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Related Guidance, Tools and Templates

Resources and Regulations

DHHS:

¢ Final Rule for FDAAA 801 (effective January 18, 2017)

e Summary information on FDAAA 801 (U.S. Public Law 110-85) requirements

¢ General information about the Final Rule for Clinical Trials Registration and Results Information Submission (42
CFER Part 11)

e Checklist for Evaluating Whether a Clinical Study is an Applicable Clinical Trial (PDF) (October 2017)

¢ FAQs for Applicable Clinical Trials (ACTS)

e FDA's Role: ClinicalTrials.gov Information

e U.S. Public Law 110-85 - FDA Amendments Act of 2007

e ClinicalTrials.gov Protocol Data Element Definitions

e ClinicalTrials.gov Results Data Element Definitions

NIH:

e 2016 NIH Policy on the Dissemination of NIH-funded Clinical Trial Information

e NIH Definition of a Clinical Trial

¢ NIH Clinical Trial Case Studies (Examples)

e NIMH human subject research subject to NIH Clinical Trial Requirements

e Refining Case Studies and FAQs about the NIH Definition of a Clinical Trial (1/04/2018)

e Clarification regarding basic health research involving fMRI (1/22/2018)

e FAQs for NIH-Funded Clinical Trials and FDAAA

¢ NIH Office of Science Policy — Clinical Trials

e NOT-OD-16-147 NIH Policy on Funding Opportunity Announcements (FOA) for Clinical Trials (9/16/2016)
e NOT-OD-17-043 NIH Update on Clinical Trial Funding Opportunity Announcement Policy (2/17/2017)

CMS:

e Mandatory Reporting of an 8-Digit Clinical Trial Number on Claims

ICMJE (International Committee of Medical Journal Editors):

e |CMJE FAQs on Clinical Trials Registration

Additional Tools & Guidance

e UCLA Guidance on ClinicalTrial. Gov Registration and Reporting Requirements
e How to Regqister a Study at UCLA

Resolving Problem Records

e Qutcome Measures Guidance

¢ Registration and Results Reporting Time Estimates (OMB Burden Statement)
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https://www.researchgo.ucla.edu/clinical-trial-tools-guidance
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclinicaltrials.gov%2Fct2%2Fabout-site%2Fhistory%23FinalRuleFDAAA801&data=01%7C01%7CECooperstein%40mednet.ucla.edu%7C9c64da8623c241078d8808d486a45d57%7C39c3716b64714fd5ac04a7dbaa32782b%7C0&sdata=NMStx2XyjG%2FohSiqv3dfzqpuFZeFIoY7CT13u6RC2Oc%3D&reserved=0
https://clinicaltrials.gov/ct2/manage-recs/fdaaa
https://prsinfo.clinicaltrials.gov/
https://prsinfo.clinicaltrials.gov/
https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf
https://clinicaltrials.gov/ct2/manage-recs/faq#42CFRPart11
https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/fdas-role-clinicaltrialsgov-information
https://www.gpo.gov/fdsys/pkg/PLAW-110publ85/pdf/PLAW-110publ85.pdf#page=82
https://prsinfo.clinicaltrials.gov/definitions.html
https://prsinfo.clinicaltrials.gov/results_definitions.html
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclinicaltrials.gov%2Fct2%2Fabout-site%2Fhistory%23FinalNIHPolicy&data=01%7C01%7CECooperstein%40mednet.ucla.edu%7C9c64da8623c241078d8808d486a45d57%7C39c3716b64714fd5ac04a7dbaa32782b%7C0&sdata=J8Wx9u%2B6cMDl3iI0zaTduS2i5sFeVN6cxlSwTAHW4xs%3D&reserved=0
https://grants.nih.gov/policy/clinical-trials/definition.htm
https://grants.nih.gov/policy/clinical-trials/case-studies.htm
https://www.nimh.nih.gov/funding/opportunities-announcements/clinical-trials-foas/index.shtml
https://nexus.od.nih.gov/all/2018/01/04/further-refining-case-studies-and-faqs-about-the-nih-definition-of-a-clinical-trial-in-response-to-your-questions/?utm_source=nexus&utm_medium=email&utm_content=nihupdate&utm_campaign=dec17
https://www.research.uci.edu/compliance/human-research-protections/researchers/January%202018%20-%20Nature%20Human%20Behavior%20-%20Revision%20to%20NIH%20Clinical%20Trial%20Case%20Studies%20-%20Basic%20Health%20Research%20Involving%20fMRI.pdf
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fgrants.nih.gov%2FClinicalTrials_fdaaa%2Ffaq.htm%23C&data=01%7C01%7CECooperstein%40mednet.ucla.edu%7C9c64da8623c241078d8808d486a45d57%7C39c3716b64714fd5ac04a7dbaa32782b%7C0&sdata=VXe1oQ56vO6lseT04jwPRxkdJl0FPMpiK7svju8cJNo%3D&reserved=0
https://osp.od.nih.gov/policies/clinical-research/
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-147.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-043.html
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/Downloads/SE1344.pdf
http://www.icmje.org/about-icmje/faqs/clinical-trials-registration/
http://ora.research.ucla.edu/Pages/AnnouncementDetail.aspx?ID=474
http://ora.research.ucla.edu/Pages/AnnouncementDetail.aspx?ID=474
http://www.researchgo.ucla.edu/sites/default/files/sites/default/20170323%20CreatingaNewStudyRecord-UCLA.pdf
https://www.researchgo.ucla.edu/sites/default/files/sites/default/UCLA%20Problem%20Resolution%20Guide-ECC%20May2016.pdf
https://www.researchgo.ucla.edu/sites/default/files/sites/default/2016.05.20%20Outcome%20Measures%20Guidance%20V1.0.pdf
https://prsinfo.clinicaltrials.gov/omb-burden-statement.html

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

UCLA Clinical and Translational Science Institute

Results Reporting Tools

e Common Errors

e Pre-Submission Checklist

e Results Examples

¢ How to Submit Results

e Submitting Results Webinar-May 14, 2013

e Sample Results Template (single-arm study)

¢ Sample Results Template (2-arm study)

e Sample Results Template (3-arm study)

e Checklists, templates, and examples to help gather information needed to report results to ClinicalTrials.gov

If you have questions or need assistance, please contact the CTSI for non-cancer studies and JCCC for cancer
studies.
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https://prsinfo.clinicaltrials.gov/CommonErrors.pdf
https://prsinfo.clinicaltrials.gov/pre-submission-checklist.pdf
https://prsinfo.clinicaltrials.gov/ResultsExamples.pdf
http://clinicaltrials.gov/ct2/manage-recs/how-report
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Dobbins_UCSF%20May%202013.pdf
https://www.researchgo.ucla.edu/sites/default/files/sites/default/2016.04.28%202-arm%20results%20template.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/2016.05.23%202-arm%20results%20template.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/2016.05.23%203-arm%20results%20template.docx
https://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
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