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1   PURPOSE 

1.1   This policy establishes the definitions followed by the human research protection 
program. 

 

2 REVISIONS FROM PREVIOUS VERSION 

2.1  NA 

 

3 POLICY 

3.1 Advanced Medical Directive: A document expressing a person’s treatment preferences 
and the designation of a surrogate decision-maker if a person should become unable 
to make medical decisions on their own behalf. 

3.2 Adverse Event (AE): An AE in research can be any unfavorable or unintended event, 
including abnormal laboratory findings, symptom or disease, temporarily associated 
with the research or the use of a medical investigational test article. An AE in research 
may occur even in the absence of any error or protocol deviation and does not 
necessarily have to be caused by any identifiable aspect of the research.   

3.3 Advertising: A public announcement usually by a printed notice or voice or data 
broadcast that describes a project including contact information. Typically, this is used 
for recruitment purposes for a project. 

3.4 Allegation of Non-Compliance: An unproved assertion of Non-Compliance. 

3.5 Assent: An affirmative agreement to participate in research project. The failure to 
object should not, without an affirmative agreement, be construed as assent. 

3.6 Assurance of Compliance (Human Subjects) or Federalwide Assurance (FWA): A 
legally binding written document that commits an institution to complying with the 
Federal Policy (Common Rule) and other applicable Federal and VA standards for the 
protection of human subjects. 

3.7 Authorization Agreement: Also called a Reliance Agreement, is the agreement that 
documents respective authorities, roles, responsibilities, and communication between 
an institution/organization providing the ethical review and a participating institution 
relying on the ethical review.  

3.8 Certification: The official notification by the institution to the supporting Federal 
department or agency component that a research project or activity involving human 
subjects has been reviewed and approved by an IRB in accordance with an approved 
assurance. 

3.9 Children: Are persons who have not attained the legal age for consent to treatments or 
procedures involved in the research, under the applicable law of the jurisdiction in 
which the research will be conducted. 

3.10 Clinical Trial: A research study in which one or more human subjects are prospectively 
assigned to one or more interventions (which may include placebo or other control) to 
evaluate the effects of the interventions on biomedical or behavioral health-related 
outcomes. 

3.11 Coercion: The use of force or intimidation to persuade someone to do something 
which they are unwilling to do. 

3.12 Collaborative Study: A study in which two or more institutions coordinate, with each 
institution completing a portion of the research activities outlined in a specific protocol. 
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3.13 Consent: Refers to an explicit agreement to participate in a certain action, particularly 
and especially after thoughtful consideration. 

3.14 Confidentiality: Refers to the treatment that must be afforded to individually identifiable 
information about research subjects or potential research subjects. Confidential 
treatment of information in the context of research is required for all non-public 
information that has been disclosed by or about research subjects to researchers with 
the expectation that it will not be disclosed to others without permission. 

3.15 Conflicting Interest: Refer to the following University Policies: Policy on Conflict of 
Interest Research 

3.16 Continuing Non-Compliance: A pattern of Non-Compliance that suggests the likelihood 
that, without intervention, instances of Non-Compliance will recur, a repeated 
unwillingness to comply, or a persistent lack of knowledge of how to comply. 

3.17 Covered Entity: A healthcare plan; a healthcare clearing house; a health care provider 
who transmits any health information in electronic form in connection with a transaction 
covered by the provisions of the Privacy Regulation. 

3.18 Decreased Decisional Ability: Are persons who evidence decreased ability to 
understand, communicate, reason, and/or decide. The impairment may be due to 
disorders of a psychiatric, organic (including those suffering from delirium or 
degenerative brain diseases), developmental (e.g., intellectual disability), substance 
misuse (e.g., those under the influence of or dependent on drugs or alcohol), or other 
nature that affects cognitive or emotional functions. Trauma patients, for example, may 
transiently lack decisional ability due to debilitating pain, taking medication to relieve 
debilitating pain, having strong medication side effects, or having trouble 
communicating. 

3.19 Designated Reviewer: The IRB chair or an IRB Member designated by the IRB chair to 
conduct Expedited or Exempt Reviews. 

3.20 Economically disadvantaged: Persons who may struggle to meet their daily necessities 
for themselves or their families. These individuals may be especially vulnerable to 
offers of medical care, remedial education, or financial incentives. 

3.21 Educationally disadvantaged: Persons who may have educational deficits or learning 
disabilities that limit communication with the research team. These individuals may 
have issues understanding the consent process or may have issues that prevent them 
from completing survey or from performing written instructions. These educational 
deficits may not be immediately apparent to researchers. 

3.22 Exculpatory language: Language that waives or appears to waive any of the subject’s 
legal rights or attempts to prospectively remove responsibility from the Sponsor or 
project team. 

3.23 Exempt Review: Certain types of research may be classified as “Exempt” from IRB 
review under federal regulations.  Exempt research is human subject research that 
involves very little, if any, associated risk and falls within six narrowly defined 
categories.  Research that falls into an exempt category still requires submission to the 
IRB for final determination. 

3.24 Expedited Review: The review takes place outside of a regularly convened IRB 
Committee meeting.  Reviews are conducted by the IRB Chair and designated 
expedited reviewers.  “Expedited Review” does not mean that the review will occur 

https://assets.campbell.edu/wp-content/uploads/2016/12/04170357/Conflict_of_Interest_Policy_Draft_111314.pdf
https://assets.campbell.edu/wp-content/uploads/2016/12/04170357/Conflict_of_Interest_Policy_Draft_111314.pdf
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immediately, but rather that the project activities involve no more than minimal risk and 
meet the criteria of one or more of the nine categories as defined by OHRP. 

3.25 Expired/Lapsed Date: The first date that the IRB study is no longer approved. The date 
after the end date of the approval period. 

3.26 External Serious Adverse Event: An Adverse Event that occurs at any outside location 
and does not involve a CU research subject that (1) results in death, (2) is life-
threatening, (3) requires inpatient hospitalization or prolongation of existing 
hospitalization, (4) results in persistent or significant disability/incapacity, (5) results in 
a congenital anomaly/birth defect, or (6) is an important medical event that jeopardizes 
the subject or requires medical intervention to prevent one of outcomes listed above. 

3.27 Finding of Non-Compliance: Non-Compliance in fact. 

3.28 Health Care Proxy: A person or organization with the power to represent or serve in 
the place of another; a legal document in which an individual designates another 
person to make health care decisions if he or she is rendered incapable of making 
their wishes known. The health care proxy has the same rights to request or refuse 
treatment that the individual would have if capable of making and communicating 
decisions. 

3.29 Health Care Power of Attorney (HCPOA): Declarations by patients, made in advance 
of a situation in which they may be incompetent to decide about their own care, stating 
their treatment preferences or authorizing a third party to make decisions for them. 

3.30 Human Research: Any activity that either:1 

3.30.1 Is Research as Defined by DHHS and involves Human Subjects as Defined by 
DHHS; or 

3.30.2 Is Research as Defined by USFDA and involves Human Subjects as Defined 
by USFDA. 

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

3.31.1 Intervention: Physical procedures by which data are gathered (for example, 
venipuncture) and manipulations of the subject or the subject’s environment 
that are performed for research purposes. 

3.31.2 Interaction: Communication or interpersonal contact between investigator and 
subject. 

3.31.3 Private Information: 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). 

                                                
1 The terms “Human Subject Research,” “Research Involving Human Subjects,” “Human Subject 
Research,” “Research Involving Human Subjects,” “Clinical Research,” “Clinical Investigation,” “Clinical 
Study” and similar phrases are considered to be synonyms for the term Human Research. 
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3.31.4 Identifiable Information: Information that is individually identifiable (i.e., the 
identity of the subject is or may readily be ascertained by the investigator or 
associated with the information). 

3.32 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. A human subject includes an individual on whose 
specimen a medical device is used. 

3.33 Identifiable Private Information: means information about a living individual that is used 
for research purposes and includes 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 that the individual can reasonably expect will not be made public (e.g., a medical 
record). Under the OHRP regulations, identifiable private information must be 
individually identifiable (i.e., the identity of the research subject is or may readily be 
ascertained by the investigator or associated with the information) in order for the 
project to constitute research involving human subjects. 

3.34 Identifiable Private Information: M means information about a living individual that is 
used for research purposes and includes 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 that the individual can reasonably expect will not be made public (e.g., a 
medical record). Under the OHRP regulations, identifiable private information must be 
individually identifiable (i.e., the identity of the research subject is or may readily be 
ascertained by the investigator or associated with the information) in order for the 
project to constitute research involving human subjects. 

3.35 Immediate Family: The immediate family of a Faculty member or Staff member 
includes spouse, domestic partner, and dependent children. 

3.36 Impartial Witness: An International Conference on Harmonization Guideline for Good 
Clinical Practice: A person, who is independent of the project, who cannot be unfairly 
influenced by people involved with the project, who attends the informed consent 
process if the subject or subject’s legally acceptable representative cannot read, and 
who reads the consent form and any other written information supplied to the subjects’. 

3.37 Independent assessor: Qualified trained professional who provides an assessment of 
a subject's decisional ability. An independent assessor is not associated with the 
conduct of the project. The independent assessor should not be included as an author 
on any presentation or publication reporting on the project. 

3.38 Institutional Official: The Campbell University Vice President for Academic Affairs and 
Provost. 

3.39 Institutional Profile: A record of information an institution keeps about another 
collaborating institution/organization for one or more Collaborate Studies or Multi-Site 
Studies. 

3.40 Investigator: A principal Investigator (PI) is anyone who engages in the following: 1) 
who leads or directs a research project involving human subjects; 2) who performs 
activities that engage Campbell University in anyone else’s research project; 3) that 
uses Campbell University resources; including lab equipment, physical space, or 
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services; 4) who brings research data onto the campus; who performs any research 
activity on Campbell University campus. 

3.40.1 Investigator as defined by DHHS: Any individuals who in involved in the 
following: 1) Obtaining information about living individuals by intervening or 
interacting with them for research purposes; 2) obtaining identifiable private 
information about living individuals for research purposes; 3) obtaining the 
voluntary informed consent of individuals to be subjects in research; and 4) 
studying, interpreting, or analyzing identifiable private information or data for 
research purposes. 

3.40.2 Investigator as defined by USFDA: An individuals who actually conducts a 
clinical investigation, i.e., under whose immediate direction the test article is 
administered or dispensed to, or used involving, a subject, or in the event of an 
investigation conducted by a team of individuals, is the responsible leader of 
that team. 

3.41 Legally Authorized Representative (LAR): An individual or judicial or other body 
authorized under applicable law to consent on behalf of a prospective subject to the 
subject’s participation in the procedures(s) involved in the research. 

3.41.1 If there is no applicable law addressing this issue, then this individual is 
recognized by institutional policy as acceptable for providing consent in the 
nonresearch context on behalf of the prospective subject to the subject’s 
participation in the procedure(s) involved in the research. 

3.42 Limited-English Proficiency (LEP): A persons who has limited proficiency in spoken or 
written English. 

3.43 Minimal Risk: The probability and magnitude of harm or discomfort anticipated in the 
research that are not greater in and of themselves than those ordinarily encountered in 
daily life or during the performance of routine physical or psychological examinations 
or tests.2 

3.43.1 When following Department of Defense regulations, the definition of minimal 
risk based on the phrase “ordinarily encountered in daily life or during the 
performance of routine physical or physiological examination or tests” shall not 
be interpreted to include the inherent risks certain categories of human 
participants face in their everyday life.  For example, the risks imposed in 
research involving human participants focused on a special population should 
not be evaluated against the inherent risks encountered in their work 
environment (e.g., emergency responder, pilot, soldier in a combat zone) or 
having a medical condition (e.g., frequent medical tests or constant pain). 

3.44 Multi-Site Study: A study in which two or more institutions coordinate, with each 
institution completing all research activities outlined in a specific protocol. 

3.45 Non-Compliance: Non-compliance with the federal regulations governing human 
research or with the requirements or determinations of the IRB that causes harm, 

                                                
2 The phrase “ordinarily encountered in daily life or during the performance of routine physical or 
physiological examinations or tests” should not be interpreted to include the inherent risks certain 
categories of subjects face in their everyday life. For example, the risks imposed in research involving 
human subjects focused on a special population should not be evaluated against the inherent risks 
encountered in their environment (e.g., emergency responder, pilot, soldier in a combat zone) or having a 
medical condition (e.g., frequent medical tests or constant pain). 
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increases the risk of harm, adversely affects the rights or welfare of participants or 
undermines the scientific integrity of the data, or an allegation of such non-compliance. 

3.45.1 In the case of research funded or conducted by the US Department of Defense 
(USDOD), Non-Compliance includes failure of a person, group, or institution to 
act in accordance with Department of Defense (USDOD) instruction 3216.02, 
its references, or applicable requirements. 

3.46 Non-English Proficiency (NEP): A person who has no proficiency in spoken or written 
English. 

3.47 Not Human Subject Research (NHSR): Projects that do not fit the definition of 
research, do not actively involve human subjects, do not access private, identifiable 
human data, and are not purposed to support the marketing of an FDA-regulated drug, 
biologic, or device product. 

3.48 Participating Site (pSite): An institution that participates in a Single IRB (sIRB) Study. 

3.49 Privacy: An individual’s rights to be free from unauthorized or unreasonable intrusion 
into his/her private life and the right to control access to individually identifiable 
information about him/her. The term "privacy" concerns research subjects or potential 
research subjects as individuals. 

3.50 Project Personnel: All individuals who contribute substantially to the scientific 
development and/or execution of a project. 

3.51 Prompt Reporting: Within 5 calendar day of when the PI learns of the event. 

3.52 Personal Identifying Information (PII) (FERPA): Includes but is not limited to a 
student’s name and other direct personal identifiers, such as the student’s social 
security or student number and at Campbell University this includes the student’s 
email address.  Directory information is not considered PII. 

3.53 Protected Health Information (PHI): Individually identifiable health information that is 
(1) transmitted by electronic media; (2) maintained in electronic media; and, (3) 
transmitted or maintained in any other form or medium. For purposes of this definition, 
protected health information excludes individually identifiable health information in: (a) 
educational records covered by the Family Educational Rights and Privacy Act; (b) 
records maintained by an educational agency or institution, or by a person acting for 
such agency or institution, on a student who is eighteen years of age or older, or is 
attending an institution of postsecondary education, which are made or maintained by 
a physician, psychiatrist, psychologist, or other recognized professional or 
paraprofessional acting in his professional or paraprofessional capacity, or assisting in 
that capacity, and which are made, maintained, or used only in connection with the 
provision of treatment to the student, and are not available to anyone other than 
persons providing such treatment, except that such records can be personally 
reviewed by a physician or other appropriate professional of the student’s choice; and 
(c) employment records held by a covered entity in its role as an employer. 

3.53.1 Individually Identifiable Health Information: Information that is a subset of 
health information, including demographic information collected from an 
individual, and 

3.53.1.1 Is created or received by a health care provider, health plan, 
employer, or health care clearinghouse and; 

3.53.1.2 Relates to the past, present, or future physical or mental health or 
condition of an individual; the provision of health care to an individual; 
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or the past, present, or future payment for the provision of health care 
to an individual; and 

3.53.1.3 That identifies the individual; or 

3.53.1.4 With respect to which there is a reasonable basis to believe the 
information can be used to identify the individual. 

3.54 Protocol Deviation: Involves changes to the project design/procedures that are 
considered to be an exception to the IRB approved protocol. 

3.55 Public Use Data: Per 45 CFR 46.101, research using certain publicly available data 
sets does not involve “human subjects”.  The data contained within these specific data 
sets are neither identifiable nor private and thus do not meet the federal definition of 
“human subject” as reviewed and approved by the Institutional Review Board (IRB). 

3.56 Qualified assessor: Trained professional who provides an assessment of a subject's 
decisional ability. A qualified assessor can be a member of the project team and/or 
associated with the conduct of the project who also possess the necessary skills, 
abilities, clinical expertise, and education specific to the disease or disorder being 
studied and who also has a good understanding of the consent process. 

3.57 Reasonable Person: A phrase in law to denote a hypothetical person in society who 
exercises average care, skill, and judgment in conduct and who serves as a 
comparative standard by which to make a determination. 

3.58 Recruitment: Seeking individuals to enroll or participate in research. 

3.59 Reportable Events (RE): Information that becomes known during the course of a 
research study that will need to be reported to the IRB in a timely, meaningful way so 
that research participants can be protected from avoidable harms. This information 
may be Unanticipated Problems Involving Risk to Subjects or Others (UPIRSOs), 
Adverse Events (AEs), Serious adverse event, Unanticipated adverse event, 
unanticipated adverse device effect, external serious adverse event, protocol 
deviation, significant protocol deviation, planned protocol deviation, and/or Non-
compliance with IRB policies and procedures. 

3.60 Related to the Research: A financial interest is Related to the Research when the 
interest is in: 

3.60.1 A sponsor of the research; 

3.60.2 A competitor of the sponsor of the research; 

3.60.3 A product or service being tested; or 

3.60.4 A competitor of the product or service being tested. 

3.61 Research as Defined by DHHS: A systematic investigation, including research 
development, testing and evaluation, designed to develop or contribute to 
generalizable knowledge. The following activities are deemed not to be research: 

3.61.1  Scholarly and journalistic activities (e.g., oral history, journalism, biography, 
literary criticism, legal research, and historical scholarship), including the 
collection and use of information, that focus directly on the specific individuals 
about whom the information is collected. 

3.61.2 Public health surveillance activities, including the collection of testing of 
information or biospecimens, conducted, supported, requested, ordered, 
required, or authorized by a public health authority. 
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3.61.3 Collection and analysis of information, biospecimens, or records by or for a 
criminal justice agency for activities authorized by law or court order solely for 
criminal justice or criminal investigative purposes. 

3.61.4 Authorized operational activities (as determined by each agency) in support of 
intelligence, homeland security, defense, or other national security missions. 

3.62 Research as Defined by USFDA: Any experiment that involves a test article and one or 
more Human Subjects, and that meets any one of the following: 

3.62.1 Must meet the requirements for prior submission to the US Food and Drug 
Administration under section 505(i) of the Federal Food, Drug, and Cosmetic 
Act meaning any use of a drug other than the use of an approved drug in the 
course of medical practice; 

3.62.2 Must meet the requirements for prior submission to the US Food and Drug 
Administration under section 520(g) of the Federal Food, Drug, and Cosmetic 
Act meaning any activity that evaluates the safety or effectiveness of a device; 
OR 

3.62.3 Any activity the results of which are intended to be later submitted to, or held 
for inspection by, the US Food and Drug Administration as part of an 
application for a research or marketing permit. 

3.63 Serious Adverse Event (SAE): An Adverse Event that (1) results in death, (2) is life-
threatening, (3) requires inpatient hospitalization or prolongation of existing 
hospitalization, (4) results in persistent or significant disability/incapacity, (5) results in 
a congenital anomaly/birth defect, or (6) is an important medical event that jeopardizes 
the subject or requires medical intervention to prevent one of outcomes listed above. 

3.64 Serious Non-Compliance: Non-Compliance such that the failure to comply could 
adversely affect the rights, safety, or welfare of a human subject; place a human 
subject at increased risk of harm; cause harm to a human subject; affect a human 
subject’s willingness to participate in research; or damage or compromise the scientific 
integrity of research data. 

3.64.1 For Department of Defense (USDOD) research Serious Non-Compliance 
includes failure of a person, group, or institution to act in accordance with 
Department of Defense (USDOD) Instruction 3216.02 and its references such 
that the failure could adversely affect the rights, safety, or welfare of a human 
subject; place a human subject at increased risk of harm; cause harm to a 
human subject; affect a human subject’s willingness to participate in research; 
or damage or compromise the scientific integrity of research data. 

3.65 Significant Protocol Deviation: A Protocol Deviation that increase the risk to 
participants or others, decrease potential benefits of the project, undermine the 
scientific integrity of the project, or occur more than once. 

3.66 Single IRB (sIRB) Study: A study in which two or more institutions (participating sites, 
or pSites) coordinate to complete the research activities, but all institutions rely on a 
single institution’s/organization’s IRB for ethical review. The reviewing IRB may or may 
not be affiliated with any of the pSites. 

3.67 Suspension of IRB Approval: An action of the IRB, IRB Chair, Institutional Official, or 
designee of the Institutional Official to temporarily or permanently withdraw IRB 
approval of some or all research procedures short of a Termination of IRB Approval. 
Suspended studies remain open and are subject to continuing review. 
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3.68 Termination of IRB Approval: An action of the IRB, IRB Chair, Institutional Official, or 
designee of the Institutional Official to permanently withdraw IRB approval of all 
research procedures. Terminated studies are permanently closed and no longer 
require continuing review. 

3.69 Unanticipated Adverse Device Effect (UADE): Any serious adverse event caused by or 
associated with a device, if that event was not previously identified in nature, severity, 
or degree of incidence in the project protocol, consent form, investigational plan, 
investigational device exemption (IDE) application, or any unanticipated serious 
problem associated with a device and related to the rights, safety or welfare of 
research subjects. 

3.70 Unanticipated Adverse Event (UAE): An Adverse Event that is not consistent in nature, 
frequency, or severity with the current IRB approval protocol, investigator’s brochure, 
device manual/instructions for use, or consent form. 

3.71 Unanticipated Problem Involving Risks to Subjects or Others (UPIRSO): Any 
information, including any incident, experience, or outcome that meets ALL three of the 
following conditions: (1) is unanticipated (in terms of nature, severity, or frequency) 
given (a) the research procedures described in the protocol-related documents, such 
as the IRB-approved research protocol and informed consent document, Instructions 
for Use/Device Manual and/or Investigator’s Brochure; and (b) the characteristics of 
the subject population being studied; (2) is related or possibly related to participation in 
the research (in this document, possibly related means there is a reasonable 
possibility that the incident, experience, or outcome may have been caused by the 
procedures involved in the research) or test article; and (3) suggests that the research 
places human subjects or others at a greater risk of harm (including physical, 
psychological, economic, or social harm) than was previously known or recognized, 
even if no harm has actually occurred. 

3.71.1 For Department of Defense (DOD) research the term Unanticipated Problem 
Involving Risks to Subjects or Others includes any incident, experience, or 
outcome that meets ALL three of the following conditions: 

3.71.1.1 Is unexpected (in terms of nature, severity, or frequency) given the 
procedures described in the research protocol documents (e.g., the 
IRB-approved research protocol and informed consent document) and 
the characteristics of the human subject population being studied. 

3.71.1.2 Is related or possibly related to participation in the research (in this 
Instruction, possibly related means there is a reasonable possibility 
that the incident, experience, or outcome may have been caused by 
the procedures involved in the research). 

3.71.1.3 Suggests that the research places human subjects or others at a 
greater risk of harm (including physical, psychological, economic, or 
social harm) than was previously known or recognized, even if no 
harm has actually occurred. 

3.72 Undue Influence: (as a term in jurisprudence) is an equitable doctrine that involves one 
person taking advantage of a position of power over another person. It is where free 
will to bargain is not possible. 

 

4 RESPONSIBILITIES 
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 4.1 Individuals writing policies and procedures are to indicate terms defined in this policy 
with a single underline. 

4.2  Individuals using policies and procedures are to consult this policy for the definitions of 
single underlined terms. 

 

5 PROCEDURE 

 5.1 None. 

 

6 MATERIALS 

 6.1 None.  

 

7 REFERENCES 

 7.1 45 CFR 46.102. 

 7.2 45 CFR 160.103. 

 7.3 21 CFR 50.3, 21 CFR 56.102, 21 CFR 312.3, 21 CFR 812.2(a), 21 CFR 812.3(p) 

 7.4 DoD Instruction 3216.02, Glossary, Part 2 

 


