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General Requirements for Informed Consent

____________________________________________________________________________________
(Important Note: McLaren Health Care IRB will not be implementing broad consent*.)
Informed Consent Process

Before involving human subjects in research, research investigators are responsible for obtaining and documenting legally effective, prospective informed consent from the subject or the subjects legally authorized representative (LAR). Unless the IRB grants a waiver or alteration of consent, the Investigator and IRB must ensure that informed consent documents include the basic required elements
For guidance, we will look at 45 CFR 46.116 and 46.117 and 21 CFR 50.25 and 50.27 of the Code of Federal Regulations for the protection of human subjects, MHC_RP0115 Obtaining Informed Consent from Research Subject and, of course, the Belmont Report.
According to the Belmont Report, researchers should provide subjects a comprehensive and understandable description of the study. The consent process is more than a document. Think of informed consent process as a partnership between the researcher and the subject that is transparent ongoing dialogue, now just a signature. The researcher knows the study purpose, design, procedures, risk, and benefits. The researcher objective is to explain to the subject this information in a language the subject can understand. It makes sense, then, that the more the subject understands about the study, the better comprehension and questions the subject can ask. For instance, study information and consent forms may be translated into another language if a subject does not speak English. Subjects may join or leave a study at any time and vulnerable populations are entitled to additional protections as appropriate to their situation.
Key Information Section
___________________________________________________________________________________

	
The Common Rule requires Informed consent information to “begin with a concise and focused presentation of the key information that is most likely to assist a prospective participant or legally authorized representative (LAR)in understanding the reasons why one might or might not want to participate in the research.” (45 CFR 46.116(a)(5)(i)) FDA’s proposed regulations would add identical language to 21 CFR 50.20(e)(1) Key information within the informed consent must be organized and presented in a way that facilitates comprehension and provides sufficient information that a “reasonable person” would want to have.

This key information summary is only required if your completed consent document is more than 5 pages 
a. Identification of the project as a research study and that participation is voluntary
b. Purpose of the research, duration of participation, and a description of research procedures
c. Foreseeable risks or discomforts if any
d. Expected benefits to subjects or others if any
e. Alternative procedures or treatments that might benefit the subject 
(Note: applies primarily to clinical research)
f. Statement if subject will or will not receive payment 

Keep in mind that the consent form is only one piece of an ongoing exchange of information between the investigator and study participant.
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___________________________________________________________________________________

The 2018 Common Rule [§46.116(b)] outlines several basic elements of consent that should be provided to each subject or the legally authorized representative. These must be present in any consent form for it to receive IRB approval. If they are not, the IRB will request revisions accordingly.
In seeking informed consent, the following information shall be provided to each subject:
1. A statement that:
a. the study involves research, 
b. an explanation of the purposes of the research 
c. expected duration of the subject's participation, 
d. a description of the procedures to be followed, and 
e. identification of any procedures which 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 which 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 subject.
5. A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained and that notes the possibility that the Food and Drug Administration may inspect the records.
6. Injury Language: 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.
NOTE: If the study is industry-sponsored: the IRB will check the injury language in the informed consent form to be sure it accurately reflects the contract agreement between the McLaren Health Care and the sponsor.

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, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
9. One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens:
a. A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative, if this might be a possibility; or
b. A statement that the subject's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

Additional Elements of Consent 
___________________________________________________________________________________

Additional Elements of Informed Consent The 2018 Common Rule [§46.116(c)] outlines several additional elements of consent that should be provided to each subject or the legally authorized representative, when applicable. If applicable, these must be present in any consent form for it to receive IRB approval. If they are not, the IRB will request revisions accordingly.
When appropriate, one or more of the following elements of information shall also be provided to each subject:   
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) which are currently unforeseeable.
2. Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject'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 which 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. 
9. For research involving biospecimens, whether the research will (if known) or might include whole genome or exome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).
10. If the research is FDA-regulated and an applicable clinical trial – add the following exact statement: 
A description of this clinical trial will be available on https://www.clinicaltrials.gov/ , as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.

If you are unsure whether the additional elements of informed consent apply to your research, please contact the IRB office.


Waiver 
___________________________________________________________________________________
In certain cases, federal regulations allow an IRB may waive the requirement to obtain informed consent for research provided the IRB satisfies the requirements outlined in this section. 
Federal regulation and recent FDA Guidance establishes five criteria for waiving consent or altering the elements of consent in minimal risk studies according to 45 CFR 46.116(f) (Common Rule):
1. The research involves no more than minimal risk to the subjects;
2. The research could not practicably be carried out without the requested waiver or alteration;
3. 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;
4. The waiver or alteration will not adversely affect the rights and welfare of the subjects; and
5. Whenever appropriate, the subjects or legally authorized representatives will be provided with additional pertinent information after participation.

Screening, Recruiting, or Determining Eligibility
___________________________________________________________________________________

Screening, recruiting, or determining eligibility. 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.

Posting of Clinical Trial Consent Form
___________________________________________________________________________________

The Revised Common Rule requires all clinical trials to post an unsigned informed consent form on a publicly available website. The Revised Common Rule is in effect for studies approved on or after 



January 21, 2019. This is a requirement for studies meeting the definition of a clinical trial and funded  or supported by a Common Rule department or agency, which includes NIH.  

The goal of this requirement is to increase transparency for federally funded clinical trials and simultaneously create a repository of sample consent forms that may be used as a reference for future research. 
The federal Office of Human Research Protections (OHRP)  has a guidance document, General Instructions on the Informed Consent Posting Requirement, posted on the OHRP website at https://www.hhs.gov/ohrp/regulations-and-policy/informed-consent-posting/informed-consent-posting-guidance/index.html.
This guidance addresses the basic scope of the posting requirement, and responds to questions regarding how to comply with the requirement at 45 CFR 46.116(h) including which consent form to post, considerations for cooperative research, and special circumstances. In summary it states:
The 2018 Requirements state that a consent form must be posted to a designated federal website after the clinical trial is closed to recruitment, and no later than 60 days after the last study visit by any subject, as required by the protocol. While a consent form could be posted before a clinical trial closes recruitment, it does not satisfy the requirement at 45 CFR 46.116(h). If a consent form is posted before a clinical trial closes recruitment, it would have to be re-posted after the clinical trial closes recruitment in order for 45 CFR 46.116(h) to be satisfied.
A clinical trial could also close recruitment 61 or more days after the last study visit by any subject, as required by the protocol. This could happen, for example, if a clinical trial ends early because of safety concerns or because of low enrollment. The 2018 Requirements are silent on when a consent form must be posted in order to satisfy 45 CFR 46.116(h) in these circumstances. If a clinical trial closes recruitment 61 or more days after the last study visit by any subject as required by the protocol, OHRP recommends that posting should occur within 60 days of the clinical trial closing to recruitment.
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