Pediatric Scientific Review Committee – Reviewer’s Form for Division of Hematology/Oncology
Please complete this form or attach a printout of your review & submit it to: Jane.obrien2@childrens.harvard.edu
All correspondence and the final approval will be uploaded into CHeRP.

PROTOCOL # IRB-					       Primary Reviewer:        

[bookmark: Text3]						Secondary Reviewer:       


1. INTRODUCTORY COMMENTS- PLEASE OUTLINE THE RESEARCH QUESTION BEING ASKED AND THE STUDY DESIGN.
		     
	 

2. CONSIDERATIONS FOR REVIEW: PLEASE INDICATE IF THE FOLLOWING AREAS ARE ACCEPTABLE AS WRTTEN.  IF NOT, PLEAE DISCUSS CONCERNS AND REQUIRED CHANGES
ACCEPTABLE?
[bookmark: Check8]Y     |_|        N  |_|  SCIENTIFIC RATIONALE 
Y   |_|          N  |_|  STUDY DESIGN
Y   |_|         N |_| END POINTS  N/A
Y  |_|         N |_| PROJECT AND ACCRUAL FEASIBILITY
Y  |_|       N |_| Safety
Y   |_|          N |_| CORRELATIVE LABORATORY STUDIES
Y  |_|       N   |_|    STUDY STAFF ISSUES 
Y  |_|      N |_| PRIORITY    N/A
	
	COMMENTS:      

3. [bookmark: Check1]DOES THIS TRIAL OVERLAP WITH ANY EXISTING TRIALS? Y |_|   N |_|    IF YES, PLEASE DISCUSS.
	      

4. ARE THERE ANY POTENTIAL PROBLEMS IN PERFORMANCE, QUALITY ASSURANCE OR REGULATORY ISSUES?  
Y |_|   N  |_|    IF YES, PLEASE DISCUSS.
	     

5. OTHER REQUIRED CHANGES/CLARIFICATIONS:
     


6.  RISK ASSESSMENT:
|_|   	Research not involving greater than minimal risk
[bookmark: Check10]|_|	Research involving greater than minimal risk but presenting the prospect of direct benefit to the 			individual subjects.
[bookmark: Check11]|_|	Research involving greater than minimal risk and no prospect of direct benefit to individual 				subjects, but likely to yield generalizable knowledge about the subject's disorder or condition.

7. RECOMMENDATION
|_|    	Approval (no changes required; protocol ready for IRB review as is)

[bookmark: Check4]|_| 	Conditional Approval (minor changes/clarifications required; administrative or reviewer approval of revised 					document/response necessary prior to IRB review)

[bookmark: Check5]|_| 	Deferral (requires significant clarification/modification; response requires re-review by full committee)

[bookmark: Check6]|_|	 Disapproval (protocol terminated; if desired, PI must revise & resubmit as a new protocol)



