	COMPLETION REPORT
	NJH IRB


IRB IDENTIFIER (CPA) #
	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      


Include:

Completed, signed original report and one (1) copy. 

All other documentation referenced in the completion report.  

	1a.
Study sponsor information (check applicable box):


 FORMCHECKBOX 
 Industry Sponsored
 FORMCHECKBOX 
 Federally-funded
 FORMCHECKBOX 
 Investigator Initiated


 FORMCHECKBOX 
 Other:      

	1b.
Current study sponsor:      

Has the study has been issued a fee waiver?  FORMDROPDOWN 
(   If NO, complete the billing information below.
If YES, there is no charge for IRB completion review.

If NO, was the study submitted for initial review after July 1, 2009?  FORMDROPDOWN 
(  
If NO, there is no charge for IRB completion review.

If YES, review is billable in accordance with the fee schedule posted on the IRB website. 

Billing information below.

Company:
     
Contact Person:
     
Street Address:
     
     
City, State, Zip:
     
Telephone:
     , ext.      
Email:
     
(If any portion of this billing information is new, check here:  FORMCHECKBOX 

Comments:       

	2.
Have all protocol activities been completed?  FORMDROPDOWN 
(
For non-Industry sponsored studies, is data analysis completed?  FORMDROPDOWN 
(

	3.
Protocol expiration date:      

	4.
Reason for study closure:      

	5.
Final Report:

	5.1.
Brief summary of study outcomes/final results:


     

	5.2. 
Complaints not already reported to the NJH IRB?  FORMDROPDOWN 
(   
If YES, explain below.
     

	5.3. 
Unanticipated Problems or Protocol Deviations not already reported to the NJH IRB?  FORMDROPDOWN 
(   

If YES, explain below. 
     

	6.
Enrollment (note:  the table below does NOT auto-calculate):

	6.1.
Number of subjects approved for consenting:
	     

	6.2.
Number of subjects approved for enrollment:
	     

	6.3.
Final number of subjects consented:
	     

	6.4.
Final number of screen failures:
	     


	6.5.
Final number of subjects enrolled:
	     

	7.
Drop-outs(not already reported to the NJH IRB):      . Provide an explanation for each drop out:

     

	8.
Withdrawals (not already reported to the NJH IRB):      . Provide an explanation for each withdrawal:

     

	9.
Subject Demographic Tables (if this study is Industry sponsored skip to Section 10):


(note:  the tables below does NOT auto-calculate):
9.1.
Ethnic Categories

Hispanic or Latino

(Mexican, Mexican American, Chicano, Puerto Rican, Cuban, Other Hispanic, Latino, or Spanish Origin)

Not Hispanic or Latino

Unknown or unreported

TOTALS

FEMALE

     
     
     
     
MALE

     
     
     
     
TOTAL

     
     
     
     

9.2.
Racial Categories (Hispanic or Latino are NOT considered racial categories – information should be included in Section 9.1)

American

Indian or Alaskan Native (maintaining a tribal affiliation)
Asian

(Asian Indian, Chinese, Filipino, Japanese)

Black

(African American or Negro)

Native Hawaiian or other Pacific Islander

White 

More than one race

(as reported by the subject)

Unknown or unreported

(by the subject)

TOTALS

FEMALE

     
     
     
     
     
     
     
     
MALE

     
     
     
     
     
     
     
     
TOTAL

     
     
     
     
     
     
     
     


	10.
Vulnerable populations:

Were potentially vulnerable populations included in this research?  FORMDROPDOWN 
(  

If YES, check all applicable populations listed below.  

 FORMCHECKBOX 

Children 

 FORMCHECKBOX 

Prisoners 

 FORMCHECKBOX 

Subjects unable to provide informed consent 

 FORMCHECKBOX 

Mentally/Emotionally/Developmentally disabled persons

 FORMCHECKBOX 

Subjects unable to read or speak English

 FORMCHECKBOX 

Economically disadvantaged

 FORMCHECKBOX 

Pregnant Women

 FORMCHECKBOX 

Students at National Jewish Health

 FORMCHECKBOX 

Fetuses/ fetal material 

 FORMCHECKBOX 

Staff of NJH



	11. 
Is there new data and safety monitoring information not already been reported to the NJH IRB?  FORMDROPDOWN 
(
If YES, provide a summary and explanation why this was not provided to the IRB.

       

	12. 
Has there been an audit by a regulatory agency since this study was last reviewed:  FORMDROPDOWN 
( 

If YES, provide a summary of the audit findings and response to the findings:

     

	13. 
Have publications resulted from this study?:  FORMDROPDOWN 
( 

If YES, provide a copy of each publication.

	14.  
Does the investigator or any co- or sub-investigator(s) have a Conflict of interest?  FORMDROPDOWN 
(   



By signing this form the Principal Investigator certifies: 

· All subjects signed the appropriate IRB approved Informed Consent and/or Assent document (unless the requirement was waived) and that those signed documents are on file. 

· All unanticipated problems have been reported to the IRB in accordance with NJH IRB SOPs and Federal Regulations.

· Documents will be retained in accordance with NJH policy and Federal Regulations.

· Investigator Conflicts of Interest will be reported for 1 year after study closure.

______________________________
__________________

Principal Investigator’s Signature
Date
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