LLUAHSC Institutional Review Board

11188 Anderson Street, Loma Linda, CA 92350 (909) 558-4531 (voice) / (909) 558-0131 (fax)

Checklist for the Informed Consent Document

Primary reviewers:  Use this checklist in conjunction with consent template(s)
 illustrating acceptable, IRB-approved language.
In your evaluation, check each item listed whether A* (acceptable) N* (non-substantive) or S* (substantive correction).

This checklist may be forwarded to the principal investigator for completion of the checked items prior to receiving approval.
Submit this checklist to IRB staff at the end of the meeting. 

	Item
	Completed
	Comments

	1.  General guidance and format

	a. The informed consent document (ICD) language is written so that it is understandable to the subject or subject’s legally authorized representative (LAR) usually, at about the 8th grade level.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	b. Technical jargon and abbreviations have been replaced with lay terms (technical parentheticals have been deleted.) 
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	c. The ICD accurately and consistently reflects the information found in the IRB application form, abstract, protocol, and investigator’s brochure.  If incomplete, justify the waiver of required elements.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	d. If applicable, the ICD specifies that the project is joint VA/LLU research.   
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	2.  Non-substantive editorial guidance

	a. Text is written in the second person, i.e., “You will be …”, except for the final “informed consent statement” which must be in the first person “I.”  
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	b.  Full telephone numbers are provided [e.g. “(909)558-____”.]  Studies involving on-campus studies may use extensions only.  LLUMC central switchboard is (909) 558-4000, paging is (909) 558-1717.  Offsite studies should provide contact information local to participants.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	c.  ICD states:
· “study drugs” instead of “medicines” or “drugs”
· “study doctor” instead of  “physician” or “doctor”
· “subject” instead of “patient” 
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	3.  ICD sections from 45 CFR 46.116 and if applicable 21 CFR 50.25 and the International Conference on Harmonisation

	a.  Purpose and Procedures  (LLU ICD Template: Why is this study being done? How will I be involved?)

	i.  State why the individual has been asked to participate: 
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	ii. A statement that the study involves research.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	iii. An explanation of the purposes of the research.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	iv.   The expected duration of the subject’s participation.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	v. The approximate number of subjects involved in the study locally and study wide.*
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	vi. A description of the procedures to be followed, and study treatment(s), if any.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	vii. Identification of any experimental procedures (e.g. not standard practice).
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	viii.   Describe randomization, if any, in lay terms, and the probability for assignment to each treatment/study arm.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	ix. Any other procedures, responsibilities, activities, or inconveniences added by participation in the study.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	b.  Risks  (LLU ICD Template:  What are the reasonably foreseeable risks or discomforts I might have?)

	i. Description of risks is congruent with those identified in the protocol, investigator’s brochure, or other relevant documents.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	ii. Risks are organized from most frequent/severe to less frequent/severe.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	               iii. A statement that a procedure may involve unforeseeable risks.*
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	 iv.   Instructions or restrictions concerning potential risks to the subject, embryo, fetus(es), or offspring if pregnancy occurs during research participation.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	c.  Benefits  (LLU ICD Template: Will there by any benefit to me or others?)

	i. A description of any benefits to the subject personally; if subjects will not benefit individually, this should be stated. 
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	ii. A description of benefits to others (societal) which may reasonably be expected from the research.  
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	d.  Participants’ Rights  (LLU ICD Template:  What are my rights as a subject?)  

	i. A description that participation is voluntary, refusal to participate will involve no penalty or loss of benefits and the subject may withdraw without penalty.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S 
	

	ii. Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.*
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	iii. A description of any procedures and consequences for early withdrawal from the study.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	e.  Significant New Findings  (LLU ICD Template:  Will I be informed of significant new findings?)

	i. 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.*  
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	f.  Alternative Treatments (LLU ICD Template:  What other choices do I have?) 

	i. A description of alternative procedure(s) or course(s) of treatment, if any, that may be available to the subject.*  If a contract exists requiring ICH-GCP to be followed, a description of the important potential benefits and risks for the alternative procedure(s) / treatment must be provided.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	g.  Confidentiality  (LLU ICD Template: How will information about me be kept confidential?)

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

A list of the groups of individuals or regulatory bodies that may have access to the records.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	h.  Additional Costs  (LLU ICD Template:  What costs are involved?)

	i. A description of any additional costs to the subject that may result from participation in the research.*
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	i.  Reimbursement/Incentives  (LLU ICD Template:  Will I be paid to participate in this study?)

	           i. All information concerning payment to the subjects, including the amount and schedule of payments.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	               ii. Incentives are prorated when possible.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	j.  Research related injury  (LLU ICD Template: Who do I call if I am injured as a result of being in this study?)

	               i. No exculpatory language has been used here or in any other section of the consent.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	        ii.  For research involving more than minimal risk, an explanation as to whether any medical treatments are available if injury   occurs, and whether the costs will be reimbursed 
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	       iii. An explanation of whom to contact for answers to questions about injury.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	k.  Biological Studies 

	        i. When applicable, a description of storage and use of research specimens is disclosed.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	l.  Impartial Third Party Contact  (LLU ICD Template:  Who do I call if I have questions?)

	i. Is boilerplate language used, explaning whom to contact for answers to questions about the research.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	ii. Is boilerplate language used explaning whom to contact concerning rights as a research subject.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	m.  Informed Consent Statement   (LLU ICD Template: Subject’s statement of consent)

	i. Uses LLU boilerplate language or similar.
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	ii.    Lines for signature/date for subject and/or LAR (if IRB approved).
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	              iii.   Lines for signature/date of witness (if IRB required)
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	

	n.  Attestation of the Investigator  (LLU ICD Template:  Investigator’s statement)

	i. Uses LLU boilerplate language (short version for nonclinical studies; long version for clinical trials)
	 FORMCHECKBOX 
A   FORMCHECKBOX 
N   FORMCHECKBOX 
S
	


*An “additional element” of informed consent per 45 CFR 46.116 and 21 CFR 50.25, to be provided when appropriate (depending on nature of the study).
OSR#___________
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