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Data Safety Tools, Templates and Related Guidance

Related Guidance, Tools & Templates

e FDA Guidance for Clinical Trial Sponsors

NIH Policy for Data and Safety Monitoring

Further Guidance on a Data and Safety Monitoring for Phase | and Phase Il Trials

FDA Guidance: Oversight of Clinical Investigations - A Risk-Based Approach to Monitoring
FDA Webinar: Risk-based Approach to Monitoring Clinical Investigations

UCLA Presentations:

e Data Monitoring: Assuring Safety & Study Inteqgrity in Clinical Research
e Managing the Practice of Research
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https://www.fda.gov/downloads/regulatoryinformation/guidances/ucm127073.pdf
http://grants.nih.gov/grants/guide/notice-files/not98-084.html
http://www.grants.nih.gov/grants/guide/notice-files/NOT-OD-00-038.html
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/oversight-clinical-investigations-risk-based-approach-monitoring
https://www.fda.gov/drugs/webinar-risk-based-approach-monitoring-clinical-investigations-overview-fda-draft-guidance-issued
http://ctsi.ucla.edu/education/files/view/training/docs/module5-shaker-irwin-feb12.pdf
https://ctsi.ucla.edu/education/files/view/training/docs/M261_Shaker-Irwin_October_2013_.pdf
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