Federal Regulations

e 45CFR46 The Common Rule (HHS - Protection of Human Subijects)
e 38CFR16 (VA - Protection of Human Subijects)

e Disclosures with Patient’s Consent

e Disclosures without Patient Consent

e Court Orders Authorizing Disclosures and Use
e 21CFR11 (FDA - Electronic Records and Signatures)
e 21CFR50 (FDA - Protection of Human Subjects)
e 21CFR56 (FDA - Institutional Review Boards)
e 21CFR312 (FDA - Investigational New Drug Application)

e 21CFR812 (FDA - Investigational Device Exemptions)
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http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&tpl=/ecfrbrowse/Title45/45cfr46_main_02.tpl
http://www.gpo.gov/fdsys/pkg/CFR-2002-title38-vol1/xml/CFR-2002-title38-vol1-part16.xml
http://www.gpo.gov/fdsys/pkg/CFR-2002-title38-vol1/pdf/CFR-2002-title38-vol1-part1-subjectgroup-id44.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2002-title38-vol1/pdf/CFR-2002-title38-vol1-part1-subjectgroup-id51.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2002-title38-vol1/pdf/CFR-2002-title38-vol1-part1-subjectgroup-id57.pdf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=11.10
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRsearch.cfm?CFRPart=50
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=312.47
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812

