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POLICY

Before a human subject participates in research covered by this policy, an investigator shall
obtain the legally effective informed consent of the subject. Informed consent is an agreement
by an individual who is competent and of legal age to participate in research. Consent is
typically obtained by written signature. For web-based research, consent can be obtained by
requiring participants to respond to a survey question affirming their consent to participate.

Vulnerable populations require additional protections when they are prospective research
subjects. These protections are outlined in 45 CFR part 46, Subpart B for pregnant women, and
Subpart C for prisoners. Studies involving children should follow the NEIU Assent and Parental
Permission SOP.

Any consent information that is given to the subject shall be in language understandable to the subject
and written at an appropriate level, usually no higher than 8th grade reading level.

No informed consent may include any exculpatory language through which the subject
is made to waive or appear to waive any of the subject's legal rights, or releases or
appears to release the investigator, the sponsor, the institution, or its agents from
liability for negligence.

Informed Consent

Informed consent must begin with a concise and focused presentation of the key information
that is most likely to assist a prospective subject in understanding the reasons why one might or
might not want to participate in the research. This part of the informed consent must be
organized and presented to the prospective subject in a way that facilitates comprehension.
After presenting consent, the researcher should ask a few questions regarding the research to
evaluate the subject’s understanding of the research. Possible questions include:

a. Name at least two things that you will be expected of you during the study.

b. Do you have to participate in this research? Or is it Ok to say, “No?”

c. If you want to drop out of this study, when can you do this?

Development of consent form. The NIEU IRB created Checklist assists researchers in
developing a consent form that includes all the required elements listed below.

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

b. A description of any reasonably foreseeable risks or discomforts to the subject;

c. A description of any benefits to the subject or to others that may reasonably be
expected from the research;

d. A disclosure of appropriate alternative procedures or courses of treatment, if any, that
might be advantageous to the subject;

e. A statement describing the extent, if any, to which confidentiality of records identifying
the subject will be maintained;

f. For research involving more than minimal risk, an explanation as to whether any
compensation and an explanation as to whether any medical treatments are available if
injury occurs and, if so, what they consist of, or where further information may be
obtained;

g. An explanation of whom to contact for answers to pertinent questions about the
research and research subjects' rights, and whom to contact in the event of a research-
related injury to the subject;

h. A statement that participation is voluntary, refusal to participate will involve no penalty or



-

loss of benefits to which the subject is otherwise entitled, and the subject may
discontinue participation at any time without penalty or loss of benefits to which the
subject is otherwise entitled,;

The consequences of a subject's decision to withdraw from the research and
procedures for orderly termination of participation by the subject; and

The approximate number of subjects involved in the study.

Waiver or alteration of consent

The NEIU IRB may waive the requirement to obtain informed consent for research or alter
consent to omit some or all of the elements of informed consent provided the IRB satisfies the
following requirements:

a.
b.

The research involves no more than minimal risk to the subjects;

The research could not practicably be carried out without the requested waiver or
alteration (e.g., full disclosure of the purpose of the research would bias the results and
render the outcomes of the research useless);

If the research involves using identifiable private information, the research could not
practicably be carried out without using such information in an identifiable format;

The waiver or alteration will not adversely affect the rights and welfare of the subjects;
and

Whenever appropriate, the subjects will be provided with additional pertinent information
after participation.

Passive Consent

If a researcher wishes to analyze data collected for other purposes (e.g., education records)
with minimal risk to the subject, the researcher may obtain passive consent by contacting all
prospective subjects stating the source of the data, the purpose of the study, and contact



5. The IRB is responsible for reviewing the proposed informed consent document(s) to
ensure that all applicable federal and NEIU requirements are met.

6. Investigators may only enroll subjects using informed consent forms, which have been

approved by the IRB unless the IRB grants a waiver from the requirement for informed
consent or documentation.

RESPONSIBILITIES

1. The IRB is responsible for reviewing the proposed informed consent document(s) to
ensure that all applicable federal and NEIU requirements are met.



