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REQUEST for CONTINUED APPROVAL of HUMAN RESEARCH

    Principal Investigator:   (enter PI name here)    
 
MIRB #          Proj #       (see memo)
    Title:      
             Initial Review Approval Date:               Current Approval Expires (see memo):      

     [R&D Office Use Only]   Continuing Review Approved:  _______________  until: _______________


1. RESEARCH PROJECT STATUS:   (check one option)
a.  FORMCHECKBOX 

Active with no local human recruitment  (check one suboption)
 FORMCHECKBOX 
  All data from retrospective or de-identified sources

 FORMCHECKBOX 
  All subjects are enrolled at other sites

b.  FORMCHECKBOX 

Active but no enrollment to date

c.  FORMCHECKBOX 

Active with ongoing recruitment & enrollment

d.  FORMCHECKBOX 

Active with subjects being followed but closed to enrollment

e.  FORMCHECKBOX 

Active with no further enrollment or followup; analysis only

f.  FORMCHECKBOX 

Study completed; close administrative files

2. Identify Risk Level of Study:    FORMCHECKBOX 
 Minimal Risk
 FORMCHECKBOX 
 Greater than Minimal Risk 

If greater than minimal risk, check if there is a DSMB or other monitoring committee:   FORMCHECKBOX 
  


    If yes, date of last report: __     __       FORMCHECKBOX 
  If not previously submitted, report is attached. 


Identify applicable experimental procedures in study (Must pick one, use ‘Other’ if needed):

a.  FORMCHECKBOX 

FDA-monitored treatment (IND or device)    OR     FORMCHECKBOX 
  FDA-exempted drug or device

b.  FORMCHECKBOX 
  Novel combination of FDA-approved drugs or approved drug administered in novel context

c.  FORMCHECKBOX 
  Surgical procedure (if any surgical component altered for research purposes)

d.  FORMCHECKBOX 

Other invasive procedure (includes, for example, x-ray, anesthesia or arterial blood draw)

e.  FORMCHECKBOX 

Venous blood draw as specified in 38 CFR 16 

f.  FORMCHECKBOX 

Benign collection of specimens (prospectively through swab, fluid collection, etc.)

g.  FORMCHECKBOX 

Behavioral medicine intervention (including exercise, diet, sleep modification)

h.  FORMCHECKBOX 

Experimental behavioral interaction with subject (e.g., psychotherapy)

i.  FORMCHECKBOX 

Imaging technique (NOT X-ray; if radiologic agent used, check ‘d’ above)

j.  FORMCHECKBOX 

Observation or measurement of behavior (survey, cognitive testing, functional evaluation)

k.  FORMCHECKBOX 

No subject interaction; data obtained from existing specimens, recordings or databases

l.  FORMCHECKBOX 

Other:  ________
Special privacy risk:      FORMCHECKBOX 
  Genetic analysis      FORMCHECKBOX 
  Voice or image recording      FORMCHECKBOX 
  Social/financial risk

(Continued next page)
3. This study is part of a multi-center research project:  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes        

If yes,  FORMCHECKBOX 
 All reports from other sites impacting the conduct of the study at this site are attached.

           FORMCHECKBOX 
  DVAMC is the originating site; other sites’ IRB initial approvals were or will be submitted.

4. Informed Consent Process USED:  (check all that apply, even if no further enrollment)
a.  FORMCHECKBOX 

A written, signed consent form is/was used     FORMCHECKBOX 
 There has been no enrollment to date
 FORMCHECKBOX 
   If enrollment continuing, clean copy of the ICF is included for date-stamping    FORMCHECKBOX 
 N/A



 FORMCHECKBOX 
  Minor changes to the ICF are required; underlined and clean copies are attached
If any enrollment to date, verify each of the following:
 FORMCHECKBOX 
   An informed consent form for each enrolled subject is in our files

 FORMCHECKBOX 
   The informed consent form for each subject has been scanned into the medical chart

 FORMCHECKBOX 
   Informed consent was obtained prior to any study procedures for each subject
 FORMCHECKBOX 
   A master list of consented subjects has been maintained in study files
b.  FORMCHECKBOX 

Other consent process with waiver of documentation (if checked verify one of the following)
 FORMCHECKBOX 
   Documentation of consent process entered into chart for each subject


     OR
 FORMCHECKBOX 
   Waiver of chart entry approved for purposes of confidentiality

c.  FORMCHECKBOX 

Waiver of consent process approved through IRB 

5. COMPLETE EACH OF THE FOLLOWING:  (Enrollment also means data records used for analysis)
a. Total prior enrollment ______ + Review period enrollment _____  = _____  TOTAL ENROLLED

b.   FORMCHECKBOX 
 Changes in enrollment rate or total target have been required.

 FORMCHECKBOX 
 These recruitment changes were reported to the IRB as an amendment.

c. Of those enrolled during this review period, please provide (or put N/A if not identified):

Number of males: ______    Number of females:  ______     Number of minorities:  ______ 

d.  FORMCHECKBOX 
 Vulnerable subjects are being recruited. 


If checked, total number of vulnerable subjects enrolled: _     _
Procedures for protection of vulnerable population described in protocol on pages _     _  

e. Number of withdrawals at this site during this review period:        

Please provide totals since the beginning of recruitment for the following withdrawal categories:

Withdrawn by PI: 0 for clinical/safety reasons*,  Subject withdrew due to 0 adverse experience*,

                            0 for non-adherence,  




    0 worsening health,

                            0 for ineligibility





    0 inconvenience,

0  Subject became incapacitated or died     0  Subjects lost to followup    0 other (explain below*)
* Explain ‘other’ or any impact on risk/benefit ratio      
6.  FORMCHECKBOX 
 No changes made to the protocol, ICF, surveys or data management procedures since last review.

  FORMCHECKBOX 
 Changes from PI or sponsor were submitted to the IRB as amendments during this review period.

  FORMCHECKBOX 
 Changes were required by the IRB in response to deviations or adverse events since the last review.

          Briefly describe purpose of each amendment or required change:      
7.  FORMCHECKBOX 
  Protocol deviations occurred and were reported during the review period.

      If checked, have all recommendations from the IRB been implemented?   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO
      Explain if Not:      
8.  FORMCHECKBOX 
  No adverse/unanticipated events occurred.
 FORMCHECKBOX 
  Adverse/unanticipated events occurred during the review period. 
     FORMCHECKBOX 
  Adverse events that did not have to be immediately reported have been attached.


     FORMCHECKBOX 
  All adverse events that required immediate reporting have been submitted to the IRB.

            FORMCHECKBOX 
  All IRB recommendations proceeding from the Adverse Events have been implemented.

      FORMCHECKBOX 
  Adverse/unexpected events not relevant due to status given in Item 1 (checked a, b, or e).

9.  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO   Claims of injury or complaints about the study have occurred.
 If yes, provide a detailed summary on separate page.
10.  FORMCHECKBOX 
 All items on attached Progress Report have been addressed.
 FORMCHECKBOX 
   Considering all of the above, the risks in this project are still outweighed by the benefits.

   VERIFICATION:

I am aware that all research projects using human subjects must receive prior approval by the Human Studies Subcommittee (IRB), that any change in this project requires prior approval by the IRB, that consent must be obtained from each subject before entry into the study unless waived, that continuing review is required at least once annually, that projects using human subjects not receiving favorable review must be discontinued, and that a copy of all consent forms (as applicable) and study-related matters must be retained by the Principal Investigator according to VA policy. Responses on this form, together with any requested additional information, are submitted with compliance with these regulations.

____________________________________________________

_________________

Principal Investigator Signature


                                     Date

Approve / Disapprove
Approve / Disapprove

________________________________________   
_____________________________________

Chair, Institutional Review Board        Date                    
Chair, Bio-Safety Subcommittee        Date

Annual Continuing Review Progress Report

1. Descriptive Summary of Research  (Please do not paste/attach full procedures section from grant).

     
2. Findings to Date

     
3. Publications  
   FORMCHECKBOX 
  Was VA acknowledged in each publication?
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