Request for Continued Approval of Human Use

Providence, RI       


Principal Investigator:  
Project Title:  
Current expiration date of approval:
Level of Risk at Last Review:               FORMCHECKBOX 
  Minimum   FORMCHECKBOX 
  Moderate   FORMCHECKBOX 
  High  

Period of Approval at Last Review:      FORMCHECKBOX 
 6 months     FORMCHECKBOX 
  12 months  FORMCHECKBOX 
 Other_________

Project Status: (Check one)

 FORMCHECKBOX 
  Project has terminated

 FORMCHECKBOX 
  Project is active and human participants are actively involved

 FORMCHECKBOX 
  Project is active but no human participants have been enrolled and no additional risks have been identified since the last approval. 
 FORMCHECKBOX 
  Project is permanently closed to the enrollment of new subjects and all subjects have completed all research-related interventions and the research remains active only for long-term follow-up of subjects and data analysis. 
 FORMCHECKBOX 
  Project is active but is permanently closed to the enrollment of new subjects and the remaining research activities are limited to data analysis. 
[Note: participants include patients or others from whom chart data or tissues are collected.]
Maximum number of participants that the IRB has approved to be enrolled: 

__  PVAMC __  All sites (including PVAMC)
Total number of participants enrolled to date (all years) in the project:
_   PVAMC  __ All sites (including PVAMC)
Number of participants enrolled since last progress report:

__ PVAMC  __ All sites (including PVAMC)
List number of participants at this site since last progress report by gender and ethnic or racial identity.

	Category
	Caucasian
	African American
	Asian
	Hispanic
	Native American
	Other

	Male
	
	
	
	
	
	

	Female
	
	
	
	
	
	


Vulnerable Populations:

Was the study approved for any of the following vulnerable populations:  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, list number of participants recruited since last report who were:

     children under 18 years; 
      pregnant women 

      fetuses;
      prisoners; 
      mentally disabled or with impaired decision making capacity; 
      economically or educationally disadvantaged  
1. Have there been any revisions to the protocol since the last approval date?  

 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No  If yes, have the changes received IRB approval?  FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No.
2.  If applicable, has the consent form been revised since the last approval date? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 The study has waiver of consent. 
If yes, have the changes received IRB approval?  FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No.
3.  Are you requesting any modifications to any part of the study? 
 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No     If yes, include the request in your memo to the IRB. 
4.  Have you sent the original signed consent forms to the Medical Records Office for all VA participants entered into your protocol?   

 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No     FORMCHECKBOX 
 NA      FORMCHECKBOX 
 The study has waiver of consent. If not, explain. 
5.  If medications are involved, have copies of the VA form 10-9012 been kept with the participant’s medical record (for VA patients only) and provided to the research pharmacist (all participants) along with a copy of every signed informed consent form?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

6.  Since the last report, is there any new information that affects the risks/benefits of the study to participants?  If yes, include an explanation in your memo to the IRB.   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    

7. Were all unanticipated protocol deviations reported to the IRB?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  FORMCHECKBOX 
 None Occurred

8. Were all unanticipated problems (other than adverse events) that involved risk to participants reported to the IRB since the last report?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 None Occurred. 
If yes, provide a summary report on a separate page.
9.  Have any serious adverse events, whether or not related to the study, occurred since the last report?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, provide a summary report on a separate page (date, subject #, site, type of event).  Has a report been filed with the IRB about each of these events?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If yes, provide a summary report on a separate page.
10.  Have any unexpected adverse events other than serious adverse events occurred since the last report?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   If yes, provide a summary report on a separate page 

(date, subject #, site, type of event).  
Has a report been filed with the IRB about each of these events?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

11.  Have any participants withdrawn from the study after signing the informed consent form or filed formal complaints about the research?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If yes, attach details on a separate page, including site. 

12.  Did any study monitoring visits occur since the last report?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No If yes, provide a summary report. Has the “Report of Research Visit” forms been submitted to the IRB? 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

13.  Have any other IRBs approved this project (or has this protocol been submitted to any other IRB for review)?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No     If yes, provide (attach) current copies of other IRB approvals. 
14. Research Staff/Personnel (List all research staff/personnel  still working on the study and answer all questions in the table)
	Name/Title
	Role
	Scope of Practice on File?
	Training Verified Date
	VETPRO Complete
	Conflict of Interest on File?

	
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No FORMCHECKBOX 
N/A
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No

	
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No FORMCHECKBOX 
N/A
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No

	
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No FORMCHECKBOX 
N/A
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No

	
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No FORMCHECKBOX 
N/A
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No

	
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No FORMCHECKBOX 
N/A
	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
No


Secondary Validation of the above requirements in #14 above being met:

_________________________________________                         
______________

Research Admin Training Program Asst. Signature
Date

 PLEASE ATTACH TO THIS FORM:

(Check boxes to indicate attachments included.  All documents requiring signature must be signed upon submission.)

 FORMCHECKBOX 
 Any explanations required to the above items in the memo to the IRB or on a separate page.

 FORMCHECKBOX 
 A narrative summary of your project progress.

 FORMCHECKBOX 
 Updated risk-benefit assessment-can be incorporated into the narrative summary.  

 FORMCHECKBOX 
Summarize any relevant recent literature concerning any changes in risks or benefits.

 FORMCHECKBOX 
 Electronic Abstract of the study in MS Word format.
 FORMCHECKBOX 
A copy of the protocol that incorporates all previously approved revisions.

 FORMCHECKBOX 
 For projects open only for data analysis, do not attach the investigator brochure for medications,

     most recently approved consent form(s), clean unstamped copies of consent form(s) or HIPAA Authorization

     form, unless these have changed since last review (reviewer will use the filed copies of these).

 FORMCHECKBOX 
 Summary of unanticipated problems involving risk to participants and others since last IRB review

 FORMCHECKBOX 
 Summary of adverse events, untoward events, or outcomes experienced by participants since last IRB review

 FORMCHECKBOX 
 If using any medications, please include an investigator brochure, drug package insert, or other source of

     information.

 FORMCHECKBOX 
An electronic copy of the most recent approved PVAMC informed consent form showing the dated approval

     stamp.
   FORMCHECKBOX 
One blank stamped electronic copy of your currently approved PVAMC consent form with all revision dates listed.  If you are requesting a modification to the consent form, attach the track change and clean version for approval.  
 FORMCHECKBOX 
One blank stamped electronic copy of your currently approved HIPAA Authorization Form with all revision

       dates listed OR previous HIPAA waiver approval letter. If you are requesting a modification to the HIPAA

       Authorization form, attach the track change and clean version for approval.  
 FORMCHECKBOX 
ISO/PO Checklist (Only if Info Security/Privacy-related changes are being made).

 FORMCHECKBOX 
DSMB report(s) or safety report(s) since initial review or last progress report, if applicable.

 FORMCHECKBOX 
Any relevant multi-center trial reports, if applicable.

 FORMCHECKBOX 
Other IRB approval letters, if applicable.
Principal Investigator Signature (Only PI may sign)                                              Date
PVAMC CR Form Ver. 12/8/11
1

