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	APPLICATION FORM FOR CONTINUING REVIEW

	1) Date
	     


	2)
Protocol Title and Number
	     

	3)
Date of First Review by    
Public Health Solutions IRB                           
	     

	4)
Date of Most Recent Approval 
by Public Health Solutions IRB 
	     

	5)
Principal Investigator
	     


	6)
Title
	     


	7)
Mailing Address and email
	     

	8)
Telephone 
	     

	9) Names of additional 


Co-Investigators
	Institution

	     
	     


	     
	     

	     
	     

	10)
Is there a clinical research coordinator or data manager for this study?  If so, please 
provide.

	name:
	     
	phone #:
	     

	11)
Start date of research
  
	     
	12)
Anticipated end date of 
research 
	     

	13)
Current status of human subjects use: (Please check only one category)

	Are being used
	 FORMCHECKBOX 

	Date started:
	     
	Anticipated completion date
	     

	Will be used
	 FORMCHECKBOX 

	Start Date:
	     
	Anticipated completion date
	     

	Use of subjects was completed
	 FORMCHECKBOX 

	Date:
	     

	Will not be used; study will not be done; close this file
	 FORMCHECKBOX 


	Other
	 FORMCHECKBOX 



	14)
Please check project type:

	 FORMCHECKBOX 

	Direct involvement of human subjects: Research using invasive treatments, procedures, or experimentation.

	 FORMCHECKBOX 

	Direct involvement of human subjects: Research solely using surveys, interviews, focus groups, observations, or other similar methods.

	 FORMCHECKBOX 

	Direct involvement of human subjects: Research which includes one or more interventions as well as surveys, interviews, focus groups, observations, or other similar methods.

	 FORMCHECKBOX 

	No direct involvement of human subjects: Research solely using human data or biological specimens.

	15)
Site(s) where data collection takes place

	 FORMCHECKBOX 

	Hospital
	specify:
	     

	 FORMCHECKBOX 

	Free-standing Clinic or Health Center
	specify:
	     

	 FORMCHECKBOX 

	Public/Private Schools
	specify:
	     

	 FORMCHECKBOX 

	Private Home
	

	 FORMCHECKBOX 

	Other institution
	specify:
	     

	 FORMCHECKBOX 

	Not applicable
	

	
	
	

	16)
How many subjects do you anticipate enrolling in this study? 
	     

	17)
Number of subjects enrolled to date: 
	     

	18)
Number of subjects enrolled since last review?
	     

	19)
How many children (age <18) do you anticipate enrolling in this  


study?
	     

	20)
How many of the subjects enrolled to date are children?



	     

	21)
Does enrollment in the study reflect diversity of race, 
ethnicity, and gender?
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	If No, why?

	     

	22)
Number of solicited subjects who declined to participate since the 
last review:
	     

	23)
Number of subjects who withdrew since the last review:
	     

	23a)
Describe why:

	     

	24)
Have there been any breaches of privacy?
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	If Yes, please describe.

	     

	25)
Please describe incentives received by the subjects.

	     

	26)
Have you noticed an increased difficulty recruiting or 
retaining subjects since the last review?
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	If Yes, please describe the difficulties and possible causes.

	     


	27)
Describe any unanticipated risks, side effects, or adverse outcomes noted since the last 
review.

	     

	28)
Describe what steps were taken to reduce the unanticipated risks, side effects, and/or 
adverse outcomes, and how subjects with adverse outcomes were managed.

	     

	29)
Are there any proposed changes to the research protocol?
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	If Yes, what are the proposed changes? (Please note, protocol modifications must be reviewed and approved by the IRB before they can be enacted.)

	     

	30)
Are there any proposed changes to the consent form? (Please note, modifications in the consent process must be reviewed and approved by the IRB before they can be enacted.)
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 



· Please submit the consent and assent document(s) currently in use, and if applicable, one with the proposed modifications.

· Please submit an abstract of the research project; this can be the abstract that was submitted with the grant application.  The abstract should provide a succinct description of the research and should be suitable for a reader unfamiliar with the protocol.  If you are submitting your Continuing Review via diskette or email, please label this file “Abstract”. 

· Please submit a summary (200 words or less) describing the progress of your research thus far.   Discuss the purpose of the study, enrollment and methodology. Include any information that has become available since the last review that may be important to the continuation of the study (i.e. potential risks or benefits).  If you are submitting your Continuing Review via diskette or email, please label this file “Summary”.

· Please attach copies of any publications resulting from this research.
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· Assent Document (s) 

· Abstract
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