
Phone: 407.823.1823 • Fax: 407.823.2264 • Web: president.ucf.edu 

An Equal Opportunity and Affirmative Action Institution 

 

 
 
Office of the President 
 

 
 

DATE OF INITIAL ADOPTION AND EFFECTIVE DATE 4/11/2005 
 
 

APPLICABILITY/ACCOUNTABILITY 
 
This policy applies to all departments and units and all persons engaged in live human 
subjects research regardless of the funding source. 
 
 
PREAMBLE 
 
UCF is committed to protecting the rights and welfare of participants in human research. 
The purpose of this document is to describe UCF’s ethical and regulatory requirements 
for the conduct and oversight of human subjects research. 
 
 
BACKGROUND INFORMATION 
 
The UCF Human Research Protection Program (HRPP) operates under a federal-wide 
assurance approved by the Department of Health and Human Services, Office for Human 
Research Protections.  The UCF HRPP maintains two Institutional Review Boards (IRB) that 
are registered by the federal government.  The UCF HRPP is accredited by the Association 
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for the Accreditation of Human Research Protection Programs.  
 
 
POLICY STATEMENT 
 
All research conducted by the university’s faculty members, staff members, and students 
that meets the federal definition of human subjects research must be reviewed and 
approved by one of the UCF IRBs, or a designated reviewing authority, prior to any 
research engagement with human participants. The UCF IRB office is the designated 
authority to determine whether research constitutes human subjects research. Entities 
and/or individuals outside of the university engaged (conducting or supporting) in human 
subjects research in collaboration with university investigators must have an assurance or 
other acceptable means of compliance approved by the Office for Human Research 
Protections (OHRP) within the US Public Health Service (e.g., Individual Investigator 
Agreement). 
 
The UCF IRB office will establish its own policies and procedures to receive and review 
human research protocols, approve those protocols, and monitor the human research 
activities defined in those protocols. Protocol approvals may be suspended or terminated 
for any appropriate reason by the organizational official. The IRB chairs may suspend an 
approved protocol when participants may be at risk of adverse effects on their rights or 
welfare before further action is considered by the convened IRB. 
 
Noncompliance with this policy may result in suspension of human subjects research 
and disciplinary action up to and including termination. 
 
 

DEFINITIONS 
 
Human Subject. A living individual about whom an investigator conducting research 
obtains 1) data through intervention or interaction with the individual or 2) identifiable 
private information. Human Subject under U.S. Food and Drug Administration research 
means an individual who is or becomes a participant in research. Human subjects can be 
given the “test article” (medical device or drug) or they can be given a placebo to serve as 
a “control” factor when measuring the intervention efficacy. 
 
Human Subjects Research. A systematic investigation about living individuals where 
information is obtained through intervention or interaction including research 
development, testing, and evaluation designed to develop or contribute to 
generalizable knowledge. 
 
Organizational Official. The associate vice president for research. The organizational 
official oversees the review and conduct of human research under the jurisdiction of the 
UCF HRPP. The organizational official is legally authorized to obligate the university to 
the terms of the Department of Health and Human Services Office of Human Research 
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Protections Federal Wide Assurance. The organizational official has the authority to 
suspend or terminate an approved UCF IRB protocol in accordance with the UCF HRPP 
standard operating procedures. 
 
Principal Investigator. For the purposes of IRB activities and this document, the 
Principal Investigator is the faculty member, post-doctoral associate, graduate student, 
medical student, or other suitably trained individual responsible for the conduct of a 
particular research project. Any given project may have additional co- or sub- 
investigators. Undergraduate students may not act as the Principal Investigator; the 
faculty supervisor must serve as the Principal Investigator and the undergraduate 
student is listed as a co-investigator. 
 
Protocol. A document that outlines the proposed research, including a research design 
that clearly states the objectives, background, methodology, and significance of the 
study. 
 
 
PROCEDURES 
 
All research, development, and other activities involving human participants, whether 
funded or not, require a study application and a human subjects research protocol 
submitted for review and approval through the Office of Research’s electronic IRB 
portal. Human research protocols submitted must be pre-approved by the appropriate 
university department or unit. Protocols from student investigators conducting human 
research must be pre-approved by a faculty advisor. 
 
When the application is received by the UCF IRB office, the pre-review process begins, 
and the IRB office may ask for clarifications to existing documents or for additional 
documents. When there is enough detail to determine the final review process, the study 
moves to IRB review where a designated reviewer may make a determination of not 
human subjects research or of an exemption category, conduct an expedited review, or 
refer the study for a convened board review. During the post-review process, the IRB 
office notifies the Principal Investigator of all UCF IRB final protocol decisions and any 
additional clarifications required.  
 

 
RELATED INFORMATION 
 
21 Code of Federal Regulations (CFR), Part 50, Protection of Human 
Subjects 21 Code of Federal Regulations (CFR), Part 56, Institutional 
Review Boards 
 
21 Code of Federal Regulations (CFR), Part 312, Investigational New Drug Application 
 
21 Code of Federal Regulations (CFR), Part 314, Application for FDA Approval to 

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=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?CFRPart=56
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=314
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Market a New Drug 
 
21 Code of Federal Regulations (CFR), Part 600, Biological 
Products 
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.ht
ml   
 
https://www.va.gov/vhapublications/publications.cfm?pub=2  
 
Electronic IRB Portal 
 

RELATED DOCUMENTS 
 
University of Central Florida IRB Policies and 
Procedures  
 
UCF Human Research Protection Program Plan 
 
UCF IRB Investigator Manual 
 
UCF IRB Federal-Wide Assurance and IRB Registration 
 
 

FORMS 
 
IRB Human Research Protocol template 
 
 

CONTACTS 
 
For questions regarding UCF HRPP policies and procedures contact the UCF IRB Office 
at 407-823-2901. 
 
Visit the IRB Web page at: http://www.research.ucf.edu/Compliance/irb.html 
 
 
  

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=314
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=600
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=600
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
https://www.va.gov/vhapublications/publications.cfm?pub=2
https://www.va.gov/vhapublications/publications.cfm?pub=2
https://www.va.gov/vhapublications/publications.cfm?pub=2
https://federation.net.ucf.edu/adfs/ls/?SAMLRequest=nVPBjtowEP2VyHfiJKAsWASJwmGRtt0I0h56qYwzaSw5dtZj79K%2FrxOg5bCLqvpiyfP05r034yXyTvVs7V2r9%2FDiAV106pRGNhYK4q1mhqNEpnkHyJxgh%2FXnJ5bFCeutcUYYRaI1Ilgnjd4Yjb4DewD7KgV83T8VpHWuR0apF00at94abQGBW9Gilw5iYTp6aOXxaBS4NkY0dGiR0fL5UJFoGzRJzQf2v1wN1GDHt1iDiwN1DLWnvG6QKqQk2m0L8oM%2FQJ5O8yRrjgsI56HO8tk0bfJ5OlvMFjzAED3sNDquXUGyJF1MkvlkmlTpnKUJm%2BbfSVRebH6Supb65%2F1MjmcQsseqKidnB9%2FA4qg%2BAMhqOSTLxsb2Juv7tPwaMFn9S5zYL%2BlNm3PPnn0JvLttaZQUv6K1UuZtY4E7KEhK6BV0WQOox6UIA3VwctHGdD23EgcbcOLCXY3cojYq6NxD8z%2B27sIEEwN1eC7D9WZsPQwFRFBZWa6xN9ZdHL%2BnZ3WufeDtT%2FX2F6x%2BAw%3D%3D&RelayState=ss%3Amem%3Abff83221983fd42fc2a53c626eb8dad5e40c3f981cd3db949121bbae1c9706e0
https://federation.net.ucf.edu/adfs/ls/?SAMLRequest=nVPBjtowEP2VyHfiJKAsWASJwmGRtt0I0h56qYwzaSw5dtZj79K%2FrxOg5bCLqvpiyfP05r034yXyTvVs7V2r9%2FDiAV106pRGNhYK4q1mhqNEpnkHyJxgh%2FXnJ5bFCeutcUYYRaI1Ilgnjd4Yjb4DewD7KgV83T8VpHWuR0apF00at94abQGBW9Gilw5iYTp6aOXxaBS4NkY0dGiR0fL5UJFoGzRJzQf2v1wN1GDHt1iDiwN1DLWnvG6QKqQk2m0L8oM%2FQJ5O8yRrjgsI56HO8tk0bfJ5OlvMFjzAED3sNDquXUGyJF1MkvlkmlTpnKUJm%2BbfSVRebH6Supb65%2F1MjmcQsseqKidnB9%2FA4qg%2BAMhqOSTLxsb2Juv7tPwaMFn9S5zYL%2BlNm3PPnn0JvLttaZQUv6K1UuZtY4E7KEhK6BV0WQOox6UIA3VwctHGdD23EgcbcOLCXY3cojYq6NxD8z%2B27sIEEwN1eC7D9WZsPQwFRFBZWa6xN9ZdHL%2BnZ3WufeDtT%2FX2F6x%2BAw%3D%3D&RelayState=ss%3Amem%3Abff83221983fd42fc2a53c626eb8dad5e40c3f981cd3db949121bbae1c9706e0
https://federation.net.ucf.edu/adfs/ls/?SAMLRequest=nVPBjtowEP2VyHfiJKAsWASJwmGRtt0I0h56qYwzaSw5dtZj79K%2FrxOg5bCLqvpiyfP05r034yXyTvVs7V2r9%2FDiAV106pRGNhYK4q1mhqNEpnkHyJxgh%2FXnJ5bFCeutcUYYRaI1Ilgnjd4Yjb4DewD7KgV83T8VpHWuR0apF00at94abQGBW9Gilw5iYTp6aOXxaBS4NkY0dGiR0fL5UJFoGzRJzQf2v1wN1GDHt1iDiwN1DLWnvG6QKqQk2m0L8oM%2FQJ5O8yRrjgsI56HO8tk0bfJ5OlvMFjzAED3sNDquXUGyJF1MkvlkmlTpnKUJm%2BbfSVRebH6Supb65%2F1MjmcQsseqKidnB9%2FA4qg%2BAMhqOSTLxsb2Juv7tPwaMFn9S5zYL%2BlNm3PPnn0JvLttaZQUv6K1UuZtY4E7KEhK6BV0WQOox6UIA3VwctHGdD23EgcbcOLCXY3cojYq6NxD8z%2B27sIEEwN1eC7D9WZsPQwFRFBZWa6xN9ZdHL%2BnZ3WufeDtT%2FX2F6x%2BAw%3D%3D&RelayState=ss%3Amem%3Abff83221983fd42fc2a53c626eb8dad5e40c3f981cd3db949121bbae1c9706e0
https://ucf1.huronresearchsuite.com/IRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5bOID%5bE258B74E9300D14F8F4F7410463EB60D%5d%5d
https://ucf1.huronresearchsuite.com/IRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5bOID%5bE258B74E9300D14F8F4F7410463EB60D%5d%5d
https://ucf1.huronresearchsuite.com/IRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5bOID%5bE258B74E9300D14F8F4F7410463EB60D%5d%5d
https://ucf1.huronresearchsuite.com/IRB/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5BE258B74E9300D14F8F4F7410463EB60D%5D%5D&tab2=147773F5B21DBD429EC0FB75662BD9BC
http://www.research.ucf.edu/Compliance/IRB/About/assurance.html
http://www.research.ucf.edu/Compliance/IRB/About/assurance.html
http://www.research.ucf.edu/Compliance/IRB/About/assurance.html
https://ucf1.huronresearchsuite.com/IRB/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5BE258B74E9300D14F8F4F7410463EB60D%5D%5D&tab2=294B1E5FDD6A8142A2AF57F5F7F197BF
http://www.research.ucf.edu/Compliance/irb.html
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Vice President for Research & Dean, College of Graduate Studies  
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