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  FORM - Amendment to Previously Approved Research   Version #3.2

	To Be Completed By the Investigator
	UIC Protocol #: 

	Date Application Completed: 
	For OPRS Use Only

	Application Document Version #:
	Assigned IRB:  


I.  Research Title:       
II. Personnel
A. Principal Investigator
	Name (Last, First) 


	Degree(s)
      
	University Status/Title
     

	Department 

     
	College 

     

	Mailing Address 

     
	E-mail Address 

     

	Phone Number 

     
	Fax Number 

     
	M/C

     


B. Faculty Sponsor – required when PI is a student, fellow or resident
	Name (Last, First)
      
	Degree(s)
      
	University Status/Title
     

	Department
      
	College 

     

	Mailing Address 

     
	E-mail Address
     

	Phone Number
     
	Fax Number 

     
	M/C 
     


III. Conflict of Interest (COI) Disclosure 

All investigators must disclose all real, apparent, or potential financial conflicts of interest to the IRB. Investigator is defined as any person responsible for the design, conduct, or reporting of the research.  This includes, but is not limited to, the principal investigator, faculty sponsor, co-investigators, and other key research personnel.  Family members include spouse and children. 

Significant financial interest means anything of monetary value held by the investigator, his/her spouse, or children exceeding an aggregated threshold of $5,000 in the next 12 months or 5% ownership regardless of value.  Categories of financial interest include but are not limited to: 

         A.  Salary or other payments for services (e.g., consulting fees, honoraria)

         B.  Equity interests (e.g., stocks, stock options, other ownership interests)

         C.  Intellectual property rights (e.g., patents, trademarks, copyrights, licensing agreements, and royalties from such rights)

         D.  Any other relationships that might present a financial conflict of interest, such as fiduciary interests (paid or unpaid positions as director, officer, or other management role in a for-profit or not-for-profit entity sponsoring or related to the research) or interests in which compensation or the value of equity or property rights might be affected by the outcome of the research.

For more information, see the Investigator Conflict of Interest Disclosure Policy for Human Subjects at http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/policies/index.shtml.

A. Disclosure

1.  Do any investigators, or family members thereof (spouse, children), serve as major officers of, hold a managerial role in, or otherwise have a significant financial relationship (including consulting) with the research sponsor or any subcontract recipient?

No  FORMCHECKBOX 
   Yes  FORMCHECKBOX 
  (If yes, SEAM is required.  See Section B below.)
2. Do any investigators, or family members thereof, have any other relationships, commitments (including assignments of Intellectual Property Rights), activities (including uncompensated activities) or financial/fiduciary interests that present potential or apparent conflicts of interest or commitment with this study, or are there any other potential conflicts of interest with the study? 
No  FORMCHECKBOX 
   Yes  FORMCHECKBOX 
  (If yes, SEAM is required.  See Section B below.)

3. Does an institutional conflict of interest exist with this study?   

No  FORMCHECKBOX 
   Yes  FORMCHECKBOX 
  (If yes, SEAM is required.  See Section B below.)

B.  Management 

If YES is checked for any of these questions, a COI Statement of Explanation And Management (SEAM) is required. The COI-SEAM describes the conflict and presents a plan for managing the conflict and minimizes its affect on the design, conduct, or reporting of the research; the rights and welfare of the participants; and/or the integrity of the human subject protection program. The COI-SEAM and guidance on how to write the COI-SEAM are available under the “Managing Conflicts” section of the COI website at www.research.uic.edu/conflict. Final IRB approval of the research cannot be provided until a management plan is in place.

UIC and JB VAMC personnel: For additional assistance contact the COI Office at (312) 996-4070 or email coi@uic.edu.

Check only one of the following (Required, check only one of the boxes below.):

 FORMCHECKBOX 
  This is a new disclosure, a SEAM is attached. (Attach SEAM to IRB application.)
 FORMCHECKBOX 
  The IRB has previously accepted my SEAM stamped “COI-HSR Committee recommended to IRB for approval.” I attest that there are no changes to the study that require changes to the SEAM.  
 FORMCHECKBOX 
  The IRB has previously accepted my SEAM stamped “COI-HSR Committee recommended to IRB for approval.” Changes are required for the SEAM and I have attached a revised SEAM. (Attach SEAM to IRB application.) 
IV. Changes to the Research 
1.  Key Research Personnel:  Are you requesting the addition of key research personnel?   
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes, I am submitting a revised Appendix P adding the names of new personnel
2.  Funding/Sponsorship:  Are you requesting any changes in research funding or sponsorship, including     additional/new funding, budget changes requiring sponsor approval, and/or removing existing funding that has ended?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes, I am submitting Appendix Z with a copy of new grant/contract/sub-contract (including budget pages) and/or documentation supporting sponsor approval of changes to existing funding

3.  Research Protocol and Instruments:  Are you requesting any changes to the research protocol and/or instruments?  
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, I am submitting a revised protocol and/or revised instruments (surveys,questionnaires, focus group and interview protocols, experimental procedures, use of devices not included in original protocol, etc.)  


version #:       
date:      
4.  Updated Research Information
Indicate whether any of the reports listed below are being submitted with this Amendment.




	TITLE

	 FORMCHECKBOX 
  DSMB/DMC/ Safety Monitoring report

	 FORMCHECKBOX 
  Multi-Center Trial report

	 FORMCHECKBOX 
  Interim Analysis by Sponsor or Investigator

	 FORMCHECKBOX 
  Investigator’s Brochure

	 FORMCHECKBOX 
  Change in FDA status (i.e, labeling change or withdrawal from marketing of test article used in study)

	 FORMCHECKBOX 
  Annual report to FDA

	 FORMCHECKBOX 
  Other.  Describe      

	 FORMCHECKBOX 
  Not Applicable.


5.  Research Subjects:  Are you requesting any changes to the type (for example: age, gender, race/ethnicity) and/or number of subjects being recruited and enrolled?  
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, I am submitting a revised protocol and revised appendix for vulnerable populations (if any)


version #:       
date:      
6.  Non-UIC Sites:  Are you adding or removing any non-UIC research sites? 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes, I am submitting a revised protocol and revised Appendix K (if applicable)
7.  Recruitment Documents: Are you requesting any changes to the recruitment documents?  

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, I am submitting revised recruitment and/or consent documents.

version #:       
date:      
8.  Consent Documents:  Are you requesting any changes to the consent documents?  

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, I am submitting revised recruitment and/or consent documents 

version #:       
date:      
9.  Appendix H and HIPAA Authorization:  Are you requesting any changes to Appendix H and/or the HIPAA authorization?  
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, I am submitting a revised Appendix H and/or authorization document(s)
version #:       
date:      
10.Other Changes:  Are you requesting any other changes to the research?  
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, I am submitting supporting documents (including revised Appendices, if any)   
V. Review Process Determination

A. Are you seeking review under IRB expedited review procedures?   
 FORMCHECKBOX 
 No. Skip to Research Compliance section below
 FORMCHECKBOX 
 Yes. Complete this section.  
B. If the research is greater than minimal risk, are the following true?
Proposed changes do not automatically alter the risk/benefit assessment 

 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
Proposed changes do not substantially alter the specific aims of the research 
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
Proposed changes do not substantially alter the specific design of the research 
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
Proposed changes are eligible for the expedited review process 


 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
OR

C. If the research is no greater than minimal risk, are the following true?

Proposed changes do not automatically alter the risk/benefit assessment  

 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
Proposed changes do not substantially alter the specific aims of the research OR, if specific aims are altered, there is no negative impact on the risk/benefit assessment 

 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
Proposed changes do not substantially alter the specific design of the research OR, if the specific design is altered, there is no negative impact on the risk/benefit assessment

 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
Proposed changes do not alter the research’s eligibility for the expedited review process (for example, the addition of procedures that would be greater than minimal risk) 
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
VI. Research Compliance

A.  Is this Amendment being submitted (in full or in part) in response to subject complaints, unanticipated problems, and/or serious adverse events?   
 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes
If YES, please provide additional information (who, when, why, etc):      
B.  Is this Amendment being submitted (in full or in part) to report and/or in response to the disapproval, suspension, or termination of this research by any non-UIC ethical review board or IRB? 
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes 
If YES, please provide additional information (who, when, why, etc):       
C. Is this Amendment being submitted (in full or in part) to report and/or in response to an administrative hold by the investigator or sponsor or IRB suspension of any research activity (for any reason)?
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes  
If YES, please describe what activities were suspended, for what period of time, and for what reason.
     
VII. Notification of Subjects

A.   Have any subjects ever been enrolled in this research?   

 FORMCHECKBOX 
 No  Skip to Amendment Summary section below    

 FORMCHECKBOX 
 Yes
If YES, are any subjects still actively participating in this research? 

 FORMCHECKBOX 
 No  Skip to C    

 FORMCHECKBOX 
 Yes  Complete sections B and C
B.  Will actively participating subjects, from whom you have already obtained consent, be informed of changes made in this Amendment? 
 FORMCHECKBOX 
 No  
If NO, please indicate why not:       
 FORMCHECKBOX 
 Yes 
If YES, please indicate how:  
 FORMCHECKBOX 
Full Revised Informed Consent Document 

 FORMCHECKBOX 
 Consent Addendum
 FORMCHECKBOX 
 Information Sheet/Information Letter
C.  Will subjects who have completed participation be informed of changes made in this Amendment? 
 FORMCHECKBOX 
 No  
If NO, please indicate why not:       
 FORMCHECKBOX 
 Yes 
If YES, please indicate how:        
VIII. Amendment Summary

Please summarize the changes in this proposed Amendment:
     
INVESTIGATOR ASSURANCE

I certify that the information provided in this application is complete and correct.  I understand that as Principal Investigator, I am ultimately responsible for the protection of the rights and welfare of human subjects and the ethical performance of the research.  I agree to comply with all applicable UIC policies and procedures, and applicable federal, state and local laws.  I also agree to the following:

· The research will only be performed by qualified personnel as specified in the approved research application and/or protocol,

· No changes will be made to the research protocol (except when necessary to eliminate apparent immediate hazards to the subject), or the consent process (if one is required) without prior approval by the UIC IRB, 

· Legally effective informed consent/assent will be obtained from all human subjects, unless this requirement is waived by the UIC IRB, using only the recruitment materials and informed consent/assent documents that have been approved by the UIC IRB.  The potential benefits of participation will not be overstated and reasonably anticipated risks will not be minimized.  Subjects will be asked open-ended questions to try and ensure adequate comprehension of the information so as to allow for truly informed consent to participate.

· Unanticipated problems involving risks to subjects or others (including adverse events), other reportable events, and subject complaints will be reported to the UIC IRB in a timely manner.

I certify that I have completed the required educational program on ethical principles and regulatory requirements in Human Subject Protections.  I further certify that the proposed research is not currently underway and will not begin until IRB approval has been obtained.

Principal Investigator Signature _____________________________________DATE____________________

Name printed:  _________________________________________________

FACULTY SPONSOR* ASSURANCE

*The faculty sponsor must be a member of the UIC faculty.  The faculty member is considered the responsible party for legal and ethical performance of the project.

By my signature as sponsor on this research application, I certify that the student, fellow, or resident is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accord with the approved protocol.

In addition,

· I agree to meet with the investigator on a regular basis to monitor study progress,

· Should problems arise during the course of the study, I agree to be available, personally, to supervise the investigator in solving them,

· I will ensure that the Principal Investigator promptly reports unanticipated problems involving risks to subjects or others (including adverse events), other reportable events, and subject complaints to the UIC IRB in a timely manner,

· If I will be unavailable, as when on sabbatical leave or vacation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence and I will advise the UIC IRB by letter of such arrangements, and

· I insure that the investigator has completed the required educational program on ethical principles and regulatory requirements and will complete all required continuing education.

· I further certify that the proposed research is not currently underway and will not begin until approval has been obtained from all the appropriate committees. 

· I will ensure that the Principal Investigator submits a Final Report upon completion of the research. In the event that the Principal Investigator is unable to do so, I accept the ultimate responsibility for submission of the Final Report closing the research study.

Faculty Sponsor Signature_______________________________________Date______________

Name printed:  _________________________________________________
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