Summary Sheet for Protection of Human Subjects

(IRB Form II)

(For use in Expedited and Full Review-Please check the appropriate answer for all questions)

1.
Does this research project involve human subjects’ participation in












NO
YES

a.
biomedical procedures?







  FORMCHECKBOX 

   FORMCHECKBOX 












NO
YES

b. procedures to elicit information (personality tests, questionnaires, 

  FORMCHECKBOX 

   FORMCHECKBOX 

inventories, surveys, observations, etc.)? 











NO
YES

c. procedures specifically designed to directly modify the knowledge, 

  FORMCHECKBOX 

   FORMCHECKBOX 

thinking, attitudes, feelings, or other aspects of the behavior of subjects?














NO
YES

2.   Are biomedical procedures involved? 





  FORMCHECKBOX 

   FORMCHECKBOX 



If the answer to number two is YES,












NO
YES

a.
are provisions for emergency medical care necessary? 



  FORMCHECKBOX 

   FORMCHECKBOX 












NO
YES

has a qualified physician participated in planning this Project? 


  FORMCHECKBOX 

   FORMCHECKBOX 

(If YES, attach a signed letter from the physician that indicates

her/his level of involvement with the research project.)










NO
YES

will this study involve drugs or chemical agents (dosages) 


  FORMCHECKBOX 

   FORMCHECKBOX 

ionizing radiation (microwaves, lasers), or high intensity sound?












NO
YES

3.   Does this study involve giving false or misleading information to subjects

  FORMCHECKBOX 

   FORMCHECKBOX 

or withholding information (deception)?

















NO
YES

4.   Are procedures to be used new (not established and/or accepted)?


  FORMCHECKBOX 

   FORMCHECKBOX 














NO
YES

5.   Will the procedures cause any degree of discomfort, harassment, invasion of
 
  FORMCHECKBOX 

   FORMCHECKBOX 

privacy, risk of physical injury, threat to the dignity of subjects, or be otherwise

     
potentially harmful to subjects?  (If YES, give details in narrative below.)













NO
YES     NA 

6.   Have specific provisions been made to correct any harmful or adverse

  FORMCHECKBOX 

   FORMCHECKBOX 
        FORMCHECKBOX 

conditions that may arise?  (If YES, give details in narrative below.)


     
NO
YES
7.   Can the potential benefits from the conduct of this study be considered

  FORMCHECKBOX 

   FORMCHECKBOX 

to outweigh the risks to subjects?





















NO
YES

8.   Will any type of electrical equipment be used that will be connected to subjects? 
  FORMCHECKBOX 

   FORMCHECKBOX 











NO
YES 

a.  If YES, is this equipment routinely and customarily used


  FORMCHECKBOX 

   FORMCHECKBOX 

     for this purpose?






b.  If your answer to 8a is No, give details in narrative regarding

     the subjects’ safety below.

     

NO
YES
9.   Will subjects receive any payment for participating (money, course credit, etc.)? 
  FORMCHECKBOX 

   FORMCHECKBOX 

(If YES, give details in narrative below.)





     
10.   Is the project specifically designed to involve subjects who are members of

  specialized populations listed below?

NO
YES
a.
mentally disabled (e.g., brain‑damaged, psychiatric patients, etc.)? 

  FORMCHECKBOX 

   FORMCHECKBOX 











NO
YES

b.
cognitively disabled (e.g. intellectual disability, mental retardation)?

 FORMCHECKBOX 

   FORMCHECKBOX 












NO
YES

c.
minors (less than 18 years of age)?





 FORMCHECKBOX 

   FORMCHECKBOX 











NO
YES

d.
pregnant women?







 FORMCHECKBOX 

   FORMCHECKBOX 











NO
YES

e.
prisoners?








 FORMCHECKBOX 

   FORMCHECKBOX 











NO
YES

f.
physically handicapped (e.g. use wheelchair, walker, etc.)?


 FORMCHECKBOX 

   FORMCHECKBOX 












NO
YES     NA
11.    Do procedures include obtaining parental/guardian consent and/or 

  FORMCHECKBOX 

   FORMCHECKBOX 
        FORMCHECKBOX 

          institutional authorization for access to the subjects if minor, mentally 

    disabled, or institutionalized subjects are involved?














NO
YES
12.    Are procedures for maintaining confidentiality, of all data from subjects

  FORMCHECKBOX 

   FORMCHECKBOX 

   fully described?









NO
YES 

13.   Are procedures for obtaining informed consent from subjects fully described?
 FORMCHECKBOX 

   FORMCHECKBOX 

NO
YES

14.   Will a copy of the informed consent document and/or explanation of the study
 FORMCHECKBOX 

   FORMCHECKBOX 
         
         be provided to each subject?






 

NO
YES

15.   Have copies of all informed consent documentation been submitted along

  FORMCHECKBOX 

   FORMCHECKBOX 

        with the protocol (i.e., signature document with explanation of study,

        cover letter, debriefing statement, and other relevant documents)?



16.   Estimate the average amount of time required for subject’s participation, and specify in hours or minutes:

     




OR
     





(Hours)



 

(Minutes)

17.
If the questionnaires, interviews, or tests are involved, specify the total number of items:

     





(Number of Items)

18.
Specify the number of subjects to be involved in this study:

     





(Number of Subjects) 
IRB Form II

