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How Does ClinicalTrials.gov Advance Clinical Trial Transparency? Resources

To learn more about the topics in the How Does ClinicalTrials.gov Advance
Clinical Trial Transparency? video, visit these resources:

ClinicalTrials.gov Protocol Registration Quality Control Review Criteria: Read an
overview of the ClinicalTrials.gov registration QC review process, and view specific
criteria intended to help you prepare study records with protocol registration
information. (Source: ClinicalTrials.gov)

ClinicalTrials.gov Results Quality Control Review Criteria: Read an overview of the
ClinicalTrials.gov results QC review process, and view specific criteria intended to
help you prepare study records with results information. (Source: ClinicalTrials.gov)
Hot Off the PRS!: Sign up for the Hot off the PRS! email bulletin to get timely updates
about the PRS sent to you. (Source: NLM, National Institutes of Health)

Clinical Trials: Read about the International Committee of Medical Journal Editors
(ICMJE) policies regarding clinical trial registration and data sharing statements for
journal submissions. (Source: ICMJE)

Clinical Trials Registration and Results Information Submission. Read the HHS final
rule on clinical trial registration and results information submission. (Source:
FederalRegister.gov)

NIH Policy on the Dissemination of NIH-Funded Clinical Trial Information: Read about
the purpose, scope, and applicability of this policy.

Final Rule (42 CFR Part 11) Information: Read general information about the Final Rule,
including updates that provide more details on data submission requirements such
as the formatting of certain types of clinical trial information as required by the Final
Rule. (Source: ClinicalTrials.gov)

Submit Studies to ClinicalTrials.gov PRS: Find resources about the Protocol
Registration and Results System Web-based data entry system used to register
clinical studies and submit results information for those studies. (Source:
ClinicalTrials.gov)

Clinical Trial Requirements for Grants and Contracts: Find key resources and tips for
applicants and grantees on a series of NIH initiatives to enhance the accountability
and transparency of clinical trial research throughout the clinical trial life cycle, from
concept to results reporting. (Source: NIH Grants & Funding)

FDA's Role: ClinicalTrials.gov Information: Read about the U.S. Food and Drug
Administration’s (FDA) role in relation to ClinicalTrials.gov. (Source: FDA)



https://prsinfo.clinicaltrials.gov/ProtocolDetailedReviewItems.pdf
https://prsinfo.clinicaltrials.gov/ResultsDetailedReviewItems.pdf
https://public.govdelivery.com/accounts/USNLMOCPL/subscriber/new?topic_id=USNLMOCPL_30
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
https://www.federalregister.gov/d/2016-22129
https://grants.nih.gov/policy/clinical-trials/reporting/understanding/nih-policy.htm
https://clinicaltrials.gov/policy/fdaaa-801-final-rule
https://clinicaltrials.gov/submit-studies/prs-help
https://grants.nih.gov/policy/clinical-trials.htm
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/FDAsRoleClinicalTrials.govInformation/default.htm

