UCLA CTsI Related Guidance, Tools and Templates
Published on ResearchGo | UCLA (https://www.researchgo.ucla.edu)

UCLA Clinical and Translational Science Institute

Related Guidance, Tools and Templates

Related Tools, Guidance and Templates

e 21 CFR Part 11

e Scope of Guidance for Industry: Computerized Systems Used in Clinical Trials)
¢ Validation Plan Example template

¢ Functional Requirements Example template

¢ Design/Configuration Document Example template

¢ |nstallation Qualification Example template

¢ Operational/Performance Qualification Example template

¢ Final Validation Report Example template
e Change Control Preapproval

e Change Control Closure

¢ Inspections of Sponsors, CROs and Monitors

e Guidance for Industry Computerized Systems Used in Clinical Investigations

e General Principles of Software Validation; Final Guidance for Industry and FDA Staff

If you have any questions or concerns about your system, it is highly recommended that you contact the Office of

Compliance Services or 310-794-6763 for assistance.
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https://www.researchgo.ucla.edu/sites/default/files/sites/default/Operational%20Qualification%20Protocol%20Template_SEPT2016.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Template%20for%20Validation%20Report.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Template%20for%20Validation%20Report.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Change%20Control%20Form%20Pre%20Approval_SEPT2016.doc
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Change%20Control%20Form%20Pre%20Approval_SEPT2016.doc
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Change%20Control%20Closure_SEPT2016.doc
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Change%20Control%20Closure_SEPT2016.doc
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-actions-and-activities/fda-bioresearch-monitoring-information
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM070266.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-principles-software-validation
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