	Criteria for IRB Approval of Research:
In order to approve research, the IRB shall determine that all of the following requirements are satisfied:
(45CFR46.111, 21CFR56.111)


 FORMCHECKBOX 
 1. Risks to subjects are minimized by:

· using procedures consistent with sound research design and which do not unnecessarily expose subjects to risk, and 

· when appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes

· Investigators have appropriate qualifications and/or licensure to carry out the procedures involving human participants with an acceptable degree of potential risk.
· Investigators have adequate facilities and equipment to conduct the research with an acceptable degree of potential risk.
Categories of risks:  physical, psychological, social, economic, invasion of  privacy, breach of confidentiality

 FORMCHECKBOX 
 2.  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. 
Categorize potential risk level:    

      FORMCHECKBOX 
 no more than minimal risk*    

      FORMCHECKBOX 
 more than minimal risk: 

                 FORMCHECKBOX 
 minor increase over minimal risk, or

                 FORMCHECKBOX 
 more than a minor increase over minimal risk

Categorize potential benefits**:   

      FORMCHECKBOX 
 no prospect of direct benefit to individuals, but is likely to yield generalizable knowledge.

      FORMCHECKBOX 
 prospect of direct benefit to individuals    

*Minimal risk means 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 (45CFR46.102(h)(i), 21CFR50.3(k)).

**A research benefit is considered to be something of health-related, psychosocial, or other value to an individual research subject, or something that will contribute to the acquisition of generalizable knowledge.  Money or other compensation for participation is not considered to be a benefit, but rather compensation for research-related inconveniences.

In evaluating risks and benefits, the IRB 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 (ie, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.  
 FORMCHECKBOX 
 3. Selection of subjects is equitable.  

In making this assessment the IRB should take into account the purposes of the research and the setting in which the research will be conducted and 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.  

 FORMCHECKBOX 
 4. Informed consent will be sought from each prospective subject or their legally authorized representative, unless the IRB has approved a waiver or alteration of this requirement.  
Consent shall be sought only under circumstances that provide the prospective participant sufficient opportunity to consider whether or not to participate and that minimizes the possibility of coercion or undue influence.  The information shall be in language understandable to the participant or representative.  No informed consent, oral or written, may include any exculpatory language through which the subject is made to waive or appear to waive any of their legal rights, or releases, or appears to release the investigator, sponsor, institution, or its agents from liability for negligence.  (45CFR46.116, 21CFR50.20)
The following information shall be provided to each participant:
(a) 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 that are experimental

(b) a description of any reasonably foreseeable risks or discomforts to the participant

(c) a description of any benefits to the subject or others which may reasonably be expected from the research

(d) a disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous

(e) a statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained (if FDA-regulated research, must include that the records may be inspected by the FDA)
     (f) (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 in injury occurs and, if so, what they consist of, or where further information may be obtained

     (g) 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

     (h) a statement that participation is voluntary, refusal to participate or discontinue participation will involve no penalty or loss of benefits to which the subject is otherwise entitled

     (i) (when appropriate) a statement that the particular treatment or procedures may involve risks to the subject which are currently unforeseeable

     (j) (when appropriate) anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to their consent

     (k) (when appropriate) any additional costs to the subject that may result from participation

     (l) (when appropriate) the consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of their participation

     (m) (when appropriate) 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 them

     (n) (when appropriate) the approximate number of subjects involved in the study

 FORMCHECKBOX 
 5. Informed consent will be appropriately documented, unless the IRB has approved a waiver of the requirement.
 FORMCHECKBOX 
 6. When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.
 FORMCHECKBOX 
 7. When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
 FORMCHECKBOX 
 8. When some or all 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 have been included in the study to protect the rights and welfare of these participants.
 FORMCHECKBOX 
 9. The IRB has sufficient knowledge of the local research context; either through a member(s)’ personal experience, or through communications with outside consultants possessing experience with the subject population, or the surrounding community.  (45CFR46.107(a), 21CFR56.107(a))
 FORMCHECKBOX 
 10. The appropriate approval period has been determined (continuing review must occur at intervals appropriate to the degree of risk, but not less than once per year). (45CFR46.103(b)(4), 21CFR56.103(a))
	Consent Waiver or Alteration:  Additional IRB determinations

An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or waive the requirements to obtain informed consent under one of two conditions:
(Not applicable to FDA-regulated  research) 


The IRB must find and document that: 
 FORMCHECKBOX 
 (1) 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 of 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

(2) the research could not practicably be carried out without the waiver or alteration.  (45CFR46.116(c))
OR

 FORMCHECKBOX 
 (1) The research will involve no more than minimal risk to subjects

(2) the waiver or alteration will not adversely affect the rights and welfare of the subjects 

(3) the research could not practicably be carried out without the waiver or alteration, and 
(4) when appropriate, the subjects will be provided with additional pertinent information after participation.
                                                                                                                                                  (45CFR46.116(d))
The informed consent requirements in this policy are not intended to preempt any applicable federal, state or local laws which require additional information to be disclosed in order for informed consent to be legally effective.  
	Consent Signature Waiver:  Additional IRB determinations

An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects, under one of the following applicable conditions:  (45CFR46.117(c))                               (Not applicable to FDA-regulated research)


The IRB must find and document that:
 FORMCHECKBOX 
 (1) That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach in confidentiality.  Each subject will be given the opportunity to sign, if they wish. The IRB may require the investigator to provide subjects with a written statement regarding the research.

OR
 FORMCHECKBOX 
 (2) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.  The IRB may require the investigator to provide subjects with a written statement regarding the research.

	Children as research participants:  Additional Protections

Children are persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction. (45CFR46, Subpart D, 21CFR50, Subpart D)
The IRB must find and document that: 


 FORMCHECKBOX 
 1. Adequate provisions will be made for soliciting the assent of the children (unless a waiver is appropriate) 

 FORMCHECKBOX 
 2. Adequate provisions will be made for soliciting the permission of each child’s parent or guardian (unless a waiver is appropriate)
 FORMCHECKBOX 
 3. The research is approvable under one of the following permissible categories:  


 FORMCHECKBOX 
 Research not involving greater than minimal risk to children.

 FORMCHECKBOX 
 Research involving greater than minimal risk, but potential for direct benefit

· The intervention or procedure holds out the prospect of direct benefit for the individual participant, or by a monitoring procedure that is likely to contribute to the subject’s well-being;

· The risk is justified by the anticipated benefit to subjects; and
· The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches


 FORMCHECKBOX 
 Research involving greater than minimal risk, with no potential for direct benefit, but likely to yield generalizable knowledge about the subject’s disorder or condition.
· The risk represents a minor increase over minimal risk;

· The intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social or educational situations; and 
· The intervention or procedure is likely to yield generalizable knowledge about the subject’s disorder or condition which is of vital importance for the understanding or amelioration of the subjects’ disorder or condition


 FORMCHECKBOX 
 Research not otherwise approvable, which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children.  
· Must present a reasonable opportunity to further the understanding, prevention or alleviation of a serious problem affecting the health or welfare of children.

· Must be conducted in accordance with sound ethical principles. 
· Requires approval by a federal HHS panel (and/or FDA panel) of experts in applicable disciplines, in addition to a public review and comment period.  
 FORMCHECKBOX 
 4. Wards of the state:  Children who are wards of the state or any other agency, institution, or entity can be included in research approved under the last 2 categories only if the research is:

· Related to their status as wards;  the IRB shall require appointment of an advocate who has the background and experience to act in the best interests of the child, and is not otherwise associated with the research, investigator, or guardian organization; or
· Conducted in schools, camps, hospitals, institutions or similar settings in which the majority of children are not wards

Assent: a child’s affirmative agreement to participate in research.  Mere failure to object should not, absent affirmative agreement, be construed as assent. In determining whether children are capable of assenting, the IRB should take into account the ages, maturity and psychological state of the children involved.  

Parent/Guardian permission:  The IRB may find that permission of one parent or guardian is sufficient for research under 46.404 or 46.405.  Where research is covered by 46.406 and 46.407, and permission is to be obtained from parents, both parents must give permission unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.
Reviewer’s Checklist 
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