Approval Expiration Date       
 


WASHINGTON STATE INSTITUTIONAL REVIEW BOARD 
Continuation Approval Request
Project Title:       
Principal Investigator:       
Mailing Address:       
Telephone:       

Email:       

1. Current Status: 
 FORMCHECKBOX 

Research Using only Existing Records - No Contacts with Subjects; (Complete Items 3-12 and Item 14)

 FORMCHECKBOX 

Recruitment Not Yet Begun (Complete Items 3-14)

 FORMCHECKBOX 

Recruitment and Enrollment of Subjects Continuing (Complete Items 2-14)
 FORMCHECKBOX 

Recruitment and Enrollment of Subjects Completed; Research Contacts with Subjects Continuing (Complete Items 2-14)
 FORMCHECKBOX 

All Research Contacts with Subjects Completed; Data Analysis and/or Report Writing Continuing (Complete Items 2-12 and Item 14)
 FORMCHECKBOX 

Study Completed (Complete Items 2-12, and submit a final study report)
 FORMCHECKBOX 

Study never begun – cancelling study  
Explain why. (Do not complete remainder of form)
     
2.
Subject Numbers.  (Skip this Item if the research involves existing records only.)   

 
Total number of subjects enrolled from the beginning of the project to:date


 
      

 





 


During the last approval period from       through      



(Note: A - (B + C + D) = E)

 




A. # of subjects approached:
     
  

 

 



B. # of subjects refused:
     





C. # of subjects ineligible:
     




D. # of subjects pending:
     



E. # of subjects enrolled:
     



If additional categories are needed, please describe:      
3.
Provide a general overview of study activities to date:  Include major accomplishments,

significant events or study findings, dissertation activities, etc.  If you have not yet enrolled subjects, please explain why.
     
4.
Summarize study amendments during the past approval period:  Describe any revisions in the study design and/or study procedures, such as the number and/or size of study groups, changes in recruitment procedures, materials and/or consent forms, revisions to instruments, requests for additional records, etc.
     
5.
Summarize any new literature, findings, or other relevant information:  Provide information that may affect study goals, objectives, procedures, or risks to subjects.  Attach journal articles, etc. 

     
6.
Unanticipated problems and/or adverse events during the last approval period:  

6.1
Number of unanticipated problems and/or adverse events related or possibly related to the research:      


Briefly describe each event and explain how each was handled.

     
6.2
Number of complaints or concerns from subjects or others:      

Briefly describe each complaint and explain how each was handled.


     
6.3 Number of subject withdrawals:     

Explain why subject(s) withdrew or why you withdrew subject(s).

     
6.4 Did any of the unanticipated problems and/or adverse events listed above increase risks to subjects or others?



 FORMCHECKBOX 
  No


 FORMCHECKBOX 
  Yes

If yes, was an Unanticipated Problems and/or Adverse Events form completed and sent to the WSIRB?



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
If no, please download and submit a completed Unanticipated Problems and/or Adverse Events form to the WSIRB immediately.
7.
Describe any changes to risks or benefits to subjects during the last approval period:


     
8.
Describe any new sources of funding for this research, and what activities this new funding will support. 

      

9.
Describe any changes that may raise a concern about a potential financial or non-financial conflict of interest on the part of a member of the research team, or a member of his/her immediate family, and explain how this potential conflict of interest will be managed.

     
10.
Summarize remaining study activities:   
     
11.
Anticipated completion date: 

      
12.
Does this study have a Confidentiality Agreement for the use or disclosure of identifiable DSHS/DOH records?
 FORMCHECKBOX 

No
 FORMCHECKBOX 

Yes 
If yes, please review the terms of your Confidentiality Agreement.  Do you need to request additional personal record information not specified in your Agreement?

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes

If yes, download a Study Amendment Request from our website.  Describe the additional record information requested and submit the form to WSIRB.
Are there new project staff who need to review and sign the Confidentiality Agreement?
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
If yes, download an Additional Signature Page from our website.  After reviewing the Confidentiality Agreement, new staff should sign the Additional Signature Page and mail it with a current CV to the WSIRB.

13.
Consent Documents:  If you are still recruiting and enrolling humans subjects, attach a clean copy of all current materials used to inform, contact, recruit, and obtain consent/assent of potential subjects or subjects.  Do not send documents stamped “Approved through (date) by the WSIRB.”
14.
List all research staff who have contact with subjects and/or have access to identifiable records disclosed for the research and the date each person completed human subjects training.  (The WSIRB may ask for documentation of training.)

     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     


The WSIRB requires training in the protection of human subjects every three years.  Check our list of training participants at http://www.dshs.wa.gov/rda/hrrs/training.shtm to verify that training is up-to-date.  If training has expired, research staff must complete one of the training options listed on our website before project approval expires.  

INVESTIGATOR’S STATEMENT:
By submitting this form I affirm that this research is being conducted in compliance with all Washington State Institutional Review Board (WSIRB) approved procedures and requirements and that this report is an accurate, complete, and current description of this research.  I acknowledge that I am required to submit any proposed study modifications to the WSIRB, and that changes in approved study procedures may not be implemented until they are approval by the WSIRB.  I acknowledge that all research staff who have contact with subjects or who have access to identifiable records have current training in human subjects protection. I also acknowledge that I am responsible for reporting to the WSIRB any unanticipated problems or adverse events that may increase risks to subjects and are related or possibly related to participation in this research.  

Send an electronic copy of this form and all attachments to:  wsirb@dshs.wa.gov
Phone:  360.902.8075
FAX:  360.902.0705
 
Web: http://www.dshs.wa.gov/rda/hrrs/
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