
SUPPLEMENTARY FILE 3: TRIC-VCI TRIAL MANAGEMENT 

Study coordination 

The trial will be organized by an executive committee principally centred in Calgary at the 

Calgary Stroke Program (Hotchkiss Brain Institute, University of Calgary and Department of 

Clinical Neurosciences). The overall PI for the trial will be Eric Smith. The Financial and 

Contracts Manager will be Anna Charlton. The Clinical Nursing Coordinator will be Karyn 

Fischer. The safety of the trial will be overseen by an independent Data Safety and 

Monitoring Board (DSMB). A Steering Committee will manage the day‐to‐day activities of 

the trial. Data will be managed by the University of Calgary Clinical Research Unit. 

Neuroimaging data will be managed by the Calgary Image Processing and Analysis Center 

(CIPAC) of Alberta Health Services. 

 

Trial Steering Committee 

The Steering Committee will consist of the trial co-investigators and will be chaired by the trial 

principal investigator. Decisions will be made primarily by consensus, but in the absence of 

consensus they will be made by majority vote with the Chair serving as tie-breaker in case of tie 

votes. The Financial and Contracts Manager and Clinical Nursing Coordinator will attend 

Steering Committee meetings as non-voting members. Steering Committee teleconferences will 

be held no less frequently than once per quarter. 

 

Publications Committee 

The Steering Committee will also act as the publications committee. Steering Committee 

members will be invited to contribute as coauthors on study papers. All authors must meet 

International Committee of Medical Journal Editor criteria for authorship. Proposals for ancillary 

papers will be reviewed and approved by the Steering Committee. 

 

Data processing 

All imaging, evaluation forms, reports, and other records that leave the site are identified 

only by the site and subject number to maintain subject confidentiality. All records are 

kept in a locked file cabinet. Clinical information is not released without written 

permission of the subject, except as necessary for monitoring by IRB/REB, Health 

Canada, the sponsor, or the sponsor’s designee. 
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All study investigators at the clinical sites must ensure that the confidentiality of personal 

identity and all personal medical information of study participants are maintained at all 

times. Federal legislation in Canada (Personal Information Protection and Electronic 

Documents Act – PIPEDA), and provincial legislation (eg. Health Information Act – HIA in 

Alberta) where applicable, must be followed. Additionally, any U.S. clinical sites must follow 

privacy obligations to study participants under the Health Insurance Portability and 

Accountability Act (HIPAA). European or Asian/Australasian sites must conform to local 

privacy and confidentiality law and custom. On the CRFs and other study documents or 

image materials submitted to the CRU, the subjects are identified only by study 

identification code. 

Personal medical information may be reviewed for the purpose of verifying data recorded 

in the CRF by the site monitors. Other properly authorized persons, such as the regulatory 

authorities, may also have access to these records. Personal medical information is 

always treated as confidential. 

 

Audit and inspection 

The Sponsor‐Investigator and any Participating Site Investigators should understand that 

source documents for this trial should be made available to appropriately qualified 

personnel from the Sponsor‐Investigator or designee after appropriate notification. The 

verification of the CRF data must be by direct inspection of source documents. 

 

Any Participating Site Investigators shall supply the Sponsor‐Investigator on request with 

any required background data from the study documentation or clinic records. This is 

particularly important when CRFs are illegible or when errors in data transcription are 

suspected. In case of special problems and/or governmental queries or requests for audit 

inspections, it is also necessary to have access to the complete study records, provided 

that subject confidentiality is protected. 

 

Archiving 

The Sponsor-Investigator (and any Participating Site Investigators) must keep both (1) 

Investigator’s Study Files and (2) subject clinical source documents on file according to local 

clinical trial regulation. For example, at the University of Calgary, for non-Health Canada 

regulated studies, that period is 5 years from the time of official closure of the study. After that 

period of time the documents may be destroyed, subject to local regulations. 
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Data sharing policies will follow the spirit of the National Institute of Health (NIH) policy 

[http://grants2.nih.gov/grants/policy/data_sharing/data_sharing_guidance.htm]. A similar 

policy is in place at the Canadian Institutes of Health Research (CIHR). In addition, the 

Executive Committee will follow the CIHR guidelines on public access to trial results and 

make the results available as free‐access using PubMed. Upon completion of the trial, a 

public use database will be prepared by stripping any and all personal identifiers. The 

public use database, consisting of several data files, should contain: (1) baseline and 

demographic characteristics; (2) outcomes assessments; (3) MRI data; (4) cognitive data; 

(5) concomitant medications; and (6) adverse events. Each data file is made available as a 

formatted text file or other electronic format. The data files are distributed along with the 

data dictionary and a brief instruction (“Readme”) file. These data files will be made 

available to the public one year after completion of follow-up for the last subject. 
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