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Electronic Data Capture
Looking for a way to organize your studies? REDCap is a secure, web-based electronic data capture system, which is
specifically geared to academic research studies. It allows researchers to quickly create databases and surveys, and is
accessible across multiple sites. Data can be imported or exported in several formats, and the system can be used for
scheduling, randomization, and reporting. The system also has a mobile app for data capture offline and on the go. Data is
held locally, at the servers at the University of Alberta and University of Calgary.
Visit ResearchAlberta to find out more about how to gain access to or receive training on REDCap.

Health Canada (HC) and FDA News
Keeping you informed of changes in regulations.
Publication of Good Clinical Practices Inspection Information (HC): As part of Health Canada’s (HC) commitment to regulatory
transparency, information on all clinical trial inspections performed in Canada was published on Dec 11’15 in Health Canada’s
existing Drug and Health Product Inspections Database. This information includes a list of all GCP inspections conducted since
Jan 1’12, a preliminary overview of the inspection findings, and, Inspection Report Cards (plain language summaries) of all
inspections conducted since Sep 15, 2015.
Guideline for Good Clinical Practice E6(R2) (FDA): This draft addendum amends the guidance document ‘‘E6 Good Clinical
Practice: Consolidated Guidance’’ (E6(R1)) to encourage implementation of improved and more efficient approaches to
clinical trial design, conduct, oversight, recording, and reporting, and also updates standards regarding electronic records and
essential documents.
Electronic Study Data Submission; Data Standards; Support for Study Data Tabulation Model Implementation Guide Version 3.2
(FDA): The Center for Biologics Evaluation and Research (CBER) and the Center for Drug Evaluation and Research (CDER) have
announced support for version 3.2 of Clinical Data Interchange Standards Consortium (CDISC) Study Data Tabulation Model
Implementation Guide (SDTM IG 3.2), an update to the FDA Data Standards Catalog. The FDA is encouraging sponsors and
applicants to use SDTM IG 3.2 in investigational study data provided in regulatory submissions to CBER and to CDER.

Clinical Research in Alberta
Alberta is host to numerous clinical trials in a wide range of fields including oncology,
psychology, metabolic disorders and more. Stay on top of the latest research in the
province by viewing recently opened clinical trials.
If you have a clinical trial that will be opening for recruitment in the upcoming months,
let us know and we will include it on our website.

Alberta in Publication
This month we are showcasing publications on the topic of injury.



Each issue will highlight a
research area that has
been recently published by
Alberta researchers.
Visit our website for the
full listing.

Page 2






"Oh the weather outside is frightful": Severe injury secondary to falls while
installing residential Christmas lights.
Ventilation Monitoring in Severe Pediatric Traumatic Brain Injury at Nontrauma
Centers.
The Effectiveness of Passive Physical Modalities for the Management of Soft
Tissue Injuries and Neuropathies of the Wrist and Hand: A Systematic Review
A qualitative examination of women's self-presentation and social physique
anxiety during injury rehabilitation.
Ultrasound-Guided, Percutaneous Needle Fascial Fenestration for the
Treatment of Chronic Exertional Compartment Syndrome: A Case Report.
The Epidemiology of Injuries in Football at the London 2012 Paralympic Games.
Are psychological interventions effective for the management of neck pain
and whiplash-associated disorders? A systematic review by the Ontario
Protocol for Traffic Injury Management (OPTIMa) Collaboration.
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