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	Boston College Institutional Review Board

Office for Research Protections

140 Commonwealth Avenue, Waul House
Chestnut Hill, MA 02467

(617) 552-4778 Fax: (617) 552-0498 E mail: irb@bc.edu

	Informed Consent Waiver/Alteration Form 


	

	Instructions:  In order for the IRB to approval a waiver of the informed consent process or a partial waiver of  any of the required elements of consent, regulations Federal Regulations:  45 CFR 46.116(d)(1-4) require: 
1. The research involves no more than “minimal risk;” 

2. The waiver will not adversely affect the rights and welfare of the research participants;

3. The research could not practicably be carried out without the waiver; and

4. Whenever appropriate, the research participants will be provided with additional pertinent information after participation.

If your study qualifies for the above criteria, complete this form to request a waiver and attach the form to the Initial IRB Review Form.



	I. Study Title:
(If funded must match the sponsored title)
	       

	II.  Principal Investigator Information

	Name of Principal Investigator:
	     

	
	

	III. Type of Waiver Requested

	A. Are you asking for a partial waiver of consent?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 
B. Are you asking for a total waiver of informed consent?  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
 
C. Are you asking for a waiver of only the documentation* of informed consent Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 
(*All elements of the consent process will be presented to the prospective participants, but the documentation of the process will not be made)
D.  Check all elements that that will be omitted from the consent process:
 FORMCHECKBOX 
   All Elements will be omitted

  FORMCHECKBOX 
   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 which are experimental;
 FORMCHECKBOX 
   A description of any reasonably foreseeable risks or discomforts to the subject;

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

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

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

 FORMCHECKBOX 
   A statement describing the extent, if any, that there will be costs to the participant;
 FORMCHECKBOX 
   A statement describing the extent, if any, that the participant will be compensated for participating;
  FORMCHECKBOX 
   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; 

 FORMCHECKBOX 
   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;
 FORMCHECKBOX 
 Signature and name.
 FORMCHECKBOX 
 Other Please explain:     

	E.  What is the rationale for this alteration/waiver?        

	F.  Does the research pose more than minimal risk* to the research participant?     Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

*Minimal risk is defined in 45 CFR 46.102(i), mean that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.


	G.  Will the waiver adversely affect the rights and welfare of the research participants?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 



	H.  Can the research practicably be carried out without the waiver  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
;  


	

	Note: If you answered Yes to any of the questions F-H, your research does not qualify for a waiver of consent.  Include all required elements of consent using the format and headers in the Boston College Informed Consent Template (on line at

http://www.bc.edu/research/rcip/human/meta-elements/doc/sample_consent_new.doc)
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