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1. Statement of Principles and Purpose 
 
Stockton University is committed to the pursuit of excellence in teaching, research, and 
service. In an effort to maintain these pursuits and permit the advancement of research, 
Stockton has established an Institutional Review Board (IRB) to ensure the welfare, 
safety, and rights of every person who may be involved in research with human 
participants. Stockton gives assurance that it will comply with the Department of Health 
and Human Services (HHS) regulations for the Protection of Human Research Subjects 
(§45 CFR 46
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When Stockton University is engaged in research, the Institutional Official2 may choose 
to enter into an agreement to cede review to an external IRB.  See Section 27 for 
additional information on agreements.  

3. Required Training For Researchers 
Stockton University is committed to providing training and on-going education for 
investigators and research staff members on human subjects protections and other 
relevant topics.  

A. Initial Training  
All researchers at Stockton University must complete Collaborative Institutional Training 
Initiative (CITI) tutorials on Conflict of Interest (COI) and Responsible Conduct of 
Research (RCR) training. Investigators and research staff who interact or intervene with 
subjects or use a subject’s identifiable information for the purposes of research must 
complete Human Subjects Research (HSR) courses relevant to the type of research 
being conducted and/or to the investigator or staff member’s responsibilities.  
 
Students who wish to participate in faculty or staff-led research projects must complete 
the CITI’s Student Researcher module.  Students who are completing theses, 
dissertations, or distinction projects should complete the Human Subjects Research 
(HSR) courses relevant to the type of research being conducted. The Student Learner 
module is recommended for students who are enrolled in research courses.  
 
The CITI website is available here and an information sheet detailing Stockton’s CITI 
training requirements may be found here 



https://stockton.edu/research-sp0 R/BS/r/r7e-pro-8.963 704.131]/StructParent 188/Subt97
http://www.hhs.gov/ohrp/education/index.html
http://cme.nci.nih.gov/
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institution of higher education or other entity, by anyone affiliated with Stockton 
University (i.e., faculty, adjuncts, staff, students). 

5.  Enactment 
Enactment of the Institutional Review Board Guidelines for the Protection of Human 
Participants in Research is subject to currently approved procedures at Stockton 
University. See Procedure 1060 for more information.  
 
Amendments will be required to reflect changes in Federal, State, and/or Local 
legislation. In the event of legislative changes impacting research and compliance the 
IRB Chair, Administrator, and Compliance Officer must consult to determine the 
appropriate amendment proposal to maintain legal compliance. The IRB Chair will 
inform the IRB of these changes on an annual basis at a convened IRB meeting.  

6. Institutional Official  
The Institutional Official (IO) is the individual who is legally authorized to act for the 
institution and on behalf of the institution and obligates the institution to the Terms of the 
Federalwide Assurance (FWA). The IO is responsible for ensuring that the larger 
Human Research Protections (HRPP) program functions effectively and that the 
institution provides the resources and support necessary to comply with all 
requirements applicable to research involving human subjects. At Stockton, the IO holds 
the rank and authority to ensure that all obligations of the HRPP and FWA are carried 
out effectively and efficiently. The IO is appointed by the University President without 
specific term limits.  
  
Stockton’s IO, in conjunction with the IRB and other entities of the HRPP, will promote 
and support an institutional culture of respect and conscience, so that the ethical 
conduct of human subjects research is maintained at all levels of the organization. 

https://stockton.edu/policy-procedure/documents/procedures/1060.pdf
https://www.hhs.gov/ohrp/sites/default/files/ohrp/assurances/forms/fwatermsjun14.pdf
https://www.hhs.gov/ohrp/sites/default/files/ohrp/assurances/forms/fwatermsjun14.pdf
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/2008-september-18-letter-attachment/index.html
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�” Ensuring that sufficient resources, space, and staff are available to support the 
operation of the IRB; 

�” Ensuring that sufficient resources, training, and educational opportunities are 
available for the IRB and investigators; 

�” Ensuring that effective mechanisms for institution-wide communication and 
guidance on human subjects research are available; 

�” Authorizing necessary administrative or legal action, if required, related to HRPP.  
 
The IO may delegate the performance of certain oversight and operational duties to one 
or more individuals. Any delegation of duty must be in writing. As with any institution, 
the IO does not have the authority to approve research that has been disapproved or 
not yet approved by the IRB, but may disapprove research approved by the IRB. Any 
disapproval of research by the IO needs written justification, provided to the investigator 
and IRB, that indicates what University Policy or Procedure prevents the research from 
institutional approval.  

7. Executive Director of ORSP 
The Executive Director (ED) is the individual responsible for overseeing the ORSP. As 
the ED, they are responsible for the University’s research integrity, regulatory 
compliance and the overall guidance, management, and execution of Stockton 
University’s sponsored research activities. Responsibilities of the ED includes but is not 
limited to:  

�x Ensuring that adequate personnel, space, and other resources are allocated to 
the IRB; 

�x Connecting researchers to appropriate regulatory departments and personnel 
regarding their proposal, (e.g., Tax Department, Legal Department, Compliance 
Officer, IRB Administrator, etc.); 

�x Performing periodic evaluations of ORSP administrative 



https://www.hhs.gov/ohrp/sites/default/files/ohrp/assurances/forms/fwatermsjun14.pdf
https://www.hhs.gov/ohrp/register-irbs-and-obtain-fwas/index.html
https://ohrp.cit.nih.gov/search/search.aspx?styp=bsc
https://ohrp.cit.nih.gov/search/search.aspx?styp=bsc
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FWA FWA00014746 

IORG IORG0005882 

IRB Registration IRB00010183 
 
All members, the Chair, and the IO are included in the OHRP IRB registration. Per 
federal requirements, each IRB must renew its registration every three years. An IRB 
registration also must be updated within 90 calendar days after changes occur. 

B. Authority of the IRB  
Under §46.109, IRBs have the authority: 

�” To approve, require modifications to secure approval, or disapprove human 
subjects research activities, including exempt research activities; 

�” To require that informed consent is obtained and documented in accordance with 
regulatory and policy requirements, unless the IRB determines that the criteria for 
the waiver or alteration of such requirements have been satisfied and approves 
the waiver or alteration. The IRB may require that information, beyond what is 
required, be given to the subjects when it would meaningfully add to the 
protection of the rights and welfare of subjects; 

�” To conduct continuing review of research requiring review by the convened IRB 
at intervals appropriate to the degree of risk of the research, but not less than 
once per year, 

�” To suspend or terminate approval of research not being conducted in 
accordance with the IRB’s requirements or that has been associated with 
unexpected serious harm to participants;   
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and adequately protects research participants. Specifically, the IRB is responsible for 
ensuring that (1) risks to subjects are minimized and are reasonable in relation to 
potential benefits of the investigation, (2) selection of subjects is equitable, (3) informed 
consent is obtained by adequate and appropriate means, and (4) ongoing research is 
reviewed at least every 12 months.  

i. Risk to Benefit Ratio and the IRB’s Responsibility 
One of the ethical justifications for research involving human subjects is the social value 
of advancing scientific understanding and promoting human welfare by improving health 
care or social understanding. Stockton’s IRB considers study design and the overall 
quality of a study in order to effectively evaluate the risk-benefit ratio and to ensure that 
risks to subjects are reasonable in relation to the knowledge that may reasonably be 
expected to result. In order to assess the risks and benefits of the proposed research, 
the IRB must determine that: 

�” The research uses procedures consistent with sound research design; 
�” The research design is sound enough to reasonably expect the research to 

answer its proposed question; and 
�” The knowledge expected to result from this research is sufficiently important to 

justify the risk. 
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