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History of the Clinical Trial Transparency and Disclosure Landscape Resources 

To learn more about the topics in the History of the Clinical Trial Transparency and 
Disclosure Landscape video, visit these resources: 

• Clinical Trials: Read about the ICMJE policies on clinical trial registration and data 
sharing statement requirements for journal submissions. (Source: ICMJE)

o ICMJE clinical trial registration and data sharing statement policies:
▪ To promote the ethical obligation to responsibly share trial data
▪ ClinicalTrials.gov: IPD Sharing Statement data element
▪ Condition for publication of trial results (effective 2018)

• Section 801 of the Food and Drug Administration Amendments Act of 2007: Read 
the official publication of FDAAA 801. (Source: U.S. Government Publishing Office)

• 42 CFR Part 11: Read the Final Rule for Clinical Trials Registration and Results 
Information Submission. (Source: Electronic Code of Federal Regulations)

• NIH Policy on the Dissemination of NIH-Funded Clinical Trial Information: Read the 

NIH policy that establishes the expectation that all investigators conducting clinical 

trials funded in whole or in part by NIH will ensure that these trials are registered on 

ClinicalTrials.gov and that results information for these trials is submitted to 

ClinicalTrials.gov. (Source: FederalRegister.gov)

Other Selected Reporting Requirements:

• Revised Common Rule: Posting of Informed Consent Forms (ICFs):
o To increase transparency and facilitate more informative ICFs
o ClinicalTrials.gov: Document Upload Information data element
o Federal law for all trials subject to the Common Rule (effective 2018)

• Inclusion of Women and Minorities as Participants in Research Involving Human 
Subjects: Read about the NIH policy to ensure the availability of valid analyses of 
study results by sex/gender and race and/or ethnicity. (Source: NIH Grants & 
Funding)

o ClinicalTrials.gov: Baseline Characteristics and Outcome Measures data 
elements

o NIH-funded phase III applicable clinical trials (effective 2017)

http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
https://clinicaltrials.gov/policy/protocol-definitions#ipd-sharing
https://www.govinfo.gov/content/pkg/PLAW-110publ85/pdf/PLAW-110publ85.pdf#page=82
https://www.ecfr.gov/cgi-bin/text-idx?SID=e617ec4da22678f934787ed565bbaa5a&mc=true&node=pt42.1.11&rgn=div5
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://clinicaltrials.gov/policy/results-definitions#documentUploadInformation
https://www.federalregister.gov/documents/2017/01/19/2017-01058/federal-policy-for-the-protection-of-human-subjects
https://grants.nih.gov/policy/inclusion/women-and-minorities.htm
https://grants.nih.gov/policy/inclusion/women-and-minorities.htm
https://clinicaltrials.gov/policy/results-definitions#baselineCharacteristics
https://clinicaltrials.gov/policy/results-definitions#outcomeMeasures

