Consent Form Checklist – to be used for consent form attached to a human subjects protocol submitted after 22 January 2019
Note: any consent form longer than four pages must begin with a Key Information box on the first page. See pages 6-7.
Primary Reviewer: ______________________________
Date: ______________

INFORMED CONSENT CHECKLIST – Protocols approved AFTER 22 Jan 2019

Except as described in 45 CFR 46.117(c) – Waivers of Informed Consent, no investigator may involve a human being as subject in research unless s/he has obtained the legally effective informed consent of the subject or the subject’s legally authorized representative. The information presented in the consent document must be in language likely to be understood by the subject population. Informed consent documents may not contain any exculpatory language through which the subject is made to waive or appear to waive legal rights, or release or appear to release the Investigator, the Sponsor, or Berkeley Lab from liability for negligence.

Note: Required elements of informed consent under 45 CFR 46.116(a) and 46.116(b) of the federal regulations are indicated with a red asterisk (*).  The other elements are LBNL recommendations/preferences.

	BASIC ELEMENTS OF INFORMED CONSENT

Unless a waiver is approved by HSC, the following information must be included
	YES
	NO
	N/A
	WAIVED

	1 .Letterhead:
Is the consent form presented on letterhead?
	
	
	
	

	2. Heading & Title:

Does the consent form include a heading (e.g. “Consent Form for Controls) and the title of

the study?
	
	
	
	

	Key information?
	
	
	
	

	3. Introduction & Identification of Researchers:

Are the researchers and divisional/departmental affiliation identified?
	
	
	
	

	4. Invitation & Purpose:

Is there an explanation of why the person is being asked to take part in the study,

using language that avoids connotation of requirement or demand?
	
	
	
	

	*Is the purpose of the research clearly explained, including the fact that the study 

involves “research”?
	
	
	
	

	5. Procedures:
*Is there a full and clear description of study procedures using non-technical language? (If appropriate, screening procedures should be included.)
	
	
	
	

	*Are the duration of each procedure and total expected time of the subject’s

Participation stated?
	
	
	
	

	*Are procedures or elements of the procedure that are experimental clearly 

identified as such?
	
	
	
	

	6. Risks/Discomforts:

*Is there a clear description of any reasonably foreseeable risks or discomforts?
	
	
	
	

	*Is there a description of measures that will be taken to minimize these risks or

discomforts?
	
	
	
	

	
	YES
	NO
	N/A
	WAIVED

	7. Benefits:
*Is there a description of benefits to the subjects, to others, and to scientific

knowledge that may reasonably be expected from the research?
	
	
	
	

	8. Contact information:

*An explanation of whom to contact and how for answers about the research (usually

 the researcher) and 

*a statement about who to contact with questions about the research or their rights as research subjects (usually the HARC office: HARC@lbl.gov,  510-486-5399 )
	
	
	
	

	9.  Compensation for injury

*For research involving more than minimal risk, an explanation as to whether any compensation and/or medical treatment is available in the case of a research-related 

subject injury (see standard language below).
	
	
	
	

	*10. Future use:  If the survey involves the collection of identifiable private 

information, ONE of the following statements:  

(a) That identifiers might be removed or replaced with a code after which 

the data can be used for other research or given to other investigators without 

additional consent; OR

(b) That the data will not be used for future research studies or distributed to others.
	
	
	
	

	11.  Voluntariness of participation:  

*A statement that participation in research is voluntary, that subjects can withdraw at

any time, that withdrawing or refusing to participate involves no penalty or loss of benefits to which the subject is otherwise entitled.
	
	
	
	


i.
Standard statement for greater than minimal risk research.  The language in this statement may not be changed or modified.
It is important that you promptly tell the researcher, [investigator’s name], if you believe that you have been injured because of taking part in this study. You can tell the researcher in person or call him/her at [telephone number].

If you are injured as a result of taking part in this study, the researchers will help you find medical treatment. If you are treated at Lawrence Berkeley National Lab (LBNL) there will be no cost to you.  If you are treated outside LBNL, you can be reimbursed if you meet certain conditions.  LBNL does not normally provide any other form of compensation for injury. For further information about this, you may call the office of the Human Subjects Committee at (510) 486-5399 or contact harc@lbl.gov .  
ii.
Statement for privately-sponsored drug or device clinical trials conducted according to the sponsor’s protocol.  

It is important that you promptly tell the researcher, [investigator’s name], if you believe that you have been injured because of taking part in this study. You can tell the researcher in person or call him/her at [telephone number].

If you are injured as a result of taking part in this study, the researchers will help you find medical treatment. If you are treated at Lawrence Berkeley National Lab (LBNL) there will be no cost to you.  If you are treated outside LBNL, you can be reimbursed by LBNL or by the study sponsor, [full name of sponsor must be inserted here], if you meet certain conditions.  LBNL and [name of study sponsor may also be inserted here*] do not normally provide any other form of compensation for injury. For further information about this, you may call the office of the Human Subjects Committee at (510) 486-5399 or contact harc@lbl.gov ..

*The only permitted change or modification is to delete the name of the sponsor in the second to last sentence as not providing any other form of compensation for injury 
More details on content: 
Administrative Details

	
	Is the form printed on letterhead?

	
	Are the pages numbered 1 of X, 2 of X, etc.?

	
	Is the type face large enough to be easily read?

	
	Is there enough ‘white space’ on the form to allow easy reading?


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

(1)  A statement that the study involves research, an explanation of the purposes of the research and expected duration, a description of the procedures to be followed, and identification of any procedures which are experimental:

	
	Does the form lead off with a statement that the study involves research?

	
	Are the researchers identified?

	
	Is the purpose of the research explained so as to be understandable?


	
	Are the procedures to be followed described in simple language, avoiding medical and technical terminology?

	
	Are procedures or elements of the procedure that are experimental clearly identified as such?

	
	Is the length of time for each procedure given, as well as a total time commitment for participation?

	
	If  pregnancy testing and/or birth control requirements are specified in the protocol, is this clearly laid out in the consent form?


(2)  A description of any reasonably foreseeable risks or discomforts to the subject;
	
	Is the list of physical risks/discomforts complete and explained in simple language, avoiding medical and technical terminology?

	
	For commonly encountered risks/discomforts, are the measures to treat/correct them explained in the consent form?

	
	Are confidentiality risks addressed, and measures to minimize them explained?

	
	Is standard injury compensation statement included?


(3) 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.
	
	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?  (see i and ii on page 2 above).



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

	
	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?

	
	Are benefits to society in general accurately summarized?

	
	Any payment to subjects should not be listed as a benefit.


(5)  A statement describing the extent, if any, to which confidentiality of records identifying the subject will be secured and maintained. What will happen to records/specimens once the study has completed?

	
	If not included under risks, is confidentiality explained in a separate section?


(6) One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens:

	
	A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removel, 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

	
	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.


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

	
	If this is a protocol which will provide diagnostic service or treatment, are alternative courses of diagnosis or treatment listed?


(8)  A statement that participation is voluntary

	
	Does the consent form state clearly in a prominent place that participation in research is voluntary?

	
	Are there clear instructions about how to withdraw from the study and ask that records/specimens be destroyed?

	
	If Berkeley Lab employees are to be recruited as subjects, is appropriate care taken to assure them of the voluntary nature of their participation?


(9)  An explanation of whom to contact for answers…

	
	Is contact information for the researcher given?

	
	Is a contact given for questions about their rights as research subjects?

	
	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?


Optional elements of consent, to be used as needed and relevant (from 45CFR46.116(c)):

	Needed?
	Included?
	Optional element:

	
	
	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;

	
	
	Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent;

	
	
	Any additional costs to the subject which may result from participation

	
	
	The consequences of a subject’s decision to withdraw and procedures for orderly termination of participation in the research;

	
	
	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;

	
	
	The approximate number of subjects involved in a study.

	
	
	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;

	
	
	A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions;

	
	
	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).


Additional Standard Elements for Consent Forms

	
	Financial Considerations:  are subjects told how much they will be paid?  If participation is of long duration, are payments pro-rated?

	
	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?

	
	Authorization:  Is there a statement authorizing participation?

	
	Signature lines:  Are all needed signature lines included?

	
	LANGUAGE:  Is the language appropriate to the intended audience?  For most adult subjects, the 8th grade reading level is the desired target.  (The reading level can be checked using the Word or WordPerfect grammar function; forms testing with a reading level of  10th grade or higher should not be approved without justification.)


Key Information for consent forms

To be used only for consent forms greater than four pages
Note that what is needed is a short, simple overview of the project and the subjects’ role.

Title

Researchers [including affiliation]

Purpose of research

Participants [aka subjects – what are qualifications to be a subject]
What you will be asked to do

Length of project

Potential risks and benefits

Participants’ options [include voluntariness, ability to withdraw at any point, all questions to be answered, *alternative procedures or treatments (if any)]
EXAMPLE

	Title
	The effect of a sunny day and beautiful view on blood pressure and blood composition

	Researchers
	Susan Smiles, MD and Larry Laughs, PhD of Lawrence Berkeley National Laboratory

	Purpose of Reseach
	We are studying the effect of looking at the beauty of a sweeping panorama have on humans’ blood pressure and blood content.

	Participants
	Healthy men and women between the ages of 22 and 65

	What you will be

asked to do
	Look out of a window at a panoramic view of the San Francisco Bay for half an hour. A small amount of blood will be drawn and your blood pressure will be taken both before gazing out the window and afterwards.

	Length of project
	The project will continue for three years. Participant’s role will be limited to two participations in the above, separated by nine months.

	Potential risks

and benefits
	There is a small risk of bruising from the blood draw or the blood pressure cuff, and a very small risk of infection from the blood draw. Benefits of knowledge gained from this study will be to humanity as a whole.

	Participants’ options
	Participating in this study in voluntary. You will have all your questions answered before you sign this consent form. You may withdraw from the study at any time.


*About alternative procedures and treatments: it will be a rare LBNL study that has such a thing. Some examples; an educational survey or experiment where course credit is granted, with the alternative being another way to earn that credit; an energy study where people will learn something about their personnel energy use which they could also obtain from an energy supplier using another process.
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