SUU IRB DOCUMENTATION FOR FULL BOARD REVIEWS

Project Title: _____________________________________________________________________

Principal Investigator:____________________________  Reviewer: _________________________

                                         (Faculty Advisor if PI is a student)

Research proposals which meet one or both of the criteria below must receive a full board review:

             (   Participants are considered vulnerable

  (   The research involves more than minimal risk
A. RISK/BENEFIT ANALYSIS

 A    DA    n/a      (Explain any disagree response)

(       (        (
    risks and anticipated benefits are accurately identified, evaluated, and described

(       (        (
    special vulnerabilities among prospective subjects that might be relevant to evaluating the risk of     

                              participation have been considered

(       (        (
    the research involves the evaluation of a therapeutic procedure, and the risks and benefits of the 
                              research interventions have been evaluated separately from those of the therapeutic interventions

(       (        (
    every effort has been made to minimize risks and maximize the likelihood of benefits

(       (        (
    adequate provisions have been made for a continuing reassessment of the balance between risks and      benefits 

(       (        (
    use of a data and safety monitoring committee need NOT be considered
Comments
B. INFORMED CONSENT
yes   no    n/a      (Explain any no response)

(      (      (

 Investigators will obtain signed consent in every case where it is required

(      (      (             Investigators will obtain proof of assent in every case where it is required

(      (      (

 All conditions are in keeping with standards for voluntary and informed consent


Comments

Required Elements for the Informed Consent Document
Participants informed about:

A    DA  n/a  
 (Explain any disagree response)   

(      (     (
 Investigator(s name and position at SUU

(      (     (       An explanation of the purposes of the research

(      (     (       The expected duration of the subject's participation

(      (     (       A description of the procedures to be followed

(      (     (       If surveying/interviewing participants, a description of the type/nature of the questions     

(      (     (      (Participation is voluntary.  You may discontinue the study at any time for any reason without penalty.                                    You may ask questions at any time.(
(      (     (       If a survey or interview is involved, include the following statement: (You may skip any question you do                                not wish to answer.(
(      (     (       A description of any reasonable, foreseeable risks or discomforts to the participant

(      (     (       A description of any benefits to the participant which may reasonably be expected from the research       

(      (     (       A statement explaining whether participation and the data collected is anonymous or confidential

(      (     (       Who to contact for information or concerns regarding the study

(      (     (       A statement whether or not compensation will be awarded and the details thereof     

(      (     (      A statement that the study involves research
(      (     (      A description of any procedures which are experimental
(      (     (       Appropriate alternative procedures or courses of treatment, that might be advantageous to the subject
(      (     (       A statement of who will have access to individual participant's data

(      (     (       When, how, and who to contact to obtain the results of the study

(      (     (       IRB contact information

Comments

Other Considerations
A    DA  n/a      (Explain any disagree response)
(      (      (
     the proposed explanations of the research provide an accurate assessment of its risks and anticipated 

                          benefits

(      (      (
     the possibility (or improbability) of direct benefit to the subjects is fairly and clearly described

(      (      (
     the language and presentation of the information to be conveyed is appropriate to the subject population 
                          (including a translation into a language other than English if applicable)

(      (      (
     the timing of and setting for the explanation of the research is conducive to good decision making

(      (      (
     nothing more can be done to enhance the prospective subjects' comprehension of  the information and

                          their ability to make a choice

(      (      (
     the individuals who will be explaining the research to potential subjects are identified 

(      (      (
     the individuals who will be explaining the research to potential subjects are qualified

(      (      (
     someone in addition to or other than the investigator should and will be present

(      (      (
     subjects will be reeducated and their consent acquired periodically 

(      (      (
     the IRB need NOT monitor incoming data to determine whether new information should be conveyed to

                          participating subjects 

If required, how often should this occur? ______________________________

Who is responsible for bringing new information to the attention of the IRB between scheduled reviews?

A      DA    n/a  
 (Explain any disagree response)
(        (        (
a waiver of some or all of the consent requirements is requested and the importance of the research justifies such a waiver

(        (        (
the research design cannot be modified to eliminate the need for deception or incomplete disclosure

(        (        ( 
subjects will be given more information after completing their participation 

(        (        (
the information to be withheld is not something prospective subjects might reasonably want to know in making their decision about participation 

(        (        (
the nature of the disease or behavioral issue to be studied permits free consent

(        (        (
incentives offered for participation are unlikely to unduly influence a prospective subject's   

                                       decision to participate

(        (        (
there are adequate procedures for monitoring the consent process

(        (        (
arrangements need NOT be made for the IRB or its representative observe the consent process

Comments
C. SELECTION OF SUBJECTS
A    DA  n/a  
 (Explain any disagree response)

(      (      (
the burdens of participating in the research will fall on those most likely to benefit from the research

(      (      ( 
the solicitation of subjects avoids placing a disproportionate share of the burdens of research on any 
                          single group

(      (      (
the nature of the research requires or justifies using the proposed subject population

(      (      (
if there are groups of people who might be more susceptible to the risks presented by the study (and who 

                          therefore ought to be excluded from the research) the procedures for identifying such individuals are 
                          adequate  

(      (      (
to the extent that benefits to the subjects are anticipated, they are distributed fairly

(      (      (
there are no other groups of potential subjects with a greater need to receive any of the anticipated 
                          benefits

(      (      (  
to the extent that participation in the study is burdensome, these burdens are distributed fairly

(      (      (
the proposed subject population is not already so burdened that it would be unfair to ask them to accept 
                          an extra burden

(      (      (
all special physiological, psychological, or social characteristics of the subject group which pose special 
                          risks for them have been identified

(      (      (
it is NOT possible to conduct the study with other, less vulnerable subjects

If you answered “disagree”

What additional expense or inconvenience would that entail?
Does the convenience of the researcher or possible improvement in the quality of the research justify the involvement of subjects who may either be susceptible to pressure or who are already burdened?

A    DA  n/a  
 (Explain any disagree response)
(      (      ( 
the selection process does not overprotect potential subjects who are considered vulnerable (e.g., 
                          children, cognitively impaired, economically or educationally disadvantaged persons, students of 
                          researchers, seriously ill persons) so that they are denied opportunities to participate in research

(      (      (  
the subjects are susceptible to pressures, and every effort has been made to reduce the pressures or 
                          minimize their impact


(      (      (  
special safeguards are included to protect the rights and welfare of subjects who are likely to be 
                          vulnerable to coercion or undue influence (e.g., children, prisoners, pregnant women, persons with 
                          physical or mental illness, and persons who are economically or educationally disadvantaged) 

Comments

D. PRIVACY AND CONFIDENTIALITY
A     DA   n/a   
(      (      (
the research does NOT involve observation or intrusion in situations where the subjects have a 

                          reasonable expectation of privacy

If you answered “disagree”
*  Would reasonable people be offended by such an intrusion? 

*  Can the research be redesigned to avoid the intrusion?

* Does the importance of the research objective justify the intrusion? 

*  What if anything, will the subject be told later?
A     DA    n/a    
(      (        (
  
the investigators do NOT want to review existing records to select subjects for further study




if you answered “disagree”

 


will permission be sought for access to those records (the physician, the institution maintaining the records, the subjects)?



How should the subjects be approached (through their physician, the medical records 



department, the institution)?

(      (      (
the investigator(s) will NOT be collecting sensitive information about individuals

 If you answered diasagree
Have they made adequate provisions for protecting the confidentiality of the data through coding, destruction of identifying information, limiting access to the data, or whatever methods that may be appropriate to the study? 

If the information obtained about subjects might interest law enforcement or other government agencies 
to the extent that they might demand personably identifiable information, can a grant of confidentiality be 

sought from a federal or state agency to protect the research data and the identity of the subjects from subpoena or other legal process?

(      (      (
the investigator's disclosures to subjects about confidentiality are adequate

(      (      (
documentation of consent should NOT be waived in order to protect confidentiality

                          (if you answered “disagree”, explain below)
Comments

E. INCENTIVES FOR PARTICIPATION 
A      DA    n/a  
(Explain any disagree response)
(      (      (
the incentives offered are reasonable, based upon the complexities and inconveniences of the study and 


the particular subject population

(      (      ( 
it is NOT necessary for the IRB to monitor subject recruitment to determine whether coercion or undue



influence is a problem

Comments
