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WASHINGTON STATE INSTITUTIONAL REVIEW BOARD

Study Amendment Request 
Project Title:       
Principal Investigator (PI):       
Complete Mailing Address:       
Telephone:       

Email:       
Date Prepared:       

In accordance with 45 Code of Federal Regulations (CFR) Part 46 Section 46.103(b)(4)(iii), Washington State Agency Policy on Protections of Human Research Subjects Chapter XV Section 5, and Washington State Institutional Review Board Procedures Manual Chapter 5 Section 5.8, changes in research may only be implemented with prior review and approval of the Washington State Institutional Review Board (WSIRB).

SECTION 1:  Description of Proposed Study Amendments
Please indicate the specific modification(s) for which WSIRB review is requested, and submit all supporting documents.
A 
Changes in Recruitment Procedures and Documents:  
1. List the revised procedures:
     
2. Explain why the revisions are proposed:
     
3. Specify the subjects with whom the revised procedures and/or documents would be used:
     
4. Submit all new and/or revised scripts, letters, flyers, brochures, web site text, and other recruitment materials.
If currently approved documents would be revised, submit documents with the proposed changes highlighted or inserted through the “track changes” function, and provide the documents in changes-accepted format.
B 
Changes in Consent/Assent Process and/or Documents:  
1. Explain why each revisions is needed:
     
2. Submit all new and/or revised consent/assent documents as Word files. 

If currently approved documents would be revised, submit documents with the proposed changes highlighted or inserted through the “track changes” function, and provide the documents in changes-accepted format.
C 
Changes in Data Collection Procedures, Interventions, and/or Instruments:  

1. List the proposed revisions:

     
2. Provide justification for each revision:
     
3. Indicate whether the proposed revisions affect all subjects or only a subset of study subjects:
     
4. Submit new or revised instruments, data collection forms, assessments, etc.

If currently approved documents would be revised, submit documents with the proposed changes highlighted or inserted through the “track changes” function, and provide the documents in changes-accepted format.
D 
Revisions in the Study Population and/or Sample Frame:  
1. Describe the proposed change(s), including changes in the inclusion/exclusion criteria, anticipated number of subjects, and how new subjects would be identified:
     
2. Provide a justification for each change in the study population:
     
E 
Request for Identifiable Personal Records:  
1. Specify the source of the records:
     
2. Explain why the individually identifiable/personal records are needed:
     
3. Explain the sampling plan and define the parameters of the request:
     
4. Will written consent/assent/parental or guardian permission be obtained? 
 Yes

 No

a. IF YES, submit all new and/or revised consent documents as Word files.  If currently approved documents would be revised, submit documents with the proposed changes highlighted or inserted through the “track changes” function, and provide the documents in changes-accepted format.
b. IF NO, complete (as applicable) Sections 1-3 of Appendix I: Consent/Authorization Waivers.  Submit the completed Appendix with this request.
5. Will you obtain signed authorizations? 
 Yes

 No

a. IF YES, submit a draft authorization form as a Word file.  If currently approved documents would be revised, submit documents with the proposed changes highlighted or inserted through the “track changes” function, and provide the documents in changes-accepted format.
b. IF NO, complete Section 4 of Appendix I: Consent/Authorization Waivers and submit the completed Appendix with this request.
6. If DSHS, DOH, L&I, HCA and/or DEL records are requested, complete Appendix G: State Agency Records Request  and submit the Appendix G with a copy of this Study Amendment Request to the Authorized Individual from the Contact List.   

F 
New Research Staff:  
1. 
New Principal Investigator:  
 FORMCHECKBOX 
Submit a curriculum vita of no more than five pages;
 FORMCHECKBOX 
Submit Appendix N: Conflict of Interest Reporting;
 FORMCHECKBOX 
Submit certification of completion of training in the protection of human subjects; 

If the training occurred more than three years prior to today’s date, a refresher course is required.  Good Clinical Practices (GCP) and Responsible Conduct of Research (RCR) do not qualify as human subjects’ protection training.  Please visit our website for more information.
Is the current PI still affiliated with the research?

 Yes

 No

 FORMCHECKBOX 
If there is an approved confidentiality agreement with DOH, DSHS, or HCA for this study, submit an Additional Signature Page - Confidentiality Agreement. 
2. 
Additional Research Staff:  
List each new research staff member and his/her duties:       
 FORMCHECKBOX 

For each new staff submit a curriculum vita/resume of no more than five pages;
 FORMCHECKBOX 

Each new member of the research team who has responsibilities in the design, conduct, or reporting of the research (including consultants and students) must submit Appendix N: Conflict of Interest Reporting;
 FORMCHECKBOX 

Submit certification of completion of training in the protection of human subjects; 

If the training occurred more than three years prior to the date of this Request, a refresher course is required.  Good Clinical Practice (GCP) and Responsible Conduct of Research (RCR) do not qualify as human subject protections training.  Please visit our website for information on acceptable training.

 FORMCHECKBOX 

If there is an approved confidentiality agreement with DOH, DSHS, or HCA for this study, submit an Additional Signature Page - Confidentiality Agreement for each new staff member.
G
Conflict of Interest:
If a new or updated potential conflict of interest exists for any research staff (including consultants and student research staff) submit completed Appendix N: Conflict of Interest Reporting for each staff.
H 
Miscellaneous:
1. Changes in Funding: 
List any new or changed sources of funding for this research:

     
Specify the amount and source of the funds:  
     
If new funding is provided, specify the research activities the new funding support will support: 
     
The requirements under 42 CFR 50 or 45 CFR 94 may apply to you.  You may be required to comply with your institution’s policy for disclosing significant financial interests, completing related training*, and managing financial conflicts of interest. See your institutional official for further information.
2.  Changes in Study Objectives:  
Explain the new study objectives:
     
Explain the rationale for these new objectives:
     
We suggest that you call the Human Research Review Section (HRRS) to discuss your plans.  Changes in study purpose may require a new risk/benefit assessment, a revised consent process, or may require submission of a new Application for WSIRB Review.
3. 
Changes in Study Sites:  
Explain the reason(s) for changes in study sites:
     
Specify any sites to be terminated.  Specify any new site(s), and how this site will be involved in or contribute to the research.  Submit a letter of cooperation from each new site.
     
I 
Other:  
Describe the proposed modification and explain how it relates to overall study objectives:
     
SECTION 2:  Changes in Risks and Benefits   
A 
Risks Associated with Currently Approved Procedures:

Have any risks changed or have additional risks been identified?
  No
  Yes
IF YES, explain: 
     
Have any benefits changed or have additional benefits been identified?
  No
  Yes
IF YES, explain: 
     
B 
Risks Associated with Proposed Procedures:

Do any of the proposed modifications change risks and/or benefits to subjects in any way?
  No
  Yes 

IF YES, describe the change(s) in risks and/or benefits associated with each proposed modification:
     
Submit revised consent/assent documents which include information about the change(s) to risks and/or benefits.

INVESTIGATOR’S STATEMENT:
I certify that no changes in study procedures have been implemented without WSIRB approval.  By submitting this form I affirm that this research is being conducted in compliance with all applicable federal and state laws, Washington State Agency Policy on Protections of Human Research Subjects, Washington State Institutional Review Board Procedures Manual, and the Washington State Institutional Review Board (WSIRB) approval of this study. 

Send an electronic copy of this form and all attachments to:  wsirb@dshs.wa.gov
Phone:  360.902.8075 http://www.dshs.wa.gov/sesa/research-and-data-analysis/human-research-review-section
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