	PI Consent Form Adequacy checklist


INSTRUCTIONS: Use this checklist to make sure your study consent form meets the IRD-IRB requirement.
	
	Formatting
	Yes
	Inadequate
	Missing
	No
	Notes

	1
	IRB header provided
	
	
	
	
	

	2
	IRB contact information provided
	
	
	
	
	

	3
	Consent Form provided in Ms Word or editable version
	
	
	
	
	

	4
	Language at 5th grade level 
	
	
	
	
	

	5
	Medical terms explained in easy terms in Urdu consent form 
	
	
	
	
	

	6
	Urdu and English versions are in sync
	
	
	
	
	


	
	Basic Elements of Informed Consent

[45 CFR 46.116(a) and 21 CFR 50.25(a)]
	Yes
	Inadequate
	Missing
	N/A
	Notes

	1
	A statement that the study involves research;
	
	
	
	
	     

	
	an explanation of the purpose of the research;
	
	
	
	
	

	
	an explanation of the expected duration of the research;
	
	
	
	
	

	
	a description of the procedures to be followed; and
	
	
	
	
	

	
	Identification of any procedures that are experimental.
	
	
	
	
	

	1a
	The approximate number of subjects in the study.


	
	
	
	
	

	2
	A description of any reasonable foreseeable risks or discomforts to the subject (including ineffective treatment).
	
	
	
	
	

	3
	A description of the benefits to the subject or to others that may 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 the records identifying the subject will be maintained; and
	
	
	
	
	

	
	A statement that the records may be inspected by the Sponsor (CRO or other designee), the research team or other authorized parties.
	
	
	
	
	

	6
	 For research involving more than minimal risk, an explanation as to whether any compensation will be paid, whether any medical treatments are available if injury occurs, and, if so, what those treatments consist of or where further information may be obtained.
	
	
	
	
	     

	7
	An explanation of whom to contact:
	
	
	
	
	     

	
	for questions about the research;
	
	
	
	
	

	
	for questions about rights as a research subject; and
	
	
	
	
	

	
	in the event of a research-related injury (if applicable).


	
	
	
	
	

	8
	A statement that participation is voluntary, and
	
	
	
	
	     

	
	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 at any time without penalty.


	
	
	
	
	

	
	Additional Elements  (IF APPLICABLE)

[45 CFR 46.116 (b) and 21 CFR 50.25(b)]
	Yes
	Inadequate
	Missing
	N/A
	Notes

	1
	A statement that the particular treatment/procedure may involve risks to the subject (or to the fetus or embryo, 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.
	
	
	
	
	     

	3
	Any additional costs to the subject that may result from participation in the research.
	
	
	
	
	     

	4
	The consequences of and procedures for withdrawing from the research study.
	
	
	
	
	     

	5
	A statement that significant new findings that may affect subject’s willingness to continue participation [such as safety risks] learned during the course of the research will be provided to the subject.
	
	
	
	
	     


