
WASHINGTON STATE INSTITUTIONAL REVIEW BOARD

Report of Protocol Deviation
Project Title:       
Principal Investigator:       
Complete Mailing Address:       
Telephone:
     

Email:       
Date Prepared:
     

Protocol deviations are departures from the approved study plan.  Proposed deviations (i.e. deviations which have not been implemented) should be requested using the Study Amendment Request form.  Proposed deviations cannot be initiated without WSIRB approval, except where necessary to eliminate apparent immediate hazards to the subjects.  
The WSIRB recognizes that some protocol deviations transpire without prior WSIRB approval.  These occur due to researcher error, acts of nature, or are necessitated to eliminate apparent immediate hazards to subjects.  After-the-fact deviations must be reported to the WSIRB using this form, within five business days of their implementation or discovery.  

This form is required in accordance with 45 Code of Federal Regulations Part 46 Section 103(b)(4)(iii), 21 Code of Federal Regulations Part 56 Section 108(a)(3)-(4), the Washington State Agency Policy on Protection of Human Research Subjects Chapters IX and XV.5, and the Washington State Review Board Procedures Manual Sections 5.8 and 5.8.4.
SECTION 1:  
Description of deviation:

A. Did the deviation occur in order to eliminate apparent immediate hazards to the subject(s)?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If YES, explain:
     
B. When did the deviation occur? 
     
C.
When did the investigator become aware of the deviation?
     
D.
Describe the deviation, including what should have happened under the protocol’s current approval, what did happen, who was involved, and how it occurred.

     
E.
Was the deviation within the control of the investigator (preventable or foreseeable)?

Example: minors were enrolled in error due to confusion among the research staff.
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If YES, explain

     
F.
Was the deviation outside the control of the investigator?
For example, flooding of the research facilities resulted in an inability of the research team to deliver a survey within the approved timeframe.
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

IF YES, explain

     
SECTION 2:  
Consequences to subjects from the deviation:
A. Did the deviation potentially increase risks to subjects?
Example: Subjects were asked to provide information about addiction history, even though the approved questionnaire did not contain such items.  The collection of additional confidential information could increase risks to subjects if confidentiality of their responses were compromised.
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

Explain

     
IF YES, also complete an Unanticipated Problem/Adverse Event Report.


If YES, does the potential increase in risk to subjects outweigh the potential benefits of the research?

In the case of subjects improperly asked to provide addiction information: The risk of a loss of confidentiality is increased and disclosure of the information could result in significant consequences to the subject, such as job loss.  The potential benefit to the subject arises from a one-time cognitive therapy intervention.  As the benefit to one session is limited, the increase in potential risk due to this protocol violation outweighs the potential benefits.

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

Explain

     
B. Did the deviation result in harm subjects?
This question focuses on actual harm that occurred.  Example: A subject responded that he was using drugs and sharing needles.  Identifiable information about the subject's responses was inadvertently disclosed when completed interview forms were stolen from the vehicle of research staff.
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

Explain

     
SECTION 3:  
Response to the deviation:

A.
Has this type of problem or event occurred previously in this research? 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
 
If YES, describe:       
B.
Was the deviation preventable?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

Explain why:
     
C.
Specify proposed changes to the study procedures, documents, and/or the study protocol in order to prevent similar deviations:
Any changes must be submitted to the WSIRB for review and approval prior to implementation.  Submit any proposed changes to study documents with the Study Amendment Request
     

D.
Has this deviation been reported to:
· Investigator’s home institution?

 FORMCHECKBOX 
  Yes
     FORMCHECKBOX 
  No        FORMCHECKBOX 
  N/A

· The funding agency?


 FORMCHECKBOX 
  Yes
     FORMCHECKBOX 
  No        FORMCHECKBOX 
  N/A

· Others?  Specify:      


 FORMCHECKBOX 
  Yes
     FORMCHECKBOX 
  No        FORMCHECKBOX 
  N/A

INVESTIGATOR’S STATEMENT:

I acknowledge that I am required to submit any proposed amendment requests to the WSIRB, and that changes in approved study procedures may not be implemented until they are approved by the WSIRB.  I also acknowledge that I am responsible for reporting to the WSIRB any unanticipated problems and/or adverse events .
Send an electronic copy of this form and all attachments to:  wsirb@dshs.wa.gov
Phone:  360.902.8075
 
www.wsirb.wa.gov
References

45 Code of Federal Regulations Part 46:

103(b)(4)(iii): “for ensuring prompt reporting to the IRB of proposed changes in a research activity, and for ensuring that such changes in approved research, during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except when necessary to eliminate apparent immediate hazards to the subject.”
110(b)(2): “minor changes in previously approved research during the period (of one year or less) for which approval is authorized.”
21 Code of Federal Regulation Part 56 Section 108(a)(3)-(4):

“for ensuring prompt reporting to the IRB of changes in research activity; and for ensuring that changes in approved research, during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except where necessary to eliminate apparent immediate hazards to the human subjects.”

Washington State Agency Policy on Protections of Human Research Subjects:

Section IX: “The Review Board shall have authority to suspend or terminate approval of research that is not being conducted in accordance with the Review Board’s requirements or that has been associated with unexpected serious harm to subjects.  Any suspension or termination of approval shall include a statement of the reasons for the Review Board’s action and shall be reported promptly to the investigator, to appropriate Washington State Agency officials, and to the DHHS Office for Human Research Protections.”
Section XV.5: “Investigators will promptly report proposed changes in previously approved human subject research activities to the Review Board.  The proposed changes will not be initiated without Review Board review and approval, except where necessary to eliminate apparent immediate hazards to the subjects.”

Washington State Institutional Review Board Procedures Manual:

Section 5.8: “Investigators must request WSIRB review and approval of all proposed changes in approved research.  Such requests are submitted for review on the Study Amendment Request form.  Changes to an approved protocol may not be initiated without prior approval of the Review Board, except when necessary to eliminate immediate hazards to participants.”

Section 5.8.4: “Investigators are informed in the initial approval letter that changes in study purposes, design, or methods may not be initiated prior to review and approval by the Review Board, except when necessary to eliminate apparent immediate hazards to subjects . . . investigator’s responsibility to report to the Review Board any study modifications and that no modifications will be put into effect without prior WSIRB approval.”
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