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Policy Statement 
Campbell University is committed to protecting the rights and welfare of participants in Human Subject 
Research. The University has established a Human Research Protection Program (HRPP) to comply with the 
ethical and legal requirements for the conduct and oversight of Human Subject Research. Campbell University’s 
Office of the Institutional Review Board (IRB Office), which is responsible for supporting the administration of 
the Institutional Review Board (IRB), works with the IRB and other Campbell University units to ensure 
compliance with the HRPP.  

  

Purpose: In order to promote ethical human research at Campbell University, Incorporated (“Campbell 
University”) and facilitate compliance with applicable laws, regulations and policies, this 
Policy establishes the framework for the University’s Human Research Protection Program 
and provides information on how to report allegations of noncompliance in human subject 
research. 

Procedure: 1.0 Reporting Concerns 
Any person having concerns about the conduct of Human Subject Research at 
Campbell University is strongly encouraged to report incidents involving perceived 
noncompliance through one of the following mechanisms: 
 
1.1 IRB Office: 

• IRB Coordinator 
Shawn Leming 
910-893-7780 
irbadmin@campbell.edu 

• IRB Chair 
Miranda van Tilburg 
910-814-4931 
irbchair@campbell.edu 

• Research Integrity Officer (RIO): 
Michael Mahalik 
910-893-1785 
mahalikm@campbell.edu 

• Responsible Conduct of Research (RCR) coordinator 

mailto:irbadmin@campbell.edu
mailto:irbchair@campbell.edu
mailto:mahalikm@campbell.edu
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David Eagerton 
910-893-1696 
eagerton@campbell.edu 

 
Campbell University prohibits retaliation against individuals who, in good faith, report 
alleged non-compliance. See the University’s Whistleblower Policy. 

 
2.0     Responsibilities 

2.1       The IRB Office and the IRB have the responsibility of investigating allegations 
of noncompliance in Human Subject Research and imposing corrective actions 
as needed. In addition to audits conducted by the IRB Office in response to 
reports of alleged noncompliance, the IRB Office also conducts routine post-
approval monitoring of Human Subject Research studies in order to review 
and ensure compliance in the conduct of Human Subject Research at 
Campbell University. 

2.2 The Vice President for Academic Affairs and Provost (VPAAP) may impose 
additional corrective actions up to and including barring individuals from 
conducting Human Subject Research at Campbell University if the VPAAP 
concludes such actions are required to maintain compliance with the HRPP. 

2.3 The IRB Office, in supporting the IRB and administering the HRPP, interacts 
and coordinates with several units at Campbell University to ensure 
compliance, including, but not limited to: 

• School Deans/Department Chairs: Aid in fostering and enabling 
compliant Human Subject Research by receiving and assessing 
reports of non-compliance and supporting the education and 
training of personnel. 

• Office of Sponsored Research and Programs: Assists investigators in 
proposing and managing sponsored programs, including Human 
Subject Research studies. 

• Institutional Biosafety Committee (IBC): Provides the management 
and operational support for the recombinant DNA safety program to 
ensure the safe, compliant conduct of recombinant DNA research. 

• Laboratory Safety Committee: Provides the management and 
operational support for laboratory health and safety to ensure the 
safe, compliant use of biohazardous materials. 

• Research Ethics and Compliance Committee: Partners with and 
educates the research community with respect to appropriate 
practices related to the conduct of research and monitors and 
corrects noncompliance. 

• Registrar’s Office: Provides the determination, approval and release 
of student’s privately identifiable information contained in the 
student’s school record, which is covered under FERPA regulations. 

mailto:eagerton@campbell.edu
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• Office of General Counsel: Provides legal advice to the IRB Office 
related to policies, procedures and the conduct of Human Subject 
Research. 

  

Scope: Campbell University is committed to protecting the rights and welfare of human research 
participants and ensuring compliance with all applicable ethical and legal requirements. This 
policy applies to all members of the Campbell University community including non-Campbell 
employees who are affiliated with the University by contract or agreement. 

Exclusions: Members of the Campbell University community including non-Campbell employees who are 
affiliated with the University by contract or agreement and are not conducting human 
subjects research. 

Enforcement: Corrective actions are imposed as needed, additional internal audits may be conducted by 
the IRB Office, additional corrective actions may be required and individuals may be barred 
from conducting Human Subject Research at Campbell University. 

Publication: On Campbell University’s IRB webpage located at https://assets.campbell.edu/wp-
content/uploads/2018/09/HSR-020-HRPP-Policy-Compliance-and-Reporting-of-Non-
Compliance.pdf . 

Duration: Until regulatory requirements change. 

Review Period: This HRPP Policy is to be approved by the Institutional Official or his/her designee. This plan 
is intended to be flexible and readily adaptable to changes in regulatory requirements. The 
Institutional Official or designee has the responsibility to review this plan to assess whether it 
is providing the desired results and may amend this plan as deemed necessary. 

Definitions: Engaged in Human Research: In general, the Institution is considered engaged in Human 
Research when the Institution’s employees or agents for the purposes of the Human 
Research obtains: (1) data about the participants of the research through intervention or 
interaction with them; (2) identifiable private information about or identifiable biospecimens 
from the participants of the research; or (3) the informed consent of human participants for 
the research. The Institution follows Office for Human Research Protections (OHRP) guidance 
on “Engagement of Institutions in Research”1 to apply this definition and exceptions to this 
definition. 
Human Research: Any activity that either: 

• Is “Research” as defined by Department of Health and Human Service (DHHS) and 
involves “Human Participants” as defined by DHHS (“DHHS Human Research”); or 

• Is “Research” as defined by United States Federal Drug Administration (USFDA) and 
involves “Human Participants” as defined by USFDA (“USFDA Human Research”). 

Human Subject as Defined by DHHS: “A living individual about whom an investigator 
(whether professional or student) conducting research (1) obtains information or 
biospecimens through Intervention or Interaction with the individual, and uses studies, or 
analyzes the information or biospecimens, or (2) obtains, uses, studies, analyzes, or 
generates identifiable private information or identifiable biospecimens.”2 
For the purpose of this definition: 



HSR-020  
HRPP Policy: Human Subject Research Compliance and 
Reporting of Non-Compliance 
Date of Current Revision: 11/04/2020 
Primary Responsible Officer: Institutional Official, Vice President 
                                                    for Academic Affairs and Provost 

Page 4 of 5 

• Intervention means both physical procedures by which information or biospecimens 
are gathered (for example, venipuncture) and manipulations of the subject or the 
subject’s environment that are performed for research purposes. 

• Interaction means communication or interpersonal contact between investigator 
and subject. 

• Private Information means information about behavior that occurs in a context in 
which an individual can reasonably expect that no observation or recording is taking 
place, and information that has been provided for specific purposes by an individual 
and which the individual can reasonably expect will not be made public (for 
example, a medical record). 

• Identifiable Private Information means private information for which the identity of 
the subject is or may readily be ascertained by the investigator or associated with 
the information. 

• Identifiable Biospecimen means a biospecimen for which the identity of the subject 
is or may readily be ascertained by the investigator or associated with the 
biospecimen. 

Human Subject as Defined by USFDA: “An individual who is or becomes a subject in research, 
either as a recipient of the test article or as a control. A subject may be either a healthy 
human or a patient.”3 A human subject includes an individual on whose biospecimen 
(identified or unidentified) a medical device is used. 
Institutional Review Board (IRB): Committee authorized to review, approve, require 
modifications (to secure approval) or disapprove all Human Subject Research at the 
Institution in accordance with all federal, state and local regulatory requirements as well as 
Institutional policies and procedures. 

  

SACSCOC: Not Applicable 

Accreditation: Federalwide Assurance applies whenever this Institution becomes engage in human subjects 
research conducted or supported by any U.S. Federal Policy for the Protection of Human 
Subjects. 

Related Forms, 
Policies, or 
Tools: 

1 http://www.hhs.gov/ohrp/policy/engage08.html 
2U.S. Department of Health and Human Services, Protection of Human Subjects, 45 CFR 46 
3U.S. Food and Drug Administration, Protection of Human Subjects, 21 CFR 50 
HRPP Policy: Human Research Protection Program Plan 
Campbell University Code of Ethics 
Campbell University Best Practices Handling of Personally Identifiable Information (PII) 
Campbell University Conduct and Discipline Policy 
Campbell University FERPA Policy 
Campbell University Privacy Policy 
Campbell University Whistleblower Policy 
Campbell University Faculty Integrity in Research Policy 

 
To determine approval level, please consult your respective Vice President. 

http://www.hhs.gov/ohrp/policy/engage08.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50
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