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[bookmark: _GoBack]Directions for Reviewers: All Non-Exempt HSR requires written and signed informed consent form (ICF). The regulatory requirements for this ICF are below, with additional recommended formatting, and alternatively required language for specific research situations. Copy and paste the checkbox symbol  to indicate whether the requirement is met. All waivers of required elements must be fully justified in the comments, or have a corresponding waiver checklist, when applicable.

[bookmark: _cmkdshjhluy4]SECTION I: General requirements for informed consent. [45 CFR 46.116(a) & 21 CFR 50.20]

	Yes 
No
Waived
	Before involving a human subject in research covered by the federal regulations, an investigator shall obtain the legally effective informed consent of the subject or the subject's legally authorized representative.

	Yes
No
Waived
	An investigator shall seek informed consent only under circumstances that provide 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.

	Yes
No
Waived
	The information that is given to the subject or the legally authorized representative shall be in language understandable to the subject or the legally authorized representative.

	Yes
No
Waived
	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.

	Yes
No
Waived
	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. (Not FDA)

	Yes
No
Waived
	Informed consent as a whole must present information in sufficient detail relating to the research, and 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. (Not FDA)

	Yes
No
Waived
	No informed consent, whether oral or written, 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.



Reviewer Comments on this section:



[bookmark: _xiuaux724o0r]Basic elements of consent [45 CFR 46.116(b) & 21 CFR 50.25(a)]

In this first section, the 9 basic elements of informed consent are first summarized, with points addressing these elements are listed in the table.

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:
	Yes
No
Waived
	Does the form lead off with a statement that the study involves research?

	Yes
No
Waived
	Are the researchers identified?

	Yes
No
Waived
	Is the purpose of the research explained so as to be understandable?

	Yes
No
Waived
	Are the procedures to be followed described in simple language, avoiding medical and technical terminology?

	Yes
No
Waived
	Are procedures or elements of the procedure that are experimental clearly identified as such?

	Yes
No
Waived
	Is the length of time for each procedure given, as well as a total time commitment for participation?

	Yes
No
Waived
	If pregnancy testing and/or birth control requirements are specified in the protocol, is this clearly laid out in the consent form?



Reviewer Comments on this section:

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

	Yes
No
Waived
	Is the list of risks/discomforts complete and explained in simple language, avoiding medical and technical terminology?

	Yes
No
Waived
	For commonly encountered risks/discomforts, are the measures to treat/correct them explained in the consent form?

	Yes
No
Waived
	Are confidentiality risks addressed, and measures to minimize them explained?



Reviewer Comments on this section:

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

	Yes
No
Waived
	Are benefits ascribed to the subject scientifically/medically reasonable OR does the form state clearly that there will be no direct benefit to the subject from taking part in this study?

	Yes
No
Waived
	Are benefits to society in general accurately summarized?

	Yes
No
Waived
	Any payment to subjects should not be listed as a benefit.



Reviewer Comments on this section:

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

	Yes
No
Waived
	If this is a protocol which will provide diagnostic service or treatment, are alternative courses of diagnosis or treatment listed?



Reviewer Comments on this section:

A statement describing the extent, if any, to which confidentiality of records identifying the subject will be secured and maintained;
	Yes
No
Waived
	Is there an explanation of what identifying information will be collected and/or stored?

	Yes
No
Waived
	Is there a statement explaining what will happen to records/specimens once the study has completed?




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;

	Yes
No
Waived
	For protocols involving a physical intervention (i.e., blood draw) or which are of greater than minimal risk, is the standard compensation for injury statement included? (standard language follows.)
Should you be injured as a result of being in this study, if you are treated at Lawrence Berkeley National Lab (LBNL) there will be no cost to you. If treatment outside of LBNL is required, the costs of the treatment may be billed to you or your insurer just like other medical costs, and potentially reimbursed, depending on a number of factors. LBNL [and name of study sponsor may also be inserted here] does not normally provide any other form of compensation for injury. For more information about this, you may call the office of the Human Subjects Committee at (510) 486-6005 or contact harc@lbl.gov.



Reviewer Comments on this section:

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;

	Yes
No
Waived
	Is contact information for the researcher given?

	Yes
No
Waived
	Is a contact given for questions about their rights as research subjects?

	Yes
No
Waived
	If the research is biomedical in nature, are the subjects promised a copy of the California state medical subject Bill of Rights? Is the Bill of Rights attached?



Reviewer Comments on this section:
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;

	Yes
No
Waived
	Does the consent form state clearly in a prominent place that participation in research is voluntary?

	Yes
No
Waived
	Are there clear instructions about how to withdraw from the study and ask that records/specimens be destroyed?

	Yes
No
N/A
	If Berkeley Lab employees are to be recruited as subjects, is appropriate care taken to assure them of the voluntary nature of their participation?
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One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens (Not Required for FDA)

	Yes
No
Waived
	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,  OR

	Yes
No
Waived
	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.

	Yes
No
Waived
	The Moore Clause (UC requirement whenever biospecimens are collected):
Biospecimens (such as blood, tissue, or saliva) collected from you for this study and/or information obtained from your biospecimens may be used in this research or other research, and shared with other organizations. You will not share in any commercial value or profit derived from the use of your biospecimens and/or information obtained from them.



Reviewer Comments on this section:


[bookmark: _u7eccxehxj8h]Additional elements of consent [45 CFR 46.116(c) and 21 CFR 50.25(b)]
Only required when appropriate based on the research being reviewed.

	Yes
No
N/A
	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;

	Yes
No
N/A
	Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent;

	Yes
No
N/A
	Any additional costs to the subject which may result from participation in the research.

	Yes
No
N/A
	The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject;

	Yes
No
N/A
	A statement that significant new findings developed during the course of the research which may relate to the subjects willingness to continue participation will be provided to the subject;

	Yes
No
N/A
	The approximate number of subjects involved in a study.

	Yes
No
N/A
	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; (Not FDA)

	Yes
No
N/A
	A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions; (Not FDA)

	Yes
No
N/A
	For research involving biospecimens, whether the research will (if 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). (Not FDA)

	Yes
No
N/A
	(FDA Only)When seeking informed consent for applicable clinical trials, as defined in 42 U.S.C. 282(j)(1)(A), the following statement shall be provided to each clinical trial subject in informed consent documents and processes. This will notify the clinical trial subject that clinical trial information has been or will be submitted for inclusion in the clinical trial registry databank under paragraph (j) of section 402 of the Public Health Service Act. The statement is: “A description of this clinical trial will be available on http://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.”
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Additional Considerations for Consent Forms

	Yes
No
N/A
	Financial Considerations: Are subjects told how much they will be paid?  If participation is of long duration, are payments pro-rated?

	Yes
No
N/A
	Bill of Rights:  If the research is biomedical in nature, has the subject been promised a copy of the state of California Medical Subjects Bill of Rights?

	Yes
No
N/A
	Authorization:  Is there a statement authorizing participation?

	Yes
No
N/A
	Signature lines:  Are all needed signature lines included?

	Yes
No
N/A
	LANGUAGE:  Is the language appropriate to the intended audience?  For most adult subjects, the 8th grade reading level is the desired target. 
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Administrative Details

	Yes
No
N/A
	Is the form printed on letterhead?

	Yes
No
N/A
	Are the pages numbered 1 of X, 2 of X, etc.?

	Yes
No
N/A
	Is the type face large enough to be easily read?

	Yes
No
N/A
	Is there enough ‘white space’ on the form to allow easy reading?
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[bookmark: _2e36bykc1ue4]FDA Specific Documentation Requirements [21 CFR 50.27]

	Yes
No
Waived
	Informed consent shall be documented by the use of a written consent form approved by the IRB and signed and dated by the subject or the subject's legally authorized representative at the time of consent. A copy shall be given to the person signing the form.

	Yes
No
Waived
	A written consent document that embodies the elements of informed consent required by § 50.25. This form may be read to the subject or the subject's legally authorized representative, but, in any event, the investigator shall give either the subject or the representative adequate opportunity to read it before it is signed.

	Yes
No
Waived
	A short form written consent document stating that the elements of informed consent required by § 50.25 have been presented orally to the subject or the subject's legally authorized representative. When this method is used, there shall be a witness to the oral presentation. Also, the IRB shall approve a written summary of what is to be said to the subject or the representative. Only the short form itself is to be signed by the subject or the representative. However, the witness shall sign both the short form and a copy of the summary, and the person actually obtaining the consent shall sign a copy of the summary. A copy of the summary shall be given to the subject or the representative in addition to a copy of the short form.
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