SUNRISE HEALTH OFFICE OF RESEARCH COMPLIANCE

Investigator’'s Manual

Appendix

For photocopies of the appendices please contact the Office of Research
Compliance.

1.

2.

Title 45, Code of Federal Requlations, Part 46

Title 21, Code of Federal Regulations, Part 50, 56 (FDA, Informed
Consent, IRBs)

Title 21, Code of Federal Regulations, Part 312, 600 (FDA, Investigational
Drugs, Biologics)

Title 21, Code of Federal Requlations, Parts 361.1 (FDA Radioactive
Drugs for Certain Research Uses)

Title 21, Code of Federal Reqgulations Part 812 (FDA, Investigational
Devices)

FDA Examples of Nonsignificant Risk and Significant Risk Devices

The Belmont Report

NIH Guidelines on Inclusion of Women and Minorities as Subjects in
Clinical Research

Sunrise Health FWA

Version 08/01/2007 Appendix

Page 1 of 1


http://www.hhs.gov/ohrp/humansubjects/guidance/45CFR46.htm
http://www.fda.gov/oc/ohrt/irbs/appendixb.html
http://www.fda.gov/oc/ohrt/irbs/appendixc.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearc.cfm?CFRPart=312
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearc.cfm?CFRPart=600
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearc.cfm?CFRPart=361
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearc.cfm?CFRPart=812
http://www.fda.gov/oha/IRB/signific.html
http://ohsr.od.nih.gov/guidelines/belmont.html
gopher://gopher.nih.gov/00/res/nih-guide/guide-files/94.03.18/NOTICE-NIH%20GUIDELINES%20ON%20THE%20INCLUSION%20OF%20WOMEN%20AND%20MINORITIES%20AS%20SUBJECTS
gopher://gopher.nih.gov/00/res/nih-guide/guide-files/94.03.18/NOTICE-NIH%20GUIDELINES%20ON%20THE%20INCLUSION%20OF%20WOMEN%20AND%20MINORITIES%20AS%20SUBJECTS
http://ohrp.cit.nih.gov/search/asurdtl.asp?ASURID=3957&asutyp=C&asunme=%2ASunrise+Hosp+and+Med+Ctr

