Cox College/CoxHealth Human Research Protection Committee (HRPC)
 Dr. Kathleen M. Jackson

Introduction: 
 The Human Research Protection Committee is a collaborative group formed to meet the needs of unfunded researchers who want to involve human participants in their research projects.  These research projects will involve no more than minimal risk to participants as determined by the Committee. Unfunded researchers whom the Committee serves may include students, faculty, residents, healthcare practitioners, and others within the Cox College and CoxHealth communities.  All applicants must submit proof of human subjects research training in order to be considered (see HRPC Document Table).   The committee has two missions.  The first is to approve and monitor minimal risk research with CoxHealth.  The second is to provide educational feedback to beginning researchers and their advisors to help strengthen and improve their projects. The Committee will consider research projects that qualify for exempt or expedited status as evidenced by the application forms provided.  Committee recommendations for approval are forwarded to Dr. James Ceaser, the Institutional Official, for final approval.  
Committee Structure:  

The committee is led by three Co-chairs representing Cox College, the CoxHealth Family Medicine Residency Program, and the CoxHealth Pharmacy Residency Program.  Members are a diverse group representing the three entities mentioned plus the CoxHealth System Director of Nursing Education, the CoxHealth Administrative Director of Clinical Research, and an unaffiliated representative of the community.  Each member has an interest in and has received training on human research protection.
Process:

Researchers will submit applications for either exempt or expedited status along with other documents as needed (see HRPC Document Table for a complete listing of documents required for submission).  There are information sheets on this website that explain what kind of research qualifies for exempt versus expedited review.  Application forms and other templates may be downloaded by the researcher from this site.  A study that involves greater than minimal risk would require full Institutional Review Board (IRB) approval.  An example of this sort of study would be a study testing a new chemotherapy protocol or surgical device.  These studies must be submitted through CoxHealth to the Western IRB (WIRB).  Please see the table below to determine which documents the researcher will need to submit.  
HRPC DOCUMENT TABLE

	FORM 
	WHO
	WHAT 
	WHERE

	Human Subjects training certificate (photocopy is sufficient)
	All researchers
	Proves basic understanding to HRPC
	From various providers such as NIH, CITI, etc. (online)

	Exempt or expedited application
	All researchers
	Assists committee to assess the research (must be complete)
	Cox College (CC) website (fillable templates)

	Protocol/proposal
	All researchers
	Full proposal for the research
	Written by the researcher

	Informed consent form (ICF)
	If needed for the research
	Documents consent of participants
	CC website (template)

	Information sheet (ICF sans signature)
	If needed in lieu of ICF 
	Documents that participants are fully informed
	Example on CC website

	Permission from site
(Departmental consent)
	All researchers
	Permission from manager of site where research will occur
	Template on CC website

	Questionnaires, surveys, other measurement tools
	As required by the research design
	Provides HRPC with understanding of what is asked of participants
	Written by the researcher
(*may require permission of original writer)

	Closeout/Continuation Form
	All researchers
	Provides follow up to the HRPC when stopping or extending the project
	Template on CC website


The researcher should submit the appropriate exempt or expedited form and all attachments to Dr. Kathleen M. Jackson at kathleen.jackson@coxcollege.edu.  A complete packet should be submitted no later than 2 weeks prior to the monthly HRPC meeting.  Once the complete packet is received, Dr. Jackson will then involve the HRPC which meets the second Wednesday of every month at 0800.  The Committee may approve, ask for more information or revision, or send it back to the researcher for submission to the WIRB.  Upon approval, the Committee’s decision will be submitted to Dr. James Ceaser, the Institutional Official, for final approval.  The researcher will be notified of all decisions as soon as possible.

Questions? Please contact:  Dr. Jackson at kathleen.jackson@coxcollege.edu or 417-269-8316
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