Grand Valley State University
Human Resear ch Review Committee Procedure

Subject: Federalwide Assurance of Compliance

Section: 1.0 | This procedure supersedes those previously drafted
Initially adopted as procedure on Approved by: Dean of Graduate Studies and Grants
June 18, 2007 Administration, 11-15-2007.

Related Sections; 1.1; 1.12

For purposes of research compliance and human subject oversight protections, Grand Valley
State University is known to the federal government as an institutional organization,
# |ORG0002093.

The GV SU Institutional Review Board is known internally as the Human Resear ch Review
Committee (HRRC). Itsfederal IRB identification number is 00002615. Its Federalwide
Assurance number is 00002829. Expiration November 16, 2010.

GV SU aso serves asthe IRB of record for Elkins Innovations Inc., Its FWA # 00007895.
Expiration November 19, 2010

Adoption of the Code of Federal Regulations. It isthe procedure of GV SU and the HRRC

in conducting reviews and determining approvals of proposed research activities to comply

with al provisions of the relevant sections of the Code of Federal Regulations unless the
research is exempt under 45 CFR 46.101(b), to ensure the protection of the rights and welfare
of human research subjectsin dl investigations conducted by GV SU faculty, staff, and
students and GV SU-associated researchers.

The sections of the CFR include but are not limited to all of the following:

DHHS Title 45 CFR 46 [http://www.hhs.gov/ohrp/humansubjects/gui dance/45cfr46.htm];

FDA Title21 CFR 50

FDA Title21 CFR 56 (now known as Good Clinical Practice in FDA-regulated clinical
trials) [see: http://www.fda.gov/oc/gep/default.ntm].




