
Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.


Page  of 
Form: Request for Waiver or Alteration of Informed Consent  Version 01/22/2019
DePaul University
Office of Research Services
Institutional Review Board
1 East Jackson Blvd. 
Chicago, Illinois 60604-2201
Email: orp@depaul.edu 
Phone: (312) 362-7593
Web: https://offices.depaul.edu/research-services/Pages/default.aspx 
*Only required for expedited (minimal risk) research (when applicable), as exempt research does not require informed consent containing all the elements of consent. 
Principal Investigator: 
Background:  Federal Regulations: The federal regulations [45CFR 46.116] list 6 general requirement for the consent process, 9 required basic elements or statements that must be in a consent document/process and 9 additional elements that must be present when they are applicable to the research protocol.  These required elements are represented in DePaul University IRB consent templates.  The IRB may waive or alter all or some of the elements of consent, as necessary for the research. A waiver or alteration of consent may also be applied to parent/legal guardian permission and assent under 45 CFR 46.116(f) (1) or (2), and under Subpart D of 45 CFR 46.408 (c) and 45 CFR 46.408(a), when applicable.
45CFR 46.116 (a) General Requirements for Informed Consent:
(1) Before involving a human subject in research covered by this policy, an investigator shall obtain the legally effective informed consent of the subject or the subject’s legally authorized representative.
(2) An investigator shall seek informed consent only under circumstances that provides the prospective subject or the legally authorized representative sufficient opportunity to discuss and consider whether or not to participate and that minimize the possibility of coercion or undue influence.
(3) The information that is given to the subject or the legally authorized representative that be in language understandable to the subject or the legally authorized representative.
(4) The prospective subject or the legally authorized representative must be provided with the information that a reasonable person would want to have in order to make an informed decision about whether to participate, and an opportunity to discuss that information.
(5) Except for broad consent obtained in accordance with paragraph (d):
(i) Informed consent must begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative 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 in a way that facilitates comprehension.
(ii) Informed consent as a whole must present information in sufficient detail relating to the research, must be organized and presented in a way that does not merely provide lists of isolated facts, but rather facilitates the prospective subject’s or legally authorized representative’s understanding of the reasons why one might or might not want to participate.
(6) No informed consent may include any exculpatory language through which the subject or the legally authorized representative 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.
45CFR 46.116 (b) Basic Elements of Informed Consent: Except as provided in paragraph (d), (e), or (f) of section 116, in seeking informed consent the following information shall be provided to each subject or the legally authorized representative:
(1) 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;
(2) A description of any reasonably foreseeable risks or discomforts to the subject;
(3) A description of any benefits to the subject or to others that may reasonably be expected from the research;
(4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subjects;
(5) A statement describing he extent, if any, to which confidentiality of records identifying the subject will be maintained;
(6) For research involving more than minimal risks, 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;
(7) 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;
(8) 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; and
(9) One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens.
45CFR 46.116 (c) Additional Elements of Informed Consent:
(1) A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) that are currently unforeseeable;
(2) Anticipated circumstances under which the subject’s participation may be terminate by the investigator without regard to the subject’s or the legally authorized representative’s consent;
(3) Any additional costs to the subject that may result from participation in the research;
(4) The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject;
(5) A statement that significant new findings developed during the course of the research that may relate to the subject’s willingness to continue participation will be provided to the subject;
(6) The approximate number of subjects involved in the study;
(7) A statement that the subject’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit;
(8) A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions; and
(9) For research involving biospecimens, whether the research will 9if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen.
Information about Waivers of Informed Consent: 
Definition:  When the consent process is waived in its entirety that means all elements of the consent process are waived, so there is no form or information provided to the subject and no verbal discussion of the research with the subject before they are enrolled or become subjects in the research. 
Example:   Waivers of informed consent are frequently used in research that involves collection of data from records where the investigator will not directly interact with the subjects or in observational studies. In these types of studies, there is no direct contact with the subject, no intervention with subjects, and generally no way for the researcher to obtain informed consent from the subject or their legally authorized representative.
Alterations of Consent:
Definition:  An alteration of informed consent involves a change in or omission of one or more of the required elements of consent.
Examples: 
·  When deception/non-full disclosure is used in the research, deception involves not disclosing the true purpose, methods,that the subject is being manipulated in some manner and what the manipulation is, risks, or other elements of consent to the subjects before the research is conducted at the time of the initial consent process.  Usually when deception/non-full disclosure is used, the subject should be debriefed after the completion of the research and told about the deception/non-full disclosure and why deception/non-full disclosure was utilized.  It is also standard practice for the debriefing to offer the subject the opportunity to withdraw from the research at that time, including requesting removal of their data from the research data set. A debriefing process may not be necessary for all research that utilizes deception/non-full disclosure. This is especially true when the debriefing process may cause additional unnecessary risk to the subject.
·   Many times when the research is limited to a simple online survey or interview process, the consent may be altered by substantially shortening the consent text to provide an overly simplified version of consent information.
Requesting a Waiver or Alteration of Consent in Research Involving Public Benefit and Service Programs Conducted by or Subject to the Approval of State or Local Officials under 45 CFR 46.116 (e):
(1) Waiver- An IRB may waive the requirement to obtain informed consent for research under paragraphs (a) through (c) of section 116, provided that the requirements in section 116 (e)(3) are satisfied. If an individual was asked to provide broad consent for the storage, maintenance, and secondary research use of identifiable private information or identifiable biospecimens in accordance with the requirements of 116 (d), and refused to consent, an IRB cannot waive consent for the storage, maintenance, or secondary research use of the identifiable private information or identifiable biospecimens. This means that should the new broad consent process be utilized, the researcher must have a way to rack who agrees and does not agree to future use of their information or biospecimens in an identifiable manner.
(2) Alteration - An IRB may approve a consent procedure that omits some, or alters some or all, of the elements of informed consent set forth in paragraphs (b) and (c) of section 116 provided that the IRB satisfies the requirements of paragraph (e) (3) of section 116. An IRB may not omit or alter any of the requirements described in paragraph (a) of section 116. If a broad consent procedure is used, an IRB may not omit or alter ay of the elements required under paragraph (d) of section 116.
(3) Requirements of waiver and Alteration- In order for an IRB to waive or alter consent as described in this subsection, the IRB must find and document that:
(i) The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine:
(A) Public benefit or service programs;
(B) Procedures for obtaining benefits or services under those programs;
(C)  Possible changes in or alternatives to those programs or procedures; or
(D) Possible changes in methods or levels of payment for benefits or services under those programs; and
(ii) The research could not practicably be carried out without the waiver or alteration.
Requesting a Waiver or Alteration of Informed Consent under 45 CFR 46.116(f):  Waivers or alterations of informed consent may also be applicable to the parent/legal guardian permission and assent process.
(1) Waiver- An IRB may waive the requirement to obtain informed consent for research under paragraphs (a) through (c) of section 116, provided the IRB satisfies the requirements of paragraph (f)(3) of this section. If an individual was asked to provide broad consent for the storage, maintenance, and secondary research use of identifiable private information or identifiable biospecimens in accordance with the requirements at paragraph (d) of section 116, and refused to consent, the IRB cannot waive consent for the storage, maintenance, or secondary research use of the identifiable private information or identifiable biospecimens.
(2) Alterations- An IRB may approve a consent procedure that omits some, or alters some or all, of the elements set forth in paragraph (b) and (c) of this section provided the IRB satisfies the requirements of paragraph (f)(3) of section 116. An IRB may not omit or alter any of the requirements described in paragraph (a) of this section. If a broad consent procedure is used, an IRB may not omit or alter any of the elements required under paragraph (d) of this section.
(3) Requirements for waiver and alteration- In order for the IRB to waiver or alter  consent, as described in this subsection, the IRB must find and document that:
i. The research involves no more than minimal risk to the subjects;
ii. The research could not practicably be carried out without the requested waiver or alteration;
iii. If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format;
iv. The waiver or alteration will not adversely affect the rights and welfare of the subjects; and
v. Whenever appropriate, subjects or legally authorized representatives will be provided with additional pertinent information after their participation. (i.e., debriefing, when deception/non-full disclosure is involved).
Please note: Under the revised regulations 45 CFR 46.116(g), which pertains to screening, recruiting, or determining eligibility, a waiver or alteration of consent may no longer be necessary for these activities.- An IRB may approve a research proposal in which an investigator will obtain information or biospecimens for the purpose of screening, recruiting, or determining the eligibility of prospective subjects without the informed consent of the prospective subject or the subject’s legally authorized representative, if either of the following conditions are met:
(1) The investigator will obtain information through oral or written communication with the prospective subject or legally authorized representative, or
(2) The investigator will obtain identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens.
Requesting a Waiver of Parental Permission under Subpart D: In addition to being able to grant a waiver of informed consent covering parental permission under 45 CFR 46.116(f), as noted above, the IRB may waive the requirement for parent/legal guardian permission under 45 CFR 46. 408 (c) (Subpart D) when: a research protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children, homeless minors, minors who may be involved in risky or stigmatizing behavior).  
Parental permission may be waived under 45 CFR 46. 408 (c) (Subpart D) when the research protocol includes other appropriate mechanisms for protecting the rights and welfare of the children who will participate as subjects in the research and the waiver is not inconsistent with other federal, state, or local laws. In most instances, an appropriate mechanism is ensuring that there is an adequate assent process for the minor subject and that the subjects are of a proper age and maturity level to understand what is involved in research participation, particularly the potential risks associated with the research. The choice of an appropriate mechanism would depend upon the nature and purpose of the activities described in the protocol, the risk and anticipated benefit to the research subjects, and their age, maturity, status, and condition. For example, it may be appropriate to have younger children be assigned or choose an adult or older advocate, who is not their parent or legal guardian, to help them understand the research and to help them if they have any problems during the course of the research.
Requesting a Waiver of Assent under Subpart D:  Depending upon the target population of minor subjects being recruited for the research, it is possible that the assent process may be waived under 45 CFR 46. 408 (a) [Subpart D] of the regulations, as opposed to 45 CFR 46.116(f) [Subpart A]. You may request, and the IRB may determine, that the capability of some or all of the children is so limited that they cannot reasonably be consulted about their participation or that the intervention or procedure involved in the research holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the research.  For example, the research may involve enrolling children with Downs Syndrome or other decisional impairments, or involve a potential treatment for a condition for which there is no known or effective proven treatment, such as in the case of recurrent cancer or illnesses for which there is no known standard of care treatment, only experimental treatments.  DePaul policy requires assent for children ages 7 or older, as it is commonly accepted that children under the age of 7 may not have the mental capability to truly understand research participation and will not be able to provide meaningful assent. If your research will recruit and enroll children ages 7 or older you must have an assent process for all the children, unless the assent is waived by the IRB.
Step 1: Choose which applies to your research (You may choose more than one, depending upon the research design and subject population): 
1. A waiver of informed consent under 45 CFR 46.116 (e) [Research Involving Public Benefit and Service Programs]. 
a. Indicate for which population(s) the waiver is being requested:
b. Which are you requesting:
2. An alteration of informed consent under 45 CFR 46.116 (e) [Research Involving Public Benefit and Service Programs].
a. Indicate for which population(s) the alteration is being requested:
b. Are you requesting the alteration because you are using deception/non-full disclosure in the research?
3. A waiver of informed consent under 45 CFR 46.116(f). 
a. Indicate for which population(s) the waiver is being requested:
b. Which are you requesting: 
4. An alteration of informed consent under 45 CFR 46.116(f). 
a. Indicate for which population(s) the alteration is being requested:
b. Are you requesting the alteration because you are using deception in the research?
5. A waiver of parent/legal guardian permission under 45 CFR 46.408(c). 
6. A waiver of assent under 45 CFR 46.408, because the minors are not capable of assent. 
7. A waiver of assent under 45 CFR 46.408, because the research holds out a prospect of direct benefit that is available only in the context of the research. 
Step 2: Rationale/Justification:
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