) the coding scheme.   

· To assign an ontological identifier to those common variables (re using existing resources or creating new terms as needed). This identifier could then be used across the network to unambiguously refer to the same variable.  (part of it 1st year) 

· To contribute to the development of the Ontology for Biomedical Investigations (OBI) and Infectious Disease Ontologies (IDO), including the Vaccine Ontology (VO) and the Influenza Ontology, in order to ensure that all the terms and properties required for annotation and processing of the influenza-related information are present and correct in these resources.  (part of it 1st year) 

· To develop new ontologies according to PCIRN investigators’ specific needs - and in collaboration with these investigators.  After 1st year.

· To develop computational use cases and guidance for ontology development to support these developments.  After 1st year.

2.3 Automated transfer
· Definition of information to be transferred

· Logistic definition: participants, periodicity, mode of communication

· Definition of Quality Assurance (QA) levels: validation and integrity of dataset

· Phase I: Ad hoc code development of desktop application to transfer lab data, including QA validations and recipient forms (database tables) for initial Rapid Trials

· Phase II: Automated transfer facility incorporated into web based software platform

· Integration and consistency issues around automated transfer

3.
Project Location(s)

All these activities will be organized centrally from Vancouver and under the responsibility of UBC affiliated investigators. 


4.
Period of Performance

All activities described in this document will be performed during the period April 1st 2009 to March 30th, 2010.

5.
Milestones
5.1 Development of SOPs

	PROJECT MILESTONE
	INDICATOR OF ACHIEVEMENT
	DATE

	1
	Formulation and agreement of the project’s framework
	The project framework is developed: Document is produced
	July-2009



	2
	eDM SOP Framework and Development Committee establishes the eDM SOP Development Task Force 
Establishment of important partnership: N2 (for CIHR) 
	The Committee agrees and establishes who the task force consists of. The task force has ≥ 8 members which is a sufficient number of participants. (the first collective meeting of the Task Force is actually held Feb 26)Partnership is real and part of the SOP development strategy (expected to get MOU). 
	November 30th 2009

	3
	Establishment of the final list of essential eDM SOPs: document/report to accompany the final list of  essential eDM SOPs
	The final list of SOPs is produced and approved: Document
	December 30th 2009

	5
	First draft of 6 SOPs 
	6 full SOPs circulate for review within the network (re. the development framework)
	March 30th 2010


5.2 Common Terminology, Minimum Information, Vaccine Ontology

	PROJECT MILESTONE
	INDICATOR OF ACHIEVEMENT
	DATE

	1
	Establish collaboration with relevant resources (Vaccine Ontology)
	MC included as core member of  project
	May 31st 2009



	2
	Establish collaboration with relevant resources (Influenza Ontology)
	MC included as core member of project
	October 31st 2009

	3
	Canadian vaccine information included in VO
	Common identifiers generated for Fluviral, Influvac , Vaxigrip  
	July 13th 2009  

	4
	Ontology for Biomedical Investigations released
	File ready for production use within PCIRN network
	November 6th 2009

	5
	Specification of a coding scheme for common variables within the PCIRN Network. Minimum Information for patients IDs. 
	Proposed specification of coding scheme has been sent to Data Managers.


	November 15th 2009



	6
	Minimum Information documents covering demographics, ethnicity, lab information, vaccine exposure, adverse events.
	Complete document sent out to Data Managers
	Between November 30th and March 30th 2010 

	7
	Model a seizure as an adverse event, based on the definition from the Brighton collaboration - http://tinyurl.com/yleggt7
	· Translate the current textual definition into logical restrictions, which will relate parts of the definition with primitive terms

· Addition of missing components to relevant ontological resources
	January 31st 2010

	8
	Ontological codes ready for use within PCIRN network
	List of codes corresponding to terms from the MIs
	31st March 2010

	9


	High level structure (top level under which to add PCIRN specific classes) of the Influenza Ontology ready
	Public release of the file. The ontology is part of the OBO library repository.
	31st March 2010


5.3 Automated Data Transfer
	PROJECT MILESTONE
	INDICATOR OF ACHIEVEMENT
	DATE

	1
	Structure of file to be transferred
	File template defined
	15 November, 2009

	2
	Phase I interface
	Tested customized program to transfer information into software platform
	15 January, 2010

	3
	Automatic report
	Customized report to view information transferred through the website application
	15 February, 2010

	3
	Phase II Automated transfer
	Tested functionality to transfer information through website application
	30 April, 2010

	4
	Integration validation
	Tools to validate database integrity
	15 May, 2010

	5
	Consistency tools
	Tools to support consistency validation in database
	15 July, 2010
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