AHS IRB PROPOSAL REVIEW FORM


	Proposal Title & Tracking Number:
	     

	Primary Reviewer:
	     
	Secondary Reviewer:
	     


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Approval recommended?



Next review should be in?   FORMCHECKBOX 
  12 months   FORMCHECKBOX 
 6 months   FORMCHECKBOX 
 Other:        
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Are risks minimized by use of procedures consistent with sound research design and which do not unnecessarily exposed subjects to risk?  If no, discuss in your review.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Are risks to subjects reasonable in relation to benefits?  If no, discuss in your review.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
When appropriate, have the following requirements been satisfied?  If no, discuss in your review.

· The research plan adequately provides for monitoring the data collected to ensure safety of the subjects;

· The protocol adequately protects the privacy of subjects and maintains confidentiality of the data when some or all of the subjects are likely to be vulnerable to coercion or undue influence; additional safeguards need to be included in the study to protect the rights and welfare of these subjects.

· Specific additional protections are included for research involving fetuses, pregnant women, human in vitro fertilization, prisoners, and children as specified in the regulations.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Does the protocol include appropriate procedures for obtaining consent and/or assent?  If no, discuss in your review.  
· Informed consent must be sought and documented prospectively for each subject, unless a waiver or alteration to this process is granted (see below).  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Does the protocol include an alteration or waiver of the normal consent process (e.g., next of kin consent)?  If yes, see the guidelines for waiver or alteration of elements of informed consent and/or documentation of informed consent, in AHS policy 9.04 revised, and indicate in your review whether all of the elements have been met.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Is overall selection of subjects equitable and have appropriate efforts been made to include women, children and minorities?  If no, appropriate justification must be given and please discuss in your review.  

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Does the research involve children?  If yes, complete the following by checking one category and making sure that the requirements for that category are met within the protocol:


 FORMCHECKBOX 
 Not Greater than Minimal Risk

· adequate provisions made for obtaining assent and permission of parent(s) or guardians


 FORMCHECKBOX 
 Greater than Minimal Risk, but presenting the prospect of direct benefit to subjects, requires:

· risk is justified by anticipated benefits

· relation of benefit to the risk is at least as favorable to subjects as available alternatives

· adequate provisions obtaining assent and permission of parent(s) or guardians


 FORMCHECKBOX 
 Greater than Minimal Risk, No prospect of direct benefit, but likely to yield generalizable knowledge about subjects’ disorder or condition, requires:
· risk is minor increase over minimal risk

· intervention/procedure presents  experiences commensurate with those inherent in their actual or expected situations

· adequate provisions for obtaining assent & permission of parent(s) guardians (if joint custody both parents must sign) 
 FORMCHECKBOX 
 Research not otherwise approvable which presents an opportunity to understand, alleviate or prevent a serious problem affecting the health or welfare of children, requires 
· A finding that there is reasonable opportunity to further understanding, prevention or alleviation of problem 
· Review by the US Dept. of Health & Human Services Secretary

REVIEWER’S COMMENTS (INCLUDE HERE OR ATTACH ADDITIONAL SHEET):

	     


	
	     

	Primary Reviewer’s Signature
	Date


