
Page 1 of 1 
July 2024 
 

Informed Consent Module Resources  
 

Selected References 

Office for Human Research Protections. Informed Consent FAQs. Retrieved from 

http://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/informed-

consent/index.html 

International Council for Harmonisation of Technical Requirements for Pharmaceuticals for 

Human Use (ICH). (2016, November 9). Integrated Addendum to ICH E6 (R1) Guideline for 

Good Clinical Practice E6 (R2).   

National Commission for the Protection of Human Subjects of Biomedical and Behavioral 

Research. (1979, April 18). The Belmont report: Ethical principles and guidelines for the 

protection of human subject of research. Retrieved from 

http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html  

Protection of Human Subjects, 45 C.F.R. 46 (2018). Retrieved from 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html 

Protection of Human Subjects, 21 C.F.R. 50 (2024). Retrieved from 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&sho

wFR=1 

U.S. Food and Drug Administration. (2009). Guidance for industry: Investigator responsibilities—

Protecting the rights, safety, and welfare of study subjects. Retrieved from 

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidan

ces/UCM187772.pdf 

Genomic Research 

National Human Genome Research Institute – Informed Consent  
 

 

 

 

 

 

http://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/informed-consent/index.html
http://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/informed-consent/index.html
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&showFR=1
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM187772.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM187772.pdf
https://www.genome.gov/about-genomics/policy-issues/Informed-Consent

