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Millikin University Institutional Review Board Guidelines 
 
1. Introduction 

Institutional Review Boards (IRBs) are mandated by Federal law to guarantee the 
protection of human participants in research and to ensure full compliance by both 
investigators and institutions with federal regulations. These regulations are based on 
ethical principles established by the Nuremberg Code and the Belmont Report and are 
explicated in the Common Rule for the Protection of Human Participants (45 CFR 46). 
1.1.  Nuremberg Code. The extent to which humans could be exploited in the name of 

research was reported during the war criminal trials following World War II. The 1947 
Nuremburg Code was written as a result of the unethical human behavior that 
occurred. The Nuremberg Code consists of 10 

https://ori.hhs.gov/content/chapter-3-The-Protection-of-Human-Subjects-nuremberg-code-directives-human-experimentation
https://ori.hhs.gov/content/chapter-3-The-Protection-of-Human-Subjects-nuremberg-code-directives-human-experimentation
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html
http://www.hhs.gov/ohrp/humansubjects/commonrule/


https://www.citiprogram.org/index.cfm?pageID=22
https://phrp.nihtraining.com/
https://ori.hhs.gov/education/products/montana_round1/human.html
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2.6.9. If a researcher believes that an IRB decision is unfair or unreasonably restrictive 
the matter should first be discussed with the IRB Chair. The researcher should 
present reasons why he or she believes that the proposed research is in 
compliance with University policy and Federal regulations for the protection of 
human participants. If this negotiation fails, the investigator has the right to 
formally appeal the IRB decision. 

2.6.10.  Appeals to an IRB decision on a proposal should be submitted in writing and 
will be considered by the full IRB. The researcher is encouraged to seek the 
advice or opinion of an objective, qualified consultant to support the claim that 
the proposed research is in compliance with Federal regulations for the 
protection of human participants. The principal investigator must appear before 
the IRB to present 
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member should privately discuss their concerns with and seek the advice of the 
IRB Chair.  

3. Classification of Research Studies 
All research activities conducted within Millikin University, or under its auspices, by its 
faculty, staff, students, or external researchers in which human participants take part will 
be classified as one of the following: exempt from IRB review, eligible for expedited IRB 
review, or requiring a full IRB review. These 3 classification categories found in 45 CFR 
46.101, 46.108, 46.109, and 46.110 
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observation of public behavior, 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' responses outside 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.   

3.1.4.  Research involving the use of educational tests (cognitive, diagnostic, 
aptitude, achievement), survey procedures, interview procedures, or 
observation of public behavior that is not exempt under 3.1.3 of this section, 
if: (i) the human subjects are elected or appointed public officials or 
candidates for public office; or (ii) federal statute(s) require(s) without 
exception that the confidentiality of the personally identifiable information will 
be maintained throughout the research and thereafter.  

3.1.5. Research involving the collection or study of existing data, documents, 
records, pathological specimens, or diagnostic specimens, if these sources are 
publicly available or if the information is recorded by the investigator in such a 
manner that subjects cannot be identified, directly or through identifiers linked 
to the subjects. 

3.1.6. Research and demonstration projects which are conducted by or subject to the 
approval of department or agency heads, and which are designed to study, 
evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) 
procedures for obtaining benefits or services under those programs; (iii) 
possible changes in or alternatives to those programs or procedures; or (iv) 
possible changes in methods or levels of payment for benefits or services 
under those programs. 

3.1.7. Taste and food quality evaluation and consumer acceptance studies, (i) if 
wholesome foods without additives are consumed or (ii) if a food is consumed 
that contains a food ingredient at or below the level and for a use found to be 
safe, or agricultural chemical or environmental contaminant at or below the 
level found to be safe, by the Food and Drug Administration or approved by 
the Environmental Protection Agency or the Food Safety and Inspection 
Service of the U.S. Department of Agriculture. 

           3.2. Expedited Review. An expedited review is conducted by a subcommittee of the IRB 
consisting of the IRB Chair and one or more IRB members designated by the Chair 
or by two or more experienced reviewers designated by the Chair 

)
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review time may be extended another 30 days beginning with the researcher’s 
submission of revisions or responses to IRB questions.  
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The principal investigator and other members of the research team (CI, PS) are governed 
by federal regulations as set forth in The Common Rule (45 

https://www.citiprogram.org/index.cfm?pageID=22
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IRB review and approval of the requested changes, the researchers may change their 
research procedures.  

5.5.  Researchers must report any emergent problems
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that copyrighted material intended for use in research is used properly and that copyrights 
are not violated. It is the responsibility of the University to inform the University community 
of the IRB policies and procedures related to the legal and ethical obligations of persons 
conducting research.  

 
7.  IRB Procedures and Guidelines for Reviewing Research 

7.1.  Excluding human research that meets the “exempt from review criteria,” the IRB shall 
review and have authority to approve, require modifications in, or disapprove all other 
research activities involving human participants. The IRB shall require that 
information given to participants as part of the consent process is in accordance both 
with this policy, and other legal and ethical requirements.  The IRB shall require 
documentation of consent in accordance with the criteria set out below. 

7.2.  The IRB shall notify investigators and the institution, in writing, of its decision to 
approve or disapprove the research proposal or table the research proposal until 
such modifications are made that secure IRB approval of the research proposal.  If 
the IRB decides to disapprove a research project, it shall include in its written 
notification to the researcher a statement of the reasons for the IRB’s decision. The 
investigator may appeal the IRB decision in writing or request to speak to the IRB as 
noted in Sections 2.6.7., 2.6.8., and 2.6.9. 

7.3.  The IRB shall conduct annual reviews of continuing research covered by this policy at 
intervals appropriate to the degree of risk to human participants, but not less than 
once per year. Researchers will be notified 30 days prior to the expiration date of 
their study to submit a request for continuing research review. The expiration date 
will be based on the original approval date of the research study.  

7.4.  In order to approve research, the IRB shall determine that all of the following 
requirements are satisfied: 
7.4.1. Risks to participants are minimized: (a) by using procedures which are 

consistent with sound research design, and which do not unnecessarily expose 
participants to risk, and (b) whenever appropriate, by using procedures 
already being performed on the participants for diagnostic or treatment 
purposes.  

7.4.2. Risks to participants are reasonable in relation to anticipated benefits if any, 
to participants, and the importance of the knowledge that may reasonably be 
expected to result.  In evaluating risks and benefits, the IRB will consider only 
those risks and benefits that may result from the research (as distinguished 
from risks and benefits of therapies participants would receive even if not 
participating in the research). The IRB will not consider possible long-range 
effects of applying knowledge gained in the research (for example, the 
possible effects of the research on public policy) as among those research 
risks that fall within the purview of its responsibility.  

7.4.3. Selection of participants is equitable. In making this assessment the IRB will 
take into account the purposes of the research and the setting in which the 
research will be conducted. By law, the IRB must be cognizant of the special 
problems of research involving vulnerable populations defined as: children and 
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minors, prisoners, pregnant women, human fetuses, and neonates. Additional 
consideration is given to the informed consent process for physically or 
mentally disabled persons, or economically or educationally disadvantaged 
persons. 

7.4.4. Consent will be sought and documented from each prospective participant 
and/or the participant's legally authorized representative in accordance with, 
and to the extent required below (see Section 8.). In addition to consent from 
a participant’s legally authorized representative, assent will be sought from 
each participant when appropriate. 

7.4.5. The research plan makes adequate provision for monitoring the data collected   
to ensure the safety of participants. 

7.4.6. There are adequate provisions to protect the privacy of participants and to 
maintain the confidentiality of data. 

7.4.7. When some or all of the participants are likely to be vulnerable to coercion or 
undue influence (e.g., children, prisoners, physically or mentally disabled, or 
economically or educationally disadvantaged persons), appropriate safeguards 
have been included in the study to protect the rights and welfare of these 
participants. 

7.5. The IRB shall report any serious or continuing noncompliance by investigators to 
the Provost and to the Secretary of the Department of Health and Human Services 
in accordance with 45 CFR 46 guidelines. 

 
8. Informed Consent and Assent 

Except as provided elsewhere in this policy, no investigator may involve a human being as a 
participant in research covered by this policy unless the investigator has obtained legally 
effective informed consent of the participant and/or the participant's legally authorized 
representative. Researchers must also solicit the assent of children when, in the judgment 
of the IRB, the children are capable of providing assent. 
An investigator shall seek consent only under circumstances that provides the prospective 
participant and/or the legally authorized representative sufficient opportunity to consider 
whether or not to participate, and in a manner that minimizes the possibility of coercion or 
undue influence. The information that is given to the participant and/or the representative 
shall be in language understandable to the participant or the legally authorized 
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Basic Elements of Informed Consent.  In seeking informed consent, the following 
information shall be provided to each participant or their legally authorized representative: 

8.1.1. A statement that the study involves research, an explanation of the purposes of 
the research, the expected duration of the participant's participation, a 
description of the procedures to be followed, the identification of any 
procedures which are experimental and any expected debriefing. 

8.1.2. Description of any reasonably foreseeable risks or discomforts to the participant. 
If 



Page	17	of	25	
	





Page	19	of	25	
	

10.3. No IRB member may participate in the deliberations on projects in which they are 
involved with the exception of providing information on such projects where 
appropriate. See Section 2.7. for more details. 

10.4. IRB members may not vote on projects in which they are involved; proxy votes will 
not be accepted. (See Section 2.7). 

10.5. Proposals are approved if they receive a majority of the votes of eligible voting IRB 
members present at a convened meeting. 

10.6. Alternate IRB members may not vote, unless they are filling in for an absent, regular 
member of the IRB. 

10.7. The IRB Chair votes only when there is a tie vote among the IRB members on a 
particular item of IRB business, and as long as there is no conflict of interest on the 
part of the IRB Chair. 

11. Final Approval Requirements 
Before a research proposal can be implemented, all modifications required by the IRB 
must be made, and a corrected copy of the proposal and consent forms (with assent 
forms if relevant) must be filed with the IRB. Upon final review of the amended research 
proposal, a letter from the IRB Chair will be sent to the Principal Investigator, Co-
Investigators, and the Project Supervisor (when the principal investigator is a student) 
indicating that the study may be initiated. All student projects must be sponsored by a 
faculty or staff member from the student’s institution. A copy of the approved consent 
form that is stamped with the expiration date will be sent with this approval letter. 
Investigators must use copies of the IRB approved consent and assent forms. 

 
12. IRB Documentation of Records 
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review will be emailed to members and posted to the IRB Moodle page a minimum 
of one week prior to the monthly scheduled meeting at which the proposal is to be 
discussed. 

12.6.  A list of IRB Board members, identified by name, earned degrees, representative 
capacity, indications of experience, term of appointment, employment or other 
relationship between the IRB member and the institution, sufficient to describe 
each member's anticipated contributions to IRB deliberations. 

12.7.  All written procedures and policies related to IRB activities. 
12.8.  Any statements of significant new findings provided to participants. 
12.9.  Continuing education documentation of IRB members as it relates to human 

participant research and IRB duties (See Section 2.4. for CITI Program certification 
document requirements). 

12.10. Research records, including informed consent documentation shall be retained for 
at least 3 years after completion of the study by the Primary Investigator, and the 
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Investigator MUST complete the “Adverse Event & Ethics Complaint 
Report” form (Appendix E on the IRB web page) and submit copies 
electronically to the Millikin IRB office, the IRB Chair, and the Provost.   
Depending on the details, the IRB may opt to reexamine the risk/benefit 
ratio of the research project and decide to suspend, require 
modifications, or allow the study to proceed.  

14.4. Review of Adverse Event Reports. The IRB reviews and acts on the submission of an 
adverse event and ethics complaints in a timely manner. The Millikin University IRB 
tracks all adverse events and ethics complaints by their assigned research proposal 
number. 
14.4.1.  All adverse events will be reviewed by the IRB Chair and reported to the 

Provost.  
14.4.2.  If the Millikin IRB Chair feels the adverse event requires full board 

consideration, the principal investigator will be notified in writing and the 
adverse event will be reviewed either at the next IRB meeting or a specially 
called meeting. The IRB may temporarily suspend the study until the adverse 
event is reviewed.  

14.4.3.  If the adverse event can be reviewed administratively, the Millikin IRB staff will 
process the report and the IRB Chair will submit a letter of acknowledgement. 
The adverse event will be reported at the next IRB meeting. 

14.4.4.  If the IRB records show that a reported adverse event is being experienced 
multiple times and is not listed in the consent form as a risk, the IRB may 
require that the consent form be amended and that: 1) the event be added to 
the amended consent form and provided to all current subjects, or 2) the event 
be added to the amended consent form and use with new participants enrolling 
in the study.  

14.4.5.  The IRB has the authority to request that the currently approved consent form 
be revised, 
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https://www.fda.gov/drugs/drug-approvals-and-databases/fda-adverse-event-
reporting-system-faers` 

14.6. Consequences of Not Reporting in the Required Timeframe or of Incomplete 
Reporting. Reporting adverse events according to the listed time frames is a 
requirement of investigators. Investigators who routinely report adverse events later 
than the prescribed timetable or provide insufficient information face possible 
sanctions.  
 
Depending on the seriousness of the offense and risk to the research subjects, 
Millikin’s IRB may proceed to suspend and or terminate the study. Millikin University 
IRB will be responsible for reporting 

https://www.fda.gov/drugs/drug-approvals-and-databases/fda-adverse-event-reporting-system-faers
https://www.fda.gov/drugs/drug-approvals-and-databases/fda-adverse-event-reporting-system-faers
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IRB if the research will take place at Millikin University or if the researcher is faculty, 
staff, or a student of Millikin University.  

17.2.   Any Millikin University faculty, staff, or student who is a Principal Investigator or Co-
Investigator on a project jointly conducted by another institution or agency, 
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