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· Informed consent information should be consistent with procedures, etc. as described in eProtocol application

· VA research:  Refer to CHK-7 VA Research and AID-27m Reviewing VA Research for additional requirements
· Regulations and references on which consent elements are based are shown in gray text (e.g., 45 CFR 46.116)
	Protocol reviewed:
	Review completed by:

	Protocol #:      
PD:      
	Name:      
Date:      
	IRB#:    


	Yes
	No
	N/A
	                         General Requirements for Informed Consent                        Ref: GUI-C41
                         Additional Elements provided when Appropriate       
                                          Other Elements Required as Appropriate  including Federal, State, ICH E6,  and Stanford HRPP Verbatim/Required Language
	Comment Code

	Format – Headers, Footers, etc.

	
	
	
	Appropriate headers (Title of study, VA 10-1086)
	app/exp 1

	
	
	
	Study enrolls adults and children: Optional combined doc (adult & parental consent) is appropriate?
	optional combined

	
	
	
	Participant is asked if they are participating in other research studies
	yes

	DHHS 45 CFR 46.116 (a) (1); FDA 21 CFR 50.25(a)(1); VA 38 CFR 16.116 (a)(1):                          Items required by ICH E6 only are italicized

	
	
	
	Statement that the study involves research                                                                                                  ICH E6 4.8.10(a)
	research

	
	
	
	Explanation of the purpose(s) of the research                                                                                             ICH E6 4.8.10(b)
	purpose

	45 CFR 46.116 (b) (6); 21 CFR 50.25(b)(6);  38 CFR 16.116 (b)(6); ICH E6 4.8.10 (t):

	
	
	
	The approximate number of subjects involved in the study. This should be local (SU, VA) and if appropriate overall for the whole study.
	subjects

	45 CFR 46.116 (a) (8); 21 CFR 50.25(a)(8); 38 CFR 16.116 (a)(8); ICH E6 4.8.10 (m):

	
	
	
	Statement that participation is voluntary
	voluntary

	
	
	
	Statement that participant may refuse to participate or  discontinue participation at any time with no penalty or loss of benefits to which the subject is otherwise entitled
	decision

	DHHS 45 CFR 46.116 (a) (1); FDA 21 CFR 50.25(a)(1); VA 38 CFR 16.116 (a)(1):                            Items required by ICH E6 only are italicized

	
	
	
	Explanation of the expected duration of subject’s participation                                                      ICH E6 4.8.10(s)
	duration

	
	
	
	Description of the procedures to be followed
	procedures1

	
	
	
	Description including all invasive procedures                                                                                              ICH E6 4.8.10(d)
	procedures2

	
	
	
	Identification of any procedures which are experimental                                                                   ICH E6 4.8.10(f)
	procedures3

	
	
	
	The trial treatment(s)                                                                                                                                                 ICH E6 4.8.10(c)
	procedures4

	
	
	
	The probability for random assignment to each treatment                                                               ICH E6 4.8.10(c)
	random

	MRI

	
	
	
	Template language: MRI (Magnetic Resonance Imaging) 
	

	Childbearing or Fathering Potential (non-pregnant women, men)

	
	
	
	Template language: Women of Childbearing Potential
	women

	
	
	
	Template language: If there are risks associated with men fathering a child…
	~none~

	Tissue Sampling or Banking

	
	
	
	Template language: Tissue Sampling for Research  if samples of tissues, cells, blood, or body fluids (hereafter referred to as tissues) will be taken or banked for use in research
	tisreq

	
	
	
	Final disposition of tissues/blood/specimens is described (e.g., destruction)
	disposition

	Genetic Testing     Information Nondiscrimination Act of 2008 (GINA)

	
	
	
	Template language: Tissue Sampling for Genetic Testing
	tissue for 
genetic testing

	
	
	
	If genetic testing: GINA language, if samples in study will be used for genetic testing or if future research on samples will include genetic testing
	genetic testing

	Participant Responsibilities   ICH E6 4.8.10 (e)

	
	
	
	Template language:  Participant Responsibilities
	responsibilities

	45 CFR 46.116 (b) (4); 21 CFR 50.25(b)(4); 38 CFR 16.116 (b)(4):

	
	
	
	The consequences of a subject’s decision to withdraw from the research
	withdraw(1)

	
	
	
	Procedures for orderly termination of participation by the subject
	withdraw(2)

	45 CFR 46.116 (b) (2); 21 CFR 50.25(b)(2);  38 CFR 16.116 (b)(2); ICH E6 4.8.10 (r):

	
	
	
	If anticipated that the investigator may terminate the participant’s participation without regard to the participant’s consent: Anticipated circumstances under which a subject’s participation may be terminated by the investigator without regard to the subject’s consent
	reasons

	45 CFR 46.116 (a) (2); 21 CFR 50.25(a)(2); 38 CFR 16.116 (a)(2); ICH E6 4.8.10 (g):              

	
	
	
	Description of any reasonably foreseeable risks or discomforts to the subject
	risks

	45 CFR 46.116 (b) (1);  21 CFR 50.25(b)(1);  38 CFR 16.116 (b)(1);  ICH E6 4.8.10 (g):

	
	
	
	Statement that the particular treatment or procedure may involve risks to the subject (or embryo, or fetus, or nursing infant if subject is or may become pregnant) which are currently unforeseeable
	unforeseen

	45 CFR 46.116 (a) (3); 21 CFR 50.25(a)(3); 38 CFR 16.116 (a)(3):

	
	
	
	Description of any benefits to subject or others which may reasonably be expected from the research
	benefits

	ICH E6 4.8.10 (h):

	
	
	
	The reasonably expected benefits.  When there is no intended clinical benefit to the subject, the subject should be made aware of this
	we

	45 CFR 46.116 (a) (4); 21 CFR 50.25(a)(4); 38 CFR 16.116 (a)(4):

	
	
	
	Disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject
	alt(1)

	 ICH E6 4.8.10 (i):

	
	
	
	Alternative procedure(s) or course(s) of treatment that may be available to the subject, & their important potential benefits & risks or a statement to discuss alternatives with subject’s physician
	alt(2)

	45 CFR 46.116 (b) (5); 21 CFR 50.25(b)(5); 38 CFR 16.116 (b)(5); ICH E6 4.8.10 (p):

	
	
	
	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 or the subject's legally acceptable representative in a timely manner
	told (revised)

	21 CFR 50.25 (c); 42 U.S.C. 282(j)(1)(A):

	
	
	
	For applicable clinical trials:  Statement  that trial listed on ClinicalTrials.gov
	ClinicalTrials

	45 CFR 46.116 (a) (5); 38 CFR 16.116 (a)(5):

	
	
	
	Description of the extent, if any, to which confidentiality of records identifying the subject will be maintained
	confidentiality1

	21 CFR 50.25(a)(5):

	
	
	
	Clinical studies: Statement describing extent, if any, to which confidentiality of records identifying the subject will be maintained, and noting the possibility that the FDA may inspect the records
	confidentiality3

	ICH E6 4.8.10 (n),(o):

	
	
	
	Clinical studies: Records identifying the subject will be kept confidential and, to the extent permitted by the applicable laws and/or regulations, will not be made publicly available.  If the results of the trial are published, the subject’s identity will remain confidential.
	confidentiality2

	Financial Considerations:  Payment, Costs   ICH E6 4.8.10 (k)

	
	
	
	Template language: Anticipated prorated payment, if any, for subject’s participation
	pay (revised)

	
	
	
	Template language required if payment: “Payments may only be made to U.S. citizens, legal resident aliens, and those who have a work eligible visa.  You may need to provide your social security number to receive payment.”                                                                                       [Stanford HRPP]
	pay

	   45 CFR 46.116 (a) (3); 21 CFR 50.25(a)(3); 38 CFR 16.116 (a)(3)

	
	
	
	If there are any costs to the participant that may result from participation: 

Any additional costs to the subject that may result from participation in the research
	cost

	Sponsorship                 Stanford HRPP

	
	
	
	Sponsor/funding source is identified 
	financial

	CoI                              Stanford HRPP

	
	
	
	If consultative/financial relationship exists:  COIC/IRB-approved disclosure language                                                           
	consult

	45 CFR 46.116 (a) (6);  21 CFR 50.25(a)(6); 38 CFR 16.116 (a)(6); ICH E6 4.8.10 (j)

	
	
	
	Research involving more than minimal risk: Explanation as to availability of any compensation or medical treatments available if injury occurs and, if so, what they consist of, or where further information may be obtained
	all forms paragraph

	Compensation Stanford HRPP Verbatim/Required Language

	
	
	
	Correct option is included (depends on funding)
	compensation 1
compensation 2

	45 CFR 46.116; 21 CFR 50.20; 38 CFR 16.116; ICH E6 4.8.4:

	
	
	
	No exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subjects legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence.
	exculpatory

	45 CFR 46.116 (a) (7); 21 CFR 50.25(a)(7); 38 CFR 16.116 (a)(7); ICH, E6 4.8.10 (q):

	
	
	
	Whom to contact for answers to pertinent questions about the research, & concerns/complaints 
	AA contact info

	
	
	
	Whom to contact for answers to pertinent questions about research subjects’ rights 
	all forms

	
	
	
	Whom to contact in the event of a research-related injury to the subject
	injury

	
	
	
	How to contact someone independent of the research team for concerns, complaints, or general questions about the research, as well as situations when the research staff cannot be reached or when participants wish to talk to someone other than the research staff                                   [AAHRPP] 
	AA IRB contact info

	IRB Contact Info

	
	
	
	Correct IRB address  in Independent Contact Section
	IRB address

	CA Health and Safety Codes:  Section 24172:

	
	
	
	For applicable clinical trials:  If the study has a real or foreseeable risk of biomedical harm, statement that participants will be given a copy of the consent form and a copy of the Experimental Subject’s Bill of Rights in participants’ own language to keep
	bill

	Signatures  45 CFR 46.117(a); 21 CFR 50.27 (a); 38 CFR 16.117(a):

	
	
	
	Informed consent shall be documented by the use of a written consent form approved by the IRB and signed by subject, or subject’s legally authorized representative.  A copy shall be given to the person signing the form.
	~none~

	
	
	
	PD indicates they will obtain the legally effective informed consent of participant or their  LAR;  

If applicable, there is an LAR signature line 
	lar

	
	
	
	Signature and date lines for the Person Obtaining Consent?
	poc

	Children’s Finding of 406, 407, 50.53 or 50.54:

	
	
	
	Consent form has the required signature lines (both parents) and checkboxes

(See Parent Permission guidance)
	406/50.53

	
	
	
	Children participants: Assent document provided, if applicable
	assent

	Special Situations

	HIV Testing; Research on AIDS

	
	
	
	If DHHS/PHS funded and includes HIV testing:  Statement that identifiable participants will be informed if the result is positive and provided with the opportunity for counseling.
	hiv

	Drug Use, Abuse, etc.  & Mandatory Reporting Requirements 

	
	
	
	If study requires a drug screen: Appropriate language is in the consent form
	drug screen

	
	
	
	Appropriate language if responses to questions about illegal drug use could be self-incriminating
	drug

	
	
	
	Statements regarding reporting requirements, if applicable for drug, child abuse and suicide
	reportadults

report 1
reportminors

	Audio or Video Taping

	
	
	
	Statement as to what will become of tapes after use, e.g., shown at scientific meetings, erased.
	~none~

	
	
	
	Place for participant to indicate explicit consent to be taped
	~none~

	
	
	
	Place for participant to indicate explicit consent for recordings to be used
	~none~

	Other items

	
	
	
	Statement if any drugs in this study are known to have a significant potential for addiction in some individuals
	addicting

	
	
	
	Questionnaires: If appropriate, states participant has right to refuse answering individual questions.
	questions

	
	
	
	CoC: If study has a CoC, statement should be in the consent form.
	

	45 CFR 46.116; 21 CFR 50.20; 38 CFR 16.116; ICH 4.8.6:

	
	
	
	The information that is given to a subject or the representative shall be in language understandable to the subject or representative (i.e., lay terms).
	lay terms


	HIPAA Authorization 

	
	
	
	HIPAA expiration date is appropriate for study duration
	HIPAA…..

(several options)

	
	
	
	Appropriate entities listed in “who may receive…?” etc.  (e.g., sponsor, collaborators, FDA)
	

	
	
	
	Are appropriate HIPAA elements included? (e.g. HIPAA Authorization, Limited Waiver of Authorization, HIPAA Waiver of Individual Authorization)
	

	
	
	
	Description of PHI “Obtained, Used or Disclosed” consistent with eProtocol Confidentiality section
	HIPAA – 11(b)


	Notes/Comments (optional):

	     


CHK01C01   rev9       06/14
Research Compliance Office


