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Introduction 

 
The Andrews University Institutional Review Board (IRB) is responsible for the review of 

all human subjects research conducted by Andrews University faculty, staff or students, or at 
Andrews University by other entities. The IRB is registered with the Department of Health and 
Human Services Office of Human Research Protections (OHRP) and operates under a Federal 
Wide Assurance (FWA).  The FWA insures that the University IRB policies and procedures abide 
by the guidelines established by the Report of the National Commission for the Protection of 
Human Subjects of Biomedical and Behavioral Research (The Belmont Report) and the OHRP 
Code of Federal Regulations "Protection of Human Research Subjects.”  

The Belmont Report identified three basic ethical principles that should guide all 
research involving human subjects: 

 Respect for persons:  indicates:  1) that individuals should be treated as autonomous 
agents that require informed, voluntary consent to engage in the research and 2) 
that persons with diminished autonomy are entitled to protection 

 Beneficence: is an obligation to:  1) do no harm and 2) maximize possible benefits 
and minimize possible harms 

 Justice: means there should be fairness in distribution of both the benefits and the 
risks associated with the research. 

The IRB seeks to create a collaborative relationship with the research community to 
assure that research with human subjects is conducted in accordance with legal requirements 
and ethical principles. These principles require the balancing of risks to subjects against the 
scientific knowledge to be gained and the potential benefits to subjects and society. The IRB 
also focuses on the informed consent process to assure that subject participation in research is 
voluntary. 

IRB Governance 

 
The Scholarly Research Council serves as the governing body for the IRB.  The Scholarly 

Research Council approves policies recommended by the IRB, and oversees the work of the IRB.  
All policies voted by the Scholarly Research Council must be in harmony with federal 
government guidelines.   

The IRB Chair will provide an annual report of IRB activities to the Scholarly Research 
Council.  Non-substantive procedural changes approved by the IRB are to be reported to the 
Scholarly Research Council.  Substantive procedural changes and all policy changes that have 
been approved by the IRB are recommended to the Scholarly Research Council.  Approval by 
the council is required prior to implementation of substantive procedural or policy changes.   

The Andrews University Dean of Research is the administrative officer with 
responsibility for the IRB.  The IRB will report to the Dean of Research in the event of (a) any 
unanticipated problems involving risks to human subjects, (b) any serious non-compliance by a 
Principal Investigator, or (c) any suspension or termination of IRB approval.  All appeals related 
to IRB decisions will be handled by the Dean of Research (see Dispute section below).   

The Research Integrity and Compliance Officer will oversee the day-to-day details of the 
IRB Office in close cooperation with the IRB Chair and the Vice Chair.   
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While the Scholarly Research Council and Dean of Research have designated 
responsibilities related to the IRB, no decision by the IRB related to the approval or disapproval 
of an application can be overruled by either of them or by any other person or group.  
However, other university entities may impose restrictions on or disallow research that has 
been approved by the IRB. 

IRB Jurisdiction 

 
According to the OHRP Code, all research involving human subjects is to be reviewed 

and approved by the IRB, where “human subjects” and “research” are defined as: 

 “Human subject 
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members are voting members of the IRB. 
A prisoner representative (prisoner, prison c

http://phrp.nihtraining.com/
http://www.andrews.edu/services/research/research_compliance/institutional_review/index.html
mailto:IRB@andrews.edu
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any oral or written materials will be presented to the subjects in a language other than English, 
versions in both English and the other language must be included in the application.   This 
would include recruitment materials, consent forms, surveys, and interview or focus group 
questions. 
 If the researcher is in an Andrews University program in which the instruction and 
evaluation is conducted in a language other than English and the research would fall under the 
“Exempt from IRB Review” or “Expedited Review” categories, the documents may be submitted 
to the IRB in the language used in the Andrews University program.  For these cases, the 
application will be evaluated by an IRB member who is fluent in the language to determine the 
appropriate categorization.  If the project is determined to need Full Review, the documents 
must be presented to the IRB in English. 

There are three IRB application forms:  for studies requiring Expedited or Full Review, 
for studies that are Exempt from IRB Review, and for studies only using pre-existing data.  The 
criteria for the Exempt from IRB Review, Expedited Review, and Full Review categories are 
described later in this Handbook.  These criteria should be reviewed to aid in selecting the 
application form that best matches the research.  However, the IRB, not the researcher, makes 
the determination of the type of review required.   

The information requested in the application form may be submitted either on the 
application form itself or in an attached protocol.   

http://phrp.nihtraining.com/


mailto:IRB@andrews.edu
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 Data collection may not begin until the application has been approved by the IRB.  If the 
application is not approved, the research project may not proceed.  However, if the collection 
of data is only used to shape the research, will not be used as a basis for any results or 
conclusions (e.g., preliminary pilot testing of a survey or interviewing other researchers to 
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Research requiring “Expedited Review” by the IRB Chair or Vice-Chair, or a designee 
appointed by the IRB Chair or Vice-Chair from among IRB members 
Research requiring “Full Review” by the IRB 

Research proposals evaluated by Expedited Review or evaluated to determine if the research 
can be categorized as Exempt from IRB Review are normally reviewed by one IRB member.  
However, if the proposal deals with cultures or technical issues beyond the knowledge or 
expertise of the person normally assigned to review the proposal, evaluation by an additional 
reviewer will be required. 

Research evaluated by the IRB Office as being Exempt from IRB Review. 

 Research requiring IRB evaluation will be declared to be “Exempt from IRB Review” if it 
does not include any of the criteria listed below under the Full Review and Expedited Review 
categories and can be classified under one of the following Federal Exemption (OHRP) 
categories: 

1. Research done in established educational settings and involving normal educational 
practices, such as research on regular and special education instructional strategies, or 

research on the effectiveness of or the comparison among instructional techniques, 

curricula, or classroom management methods. 
2. Research using surveys, interviews, observation of public behavior, or educational 

tests, unless: (i) information obtained is recorded in such a manner that human 

subjects can be identified, directly or through identifiers linked to the subjects; and 

(ii) any disclosure of the human subjects outside of the research could reasonably 

place the subjects at risk of criminal or civil liability or be damaging to the subjects’ 

financial standing, employability, or reputation. 
 Application of this exemption category to research with children is limited to 

the use of educational tests or to observation of public behavior where the 

investigator does not participate in the activities being observed.  It cannot be 

applied to projects involving surveys or interviews with children. 

3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, 
achievement), survey procedures, interview procedures, or observation of public 
behavior not exempt under the previous category but if the human subjects are 
elected or appointed public officials or candidates for public office; or federal 
statutes require without exception that the confidentiality of the personally 
identifiable information will be examined throughout the research and thereafter.  

4. Research involving use of existing data, documents, records, or pathological or 
diagnostic specimens, if these sources are publicly available; or the information is 

recorded by the investigator in such a manner that subjects cannot be identified, 

directly or through identifiers linked to the subjects. 
5. Research and demonstration projects that are conducted by or subject to the approval 

of federal department or agency heads, and that are designed to study, evaluate, or 

otherwise examine: public benefit or service programs; procedures for obtaining 

benefits or services under those programs; possible changes in or alternatives to those 

programs or procedures; or possible changes in methods or levels of payment for 

benefits or services under those programs. This exemption is for federally supported 

projects and is most appropriately invoked with authorization or concurrence by the 

funding agency. The following criteria must be satisfied to invoke this exemption: 
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 The program under study must deliver a public benefit (e.g., financial or 

medical benefits) or service (e.g., social, supportive, or nutritional services);  
 It must be conducted pursuant to specific federal statutory authority; 
 There must be no statutory requirements that the project be reviewed by an 

IRB 
 The project must not involve significant physical invasions or intrusions upon 

the privacy of participants.  
6. Research involving taste and food quality evaluation and consumer acceptance 

studies if wholesome foods without additives are consumed; or if a food is consumed 

that contains a food ingredient at or below the level and for a use found to be safe, by 

the Food and Drug Administration or approved by the Environmental Protections 

Agency or the Food Safe
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After IRB Review 

Changes to research procedures 

It is common for researchers to change their procedures after their applications have 
been accepted by their advisor, committee, and/or IRB.  As it relates to the IRB, all changes in 
procedures must be submitted to the IRB. If an application has required Expedited Review or 
Full Review, all changes other than administrative application corrections (e.g., typographical 
and spelling errors) must be approved by the IRB before being implemented.  The changes must 
be submitted to the IRB Office on the Modification of Procedures Form.    
 If an application submitted to the IRB has been categorized by the IRB Office as Exempt 
from IRB Review, any substantive changes in methodology, whether planned or unplanned, 
including recruitment of subjects, procedures administered to subjects, data collection, and 
treatment of the data must be approved by the IRB before being implemented.  The changes 
must be submitted to the IRB office on the Modification of Procedures Form.   

Examples of substantive changes would include: 
1. Changing the type of subjects recruited 
2. Collecting data from a different organization or site 
3. Changing the experimental treatment 
4. Changing from written consent to implied consent 
5. Changing information on the consent form 
6. Changing the type of questions for a survey, interview or focus group 
7. Changing data collection from surveys to interviews or from interviews to focus 

groups even though the questions remain the same 
8. Adding audio or video recordings 
9. Changing the method of storing of data that would affect confidentiality of the data 
For applications that have been categorized as Exempt from IRB Review, minor or trivial 

methodology changes must be reported to the IRB Office, but do not need IRB approval before 
being implemented.  These changes should be reported as soon as they occur but no later than 
one week after their occurrence.   

Examples of minor or trivial changes would include: 
1. Changing the sample size 
2. Minor changes in the wording of a recruitment document 
3. Minor changes in the wording of questions for a survey, interview, or focus group 
4. Minor changes in the wording on a consent form 
5. Adding questions to surveys, interviews, or focus groups that are similar to 

questions already approved 
6. Changing the dates for data collection 
7. Minor changes in data storage procedures 
8. Altering the amount of time required for an interview 
9. Changing the size of the focus groups 
10. Change in equally qualified study personnel. 
However, changes necessary to deal with emergency situations that involve risk or harm 

to the subjects can be implemented immediately, but the changes should be reported to the 
IRB Office as soon as they occur, but no later than one week after their occurrence. 
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Unanticipated problems and adverse events 

All unanticipated problems or adverse events 
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1. 
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Project completion 

Once the research approved as Expedited Review or Full Review is completed, the PI (or 
research advisor) must notify the IRB, so that the IRB can close the file. 

Records retention 

All records must be 
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information regarding the issues related to the concealment and/or 
deception 

5. at the conclusion of the debriefing all subjects will be offered the opportunity 
to withhold the use of their data if they are unhappy with the concealment 
or deception. 

Data dealing with private or sensitive topics 

 Definition 
Private topics are those that a person would normally not want their personal 
information to be made public. 
Sensitive topics are those 
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7. signed by a person from the institution who is authorized by the institution 
to give institutional consent. 
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representatives. For example, when subjects are minors (under 18) or when they are mentally 
incapacitated, the consent of legal representatives is required. 

The requirement for a signed consent form may be waived if the subjects are under no 
pressure to participate in the research, the research presents no more than minimal risk of 
harm to the subjects, and the research does not involve any procedures for which written 
consent is normally required outside of the research context.  If there is any doubt whether 
coercion or unusual pressure might be occurring in recruiting subjects, an Informed Consent 
Form must be completed by each subject.   
 In cases where the documentation requirement is waived, the investigator must provide 
subjects with an oral or written statement describing the research which includes the relevant 
information normally found in the consent form.  This might include situations such as: 

1. attending a focus group where subjects attend voluntarily with no coercion and 
recruitment materials include the relevant information found in the consent form 

2. administering a web-based survey where the instructions clearly state the relevant 
information found in the consent form. 

Consent documents must be clearly written and understandable to subjects. The 
consent form should include language that is non-technical.  The use of scientific, technical, or 
medical terms or abbreviations should be limited, but where used, should be plainly defined.  If 
the Informed Consent Form will be used in a language other than English, copies of the consent 
form must be submitted with the application in both that language and in an English translation 
(unless the application is not required to be in English).  

Written Informed Consent Form. 

The Informed Consent Form must include the following: 
1. Descriptive information 

a. the relationship of the research and/or researcher to Andrews University.  In 
cases where an anonymously-returned questionnaire substitutes as a form of 
implied consent, the questionnaire instructions or accompanying cover letter 
should clearly identify how the research is connected with Andrews University 

b. a statement that the activity involves research  
c. where the research activity will occur 
d. procedures to be followed including identification of any experimental 

treatments or procedures and the type of data collected 
e. appropriate alternative procedures or course of treatment (in instances where 

therapeutic procedures are involved), if any, that might be advantageous to the 
subjects 

f. the amount of time required for the subjects' participation 
g. how confidentiality of records will be maintained or if the data will be collected 

anonymously 
2. Risks/Benefits 

a. the purpose of the research 
b. the benefit to the subject or to others 
c. a description more than minimal risk that may be involved in the research 
d. for research which may involve more than minimal risk of injury the subject 

should be informed of the following statement which must appear in the 
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consent form: (to be modified for off-campus research). "In the unlikely event of 
injury resulting from this research, Andrews University is not able to offer 
financial compensation or to absorb the costs of medical treatment. However, 
assistance will be provided to research subjects in obtaining emergency 
treatment and professional services that are available to the community 
generally at nearby facilities. My signature below acknowledges my consent to 
voluntarily participate in this research project. Such participation does not 
release the investigator(s), sponsor(s) or granting agency(ies) from their 
professional and ethical responsibility to me." 

3. Participation details 
a. a statement that participation is voluntary, that refusal to participate involves no 

penalty or loss of benefit to which the subjects are otherwise entitled, and that 
the subjects may discontinue participation at any time without penalty or loss of 
benefits to which the subjects are otherwise entitled if they had completed their 
participation in the research 

b. if deception is involved, a statement must be included to the effect that “We 
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c. 
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In the process of evaluating an application, members of the IRB may find procedures 
that are of less than adequate quality, but would not need to be modified to protect 
human subjects.  Examples would include: 
1. Having an inadequate sample size 
2. Including poorly worded questions on a survey 
3. Using an out-of-date procedure. 
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4. Mentally disabled persons 
5. Economically or educationally disadvantaged persons. 

 Evidence needed 
  The extra protection provided to protect their rights and welfare 
 Criteria for approval 

Additional safeguards for protection from risk are required. 

Using invasive procedures 

 Definition 
  An invasive procedure is a medical procedure that involves penetrating the body. 
 Evidence needed 
  Details of any treatment given to subjects 
 Criteria for approval 
  The consent form describes the invasive procedures in detail. 
  There is no reasonable alternative to using invasive procedures to obtain the data. 
  The benefit gained by using invasive procedures outweighs the possible harm. 
  Procedures are done by qualified personnel and with supervision if needed. 
  Risk is minimized. 
 


