Directions for Protocol Amendment Submission
(NOTE: Do not include directions with your submission)

DO NOT COMPLETE THIS FORM IF THE STUDY IS ON HOLD (Q#20 of this form) FOR REASONS THAT MAY INCLUDE SAFETY, TOXICITY AND/OR EFFICACY- COMPLETE THE UNEXPECTED PROBLEM FORM.
Requests to amend or revise a currently approved protocol can be submitted for expedited or full board review. However, the following applies to ALL amendments:
1) Any proposed modification to an IRB-approved research protocol or informed consent document must be approved by the IRB prior to implementation of the proposed change (unless there is an urgent need to implement the change prior to IRB approval); and

2) Approval of an amendment by the IRB does not alter the original approval or expiration date assigned to the research protocol.

3) If there are substantial changes from the original approved version the IRB may require submission of a new protocol.
Amendments that may qualify for Expedited Review:  
	Expedited review may be used when there are MINOR revisions involving procedures that are no more than minimal risk, or risks to subjects are not increased, and/or the revision is not a significant alteration of the study design. Examples of expedited review materials may include one or more of the following: 

· Narrowing of the range of inclusion criteria

· Broadening the range of exclusion criteria

· Alteration in oral forms of administration of a drug (e.g., tablet to capsule or oral liquid) provided the dose remains constant

· Addition or deletion of data collection instruments as long as they pose no more than minimal risk.

· Change in data collection points or amount of data collected as long as it does not alter safety evaluations

· Increase in the length of confinement or number of study visits for the purpose of increased safety monitoring

· Alteration in the participant compensation or liberalization of the compensation schedule

· Changes to improve clarity of statements or correction of typographical errors provided that such a change does not alter the content or intent of the statement
· Addition or deletion of qualified investigators, co-investigators, or key personnel

· Addition or deletion of study sites.


Submission Requirements for Expedited Review:  (submit the form with original signatures)
	Amended Item
	Currently Approved Version
	Amended Version

	Advertising Materials
	· 1 copy 
	· 3 copies (1 with highlighted changes)

	Protocol Revisions
	· 1 copy (can submit just the revised pages if only a few)
	· 1 copy with highlighted changes with a “Summary of Changes” from sponsor or PI.  The summary should include the specific page number of the revisions.

	Consent/Assent/Information Sheet
	· 1 copy 
	· 3 copies (1 with highlighted changes)

	HIPAA Forms
	· 1 copy 
	· 1 copy of the revised HIPAA Summary Form with all changes highlighted.

· 2 copies of the revised HIPAA Authorization Form  (if not part of the consent document) 1 with highlighted changes 

	Drug Brochure / Package Insert
	· 1 copy
	· 1 copy of the revised/updated version highlighted

	Other
	· 1 copy
	· 1 copy of the item(s) highlighted


Amendments that may qualify for Full Board Review:  
	Full board review is required when the proposed changes pose increased risk to participants or significantly affects the nature of the study. Examples of revisions that would require full board review may include one or more of the following:

· Broadening the range of inclusion criteria

· Narrowing the range of exclusion criteria

· Alteration in the dosage or route of administration of an administered drug

· Substantially extending the duration of exposure to the test material or intervention

· Deletion of laboratory tests, monitoring procedures, or study visits directed at the collection of information for safety evaluations

· Additional identification of serious unexpected adverse events or other significant risks

· Changes that in the opinion of the IRB Chair or his/her designee do not meet the criteria or intent of a “minor” modification


Submission Requirements for Full Board Review: All items must be collated.  Include one copy of the form with original signatures and 19 copies. 
	Amended Item
	Currently Approved Version
	Amended Version

	Advertising Materials
	· 3 copies 
	· 20 copies  with all changes highlighted
· 2 clean (unhighlighted) copies for IRB approval stamp

	Protocol Revisions
	· 3 copies 
	· 3 copies with all changes highlighted.

· 3 copies of a “Summary of Changes” from sponsor or PI.  The summary should include the specific page number of the revisions.

	Consent/Assent/Information Sheet
	· 3 copies
	· 20 copies with all changes highlighted
· 2 clean (unhighlighted) copies for IRB approval stamp

	HIPAA Forms
	· 3 copies 
	· 3 copies of the HIPAA Summary Form with all changes highlighted.
· 3 copies of the HIPAA Authorization Form (if not part of the consent document) with all changes highlighted.
· 2 clean (unhighlighted) copies of the HIPAA Authorization Form (if not part of the consent document) 

	Drug Brochure / Package Insert
	· 3 copies 
	· 3 copies of the revised/updated version with all changes highlighted.

	 Other 
	· 3 copies
	· 3 copies of each item (including a cover memo if applicable) with all changes highlighted.


Forms can be double-sided for submission except for the two clean copies of the revised consent, these must be single sided.
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Medical/Behavioral Amendment Form
All IRB submission forms must be the current form date and typed/computer generated

Section A: Principal Investigator (PI)
	1. 
	Name of PI
	     
	PI’s Signature
	

	2. 
	Department
	     
	Fax
	     

	3. 
	Address

	     
	Pager
	     

	4. 
	
	
	E-Mail
	

	5. 
	
	
	Telephone
	     

	6. 
	Form Completed By
	     
	Date 
	     

	
	Telephone
	     
	E-mail
	     


Section B: Protocol Information

	7. 
	Coeus Number
	     

	8. 
	HIC Protocol Number
	     

	9. 
	Project Title
	     

	10. 
	Is this research being conducted at the VAMC?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	11. 
	Expiration Date
	     
	Is this protocol closed to recruitment?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	12. 
	Is WSU the Coordinating Center for this study?
(If adding or deleting centers submit a Coordinating Center Form

with this submission.)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	13. 
	Indicate the number of local participants consented to date at
WSU.
	     

	14. 
	Current Source of Funding
	     

	15. 
	Amendment originates from:
	 FORMCHECKBOX 
 Sponsor
 FORMCHECKBOX 
 Principal Investigator  

	16. 
	Type of review requested
	 FORMCHECKBOX 
 Expedited
	NOTE: Minor changes that involve no more than minimal risk and minor changes in approved research as stated in 45 CFR 46.110 of the federal regulations may qualify for expedited review 
(see http://www.irb.wayne.edu)

	17. 
	
	 FORMCHECKBOX 
 Full Board
	NOTE: Any changes that involve more than minimal risk or changes that do not meet the federal regulations as stated in 45 CFR 46.110, or at the recommendation of the IRB Chair/designee will require full board review.


Section C: Proposed Amendment(s)

	18. 
	Change in Principal Investigator?


	 FORMCHECKBOX 
 Yes   If yes, complete information below                                FORMCHECKBOX 
 No

	19. 
	
	Name of PI
	     

	20. 
	
	Department
	     
	Fax
	     

	21. 
	
	Address

	     
	Pager
	     

	22. 
	
	
	
	E-Mail
	

	23. 
	
	
	
	Telephone
	     

	
	Endorsements and Financial Conflict of Interest Disclosure:
Objectivity in research is a key component of any research project.  One method for maintaining objectivity is to have all individuals involved in research design, development, or data evaluation/analysis disclose any potential and/or real financial conflict of interest.  

Examples of relevant relationships for potential conflict of interest include but are not limited to: 

(1) receiving past, current, or expecting future income in the form of salary, stock or stock options/warranties, equity, dividends, royalties, profit sharing, capital gain, forbearance or forgiveness of a loan, interest in real or personal property, or involvement in a legal partnership with the sponsor

(2) receiving past, current, or expecting future income in the form of consulting fees, honoraria, gifts, gifts to the University, or payments resulting from seminars, lectures, or teaching engagements, or service on a non-federal advisory committee or review panel 

(3) serving in a corporate or for-profit leadership position, such as executive officer, board member, fundraising officer, agent, member of a scientific advisory board, member of a scientific review committee, or member of a data safety monitoring committee, regardless of compensation  

(4) inventor on a patent or copyright involving technology/processes/products licensed or expected to be licensed to the sponsor.

See IRB Policy and Procedures Institutional Review Board & Institutional and Individual Financial Conflict of Interest (COI)

	
	If any response below is “yes,” there must be a “Financial Conflict of Interest Detailed Disclosure Form” submitted directly to the Financial Conflict of Interest Committee prior to the time of this protocol submission and then annually or when changes occur.  Communication from the FCOI committee regarding this protocol must be included in this application, if communication is not included then the protocol cannot be submitted to the IRB. The form and more information are available at: www.research.wayne.edu/coi. For additional information please contact the Conflict of Interest Coordinator, 5057 Woodward, Suite 6305, Detroit, MI 48202, Fax 313-577-2159, Phone 313-577-9064.
New Principal Investigator: 

For students or individuals without a WSU faculty appointment, a WSU faculty supervisor/sponsor or authorized signatory (e.g.; official from DMC, KCI, etc.) is required.
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?  FORMCHECKBOX 
 No   FORMCHECKBOX 
 YES
In signing the description of this research project, the PI agrees to accept primary responsibility for the scientific and ethical conduct of the research, as approved by the IRB, and abide by the IRB’s policies and procedures. The project cannot begin until the investigator has received documentation of IRB review and final approval.
     
     
 Signature of Principal Investigator

Title

Date
Department Chair/Dean or authorized signatory:  (Only need Chair/Dean or authorized signatory signature if there is a change in the PI)
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?  FORMCHECKBOX 
 No   FORMCHECKBOX 
 YES
In signing the submission of this research project, the Department Chairperson, Dean, Institute/Center Director, or other authorized signatory certifies that (1) appropriate support will be provided for the research project including adequate facilities and staff;(2) appropriate scientific and ethical oversight has been and will be provided; and (3) the research uses procedures consistent with sound research design; (4) the research design is sound enough to yield the expected knowledge. Any comments or feedback related to this certification should be in writing and accompany this research proposal submission.
     
     
     
  Signature of WSU Dept Chair/Dean or authorized signatory (e.g.; official from DMC, KCI, etc.)
Printed name

Title

Date
If PI is a student, or an individual without a WSU faculty appointment, the above signature must be that of the Chair/Dean of the WSU Faculty or authorized signatory (e.g.; official from DMC, KCI, etc.).


	24. 
	Key Personnel Deletions

(print names)

Add an additional page if more space is needed
	     
     
     

	     
     
     

	25. 
	Key Personnel Additions:  

>Add an additional page if more space is needed.

>NOTE: ALL personnel listed below must have completed the WSU educational training program (www.rcr.wayne.edu). 
>Research Role: Briefly describe their role in the research project. (e.g. co-investigator, research nurse, etc)
>Financial Conflict of Interest: If a response is “yes,” a Financial Conflict of Interest Detailed Disclosure Form must be completed (see www.research.wayne.edu/coi). For questions, please call 313-577-9064.

	26. 
	Key Personnel Name
	Division/Department
	Research Role
	e-Mail Address

	27. 
	     

	     

	     
	     

	28. 
	Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	29. 
	Signature



	30. 
	     

	     

	     
	     

	31. 
	Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	32. 
	Signature



	33. 
	     

	     

	     
	     

	34. 
	Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	35. 
	Signature



	36. 
	     

	     

	     
	     

	37. 
	Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	38. 
	Signature




	18.
	Advertising Materials 

(Check all that apply and provide the requested information.  Inadequate responses may significantly delay the review process )



	1. 
	 FORMCHECKBOX 
 Advertisement

	State location of posting and/or name of radio station/newspaper
	     


	2. 
	 FORMCHECKBOX 
 Notice/Flyer

	State location of posting
	     


	3. 
	 FORMCHECKBOX 
 Participant information/brochure/pamphlet

	State to whom and the means by which the information/brochure/pamphlet will be distributed
	     


	4. 
	 FORMCHECKBOX 
 Press release
	State name of radio station/TV station, etc.
	     


	19.
	Protocol Revisions

(Check all that apply and completely answer the following questions.  Inadequate responses may significantly delay the review process)

May need to submit an Appendix if changes/revisions are made from the originally approved version of the protocol.
	 FORMCHECKBOX 
 Administrative / editorial
 FORMCHECKBOX 
 Study Design
 FORMCHECKBOX 
 Enrollment criteria (e.g., increase / decrease in accrual, change in sites, etc.)

 FORMCHECKBOX 
 Addition of vulnerable subjects (prisoners, cognitively impaired, minors, etc.)

 FORMCHECKBOX 
 Change in treatment

 FORMCHECKBOX 
 Data collection methods and/or instruments
 FORMCHECKBOX 
 Telephone script

 FORMCHECKBOX 
 Risks and/or Benefits

 FORMCHECKBOX 
 Change in protocol title- provide new title:      
 FORMCHECKBOX 
 Other (Explain):      


	5. 
	State reason for the revision
	     


	6. 
	State how this revision will change the study. If the change increases the risk to study participants a full board review is required.
	     


	7. 
	State how this change may affect risks to participants.
	     


	8. 
	State what safeguards will be implemented to protect study participants from additional risks.
	     


	9. 
	State how this amendment will affect currently enrolled study participants
	     


	10. 
	State if the proposed change affects privacy or confidentiality 
	     

	11. 
	Provide references to support this revision, if applicable.
	     



	20.
	Consent / Assent Form(s) / Information Sheet(s)

Check all that apply

See directions for # of copies to attach

If the change increases the risk to study participants, needs a full board review.
	 FORMCHECKBOX 
 Consent Form(s)

 FORMCHECKBOX 
 Assent Form(s)
 FORMCHECKBOX 
 Information Sheet(s)

 FORMCHECKBOX 
 Addendum to Consent(s)

	12. 
	Provide a narrative description and justification of the proposed changes to the Consent/Assent Form(s)/Information Sheet
	     

	13. 
	State if the proposed change(s) affect previously enrolled participants
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No  

	14. 
	Will currently enrolled participants be notified of this change?  
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No  

	15. 
	If yes, state how / when this notification or re-consent process will be accomplished.
	     


	21.
	Health Insurance Portability and Accountability Act (HIPAA)
Check all that apply

See directions for # of copies to attach
	 FORMCHECKBOX 
 HIPAA Summary Form

 FORMCHECKBOX 
 HIPAA Authorization Form(s)



	16. 
	Describe the proposed changes and provide justification:
	     

	22.
	Drug Brochure / Package Insert

Check all that apply

See directions for # of copies to attach

If the change increases the risk to study participants, needs a full board review.
	 FORMCHECKBOX 
 Investigator’s Drug Brochure

 FORMCHECKBOX 
 Drug Package Insert



	
	Provide a narrative description of the changes to the Drug Brochure/Package Insert
	     

	
	State if the proposed change(s) affect previously enrolled participants
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No  

	17. 
	Will currently enrolled participants be notified of this change?  
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No  

	

	23.
	Other

Check all that apply

See directions for # of copies to attach
	 FORMCHECKBOX 
 Data Safety Monitoring Minutes/memos

 FORMCHECKBOX 
 Sponsor annual reports

 FORMCHECKBOX 
 Study on-hold-DO NOT COMPLETE THIS FORM IF THE STUDY IS ON HOLD FOR REASONS THAT MAY INCLUDE SAFETY, TOXICITY AND/OR EFFICACY- COMPLETE THE UNEXPECTED PROBLEM FORM.

 FORMCHECKBOX 
 Study off-hold

 FORMCHECKBOX 
 Other



	18. 
	Describe the proposed changes and provide justification:


	     



__________________________________________________________________________________________________

Stop (HIC Use Only)
	Reviewer’s Comments:
	 FORMCHECKBOX 
  Expedited Review

 FORMCHECKBOX 
  Requires Full Board Review

	
	 FORMCHECKBOX 
  Approved

 FORMCHECKBOX 
  Specific Minor Revisions

 FORMCHECKBOX 
  Tabled

 FORMCHECKBOX 
  Other  (Describe):      



Reviewer’s Signature __________________________________________
Date __________________________
IRB Chair’s Signature __________________________________________
Date __________________________
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