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	Protocol #:  
	Project Title:  

	Principal Investigator: 
	Student Name (if applicable):  

	Primary Reviewer: 
	
	Secondary Reviewer (if applicable): 


	 45 CFR 46.111 Criteria for IRB Approval of Research

	In order to approve research, the IRB shall determine that all of the following 7 criteria are met.  When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards must be included in the study to protect the rights and welfare of these subjects.

	
	1) Risks 

	
	1a  
	Are risks clearly identified and explained?

	
	1b  
	Risks to subjects are minimized: By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, AND

	
	1c  
	Risks to subjects are minimized: Whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes

	

	
	2) Benefits

Risks to subjects are reasonable in relation to anticipated benefits. In evaluating risks and benefits, reviewers should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research). The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.

	
	2a  
	Benefits to subjects and to society at large are clearly described and explained

	
	2b  
	Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result.

	

	
	3) Selection of Subjects is Equitable

In making this assessment reviewers should take into account the purposes of the research and the setting in which the research will be conducted and, It should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons. 

	

	
	4) Informed Consent

Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by 45 CFR 46.116. The requirements for informed consent (or for altering or waiving the requirement for informed consent) apply regardless of whether research is reviewed by the convened IRB or under an expedited procedure. 

	

	

	5) Documentation of Informed Consent  

Informed consent will be appropriately documented, in accordance with, and to the extent required by 45 CFR 46.117 

	

	

	6) Safety of Subjects 

When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

	

	
	7) Privacy and Confidentiality
There are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.  

	INFORMED CONSENT  

	Consent Process Selected for Research:  (Select one method in blue below and all applicable criteria)

	45 CFR 46.117 Documentation of Informed Consent:  Informed consent will be appropriately signed by subject or LAR (new: even in electronic format), in accordance with, and to the extent required by .  New: the consent document may be read to the subject and the subject or LAR will receive a written copy of the consent form.

	5a1  
	Standard consent document is proposed OR

	5a2  
	Short form consent document is proposed (Non-English Speaking Participants)

	
	5a2i  
	Verbal consent script is attached

	
	5a2ii  
	Witness and subject signature line appears on short form consent document and

	
	5a2iii  
	Summary sheet is provided which includes basic elements and additional elements that were presented orally with new: key information presented first.  Witness signs this.

	
	Short Form Process:
	· Subject or LAR signs the short form and receives a copy of 1) short form AND 2) summary sheet. 

· A witness observes the oral presentation of consent information and signs the 1) short form AND 2) IRB-approved summary information sheet.

· The person obtaining consent signs the summary information sheet.

· Signature waiver not allowed for short form consent process

	45 CFR 46.117 (C) Request for a Waiver for Documentation/Signature of Informed Consent  

An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds any of the following:

	Select at least one of the following criteria:
	 The only record linking the participant and the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality OR

	
	 the research presents no more than minimal risk to the participant and involves no procedures for which written consent is normally required outside of the research setting

	
	 AND 2) an alternative documentation mechanism is used for documenting informed consent  New: It is not the cultural norm for subjects to sign such documents, and the IRB determines, 1) the research is no more than minimal risk 

	46.116 Request for a Waiver or Alteration of Some or all of the Elements of Informed Consent  If criteria in 45 CFR  (E) or (F) are met:

	Both criteria must be met per 46.116 (e)
	 The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; AND

 The research could not practicably be carried out without the waiver or alteration.

Note: Subjects may be vulnerable, economically disadvantaged, elderly, or decisionally impaired.

	All applicable criteria are met per 46.116)(f)
	 The research involves no more than minimal risk to the subjects

 The waiver or alteration will not adversely affect the rights and welfare of the subjects

 The research could not be practically carried out without the waiver or alteration

 Whenever appropriate, the subjects will be provided with pertinent information after participation

 New:  If the research involves using identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format.

	INFORMED CONSENT CHECKLIST 46.116  

	New: Concise Presentation of Key Information 46.116 (a)

	
	Consent begins with concise, focused, and organized presentation of key information

1a)   Key information is organized and presented in a way that facilitates comprehension 

1b)   Key information will assist in understanding the reasons why one might or might not choose to participate in the research.

Note: This new section is NOT eligible for waiver or alteration of consent.

	Basic Required Elements of Consent 46.116 (b)

	
	1) A statement that the study involves research

   1a) An explanation of the purposes of the research    

   1b) The expected duration of the subject's participation  
   1c) A description of the procedures to be followed  
   1d) Identification of any procedures which are experimental  N/A OR 

	
	2) A description of any reasonably foreseeable risks or discomforts to the subject

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

	

	4) A disclosure of appropriate alternative procedures or course of treatment, if any, that may be advantageous to the subject  OR  N/A

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

	      
	6) 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 and, if so, what they consist of, or where further information may be obtained OR  N/A

	
	7) Identification of whom to contact for answers to pertinent questions about the research 

   7a) Identification of researcher and contact information

   7b) Identification of whom to contact for answers to questions about the research subjects' rights 
   7c) Identification of whom to contact in the event of a research-related injury to the subject  N/A OR 

	
	8) 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

	
	9) New: Research collecting identifiable information and/or identifiable private information and/or identifiable biospecimens must state plan for future use.

   9a) State that collected samples/data may be de-identified and used for future research or be given to       another investigator for future research without additional informed consent   OR

   9b) State that collected samples/data will not be used for future research, even if de-identified 

	Additional Elements That May Be Required by the IRB (when found appropriate) 46.116 (c)

	     
	 N/A
	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

	     
	 N/A
	Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent

	     
	 N/A
	Any additional costs to the subject that may result from participation in the research

	     
	 N/A
	The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject

	     
	 N/A
	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

	     
	 N/A
	The approximate number of subjects involved in the study

	     
	 N/A
	New: A statement regarding whether clinically relevant research results will be given to the subject and under what conditions.  Note: There may be College of American Pathologists (CAP) and Clinical Laboratory Improvement Amendments (CLIA) to consider relating to the return of research results to subjects.

	     
	 N/A
	New: A statement that biospecimens, even if de-identified, may be used for commercial profit and whether/if that profit will be shared

	     
	 N/A
	New: For research involving biospecimens, whether the research will or might include (specifically) whole genome or exome sequencing

	Other Consent Considerations 

	     
	Project clearly describes a plan/procedure for obtaining prospective, legally effective informed consent from each research subject or the subject's legally authorized representative.

	
	Consent will be sought under circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether or not to participate and that minimize the possibility of coercion or undue influence

	
	The information that is given/presented to the subject is in a language understandable to the subject or the representative. 

	
	Consent process and documents do not contain any exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence. Unless the consent process is waived, an appropriate written consent document is provided.

	
	All applicable federal, state, local laws or policies will be followed in order for informed consent to be legally effective.


	Research Involving Vulnerable Populations Protected Under Subpart B, C, or D (See additional subpart criteria to be determined by full board)
Subpart B  Applies: Additional Protections for Pregnant Women, Human Fetuses and Neonates Involved in Research

Subpart C  Applies: Additional Protections for Prisoners 

Subpart D  Applies: Additional Protections for Children 


	REVIEWER COMMENTS SECTION

	Date Reviewed: 

	Summary:  Please include a brief summary of the protocol to present to the committee and list any concerns or recommendations for discussion: 



	Reviewer Comments:  



Please return Primary Checklist to irb@uwosh.edu or Sponsored Programs Office Dempsey 214. 
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