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Form: Protocol Amendment
(Use to make changes to a protocol after initial approval.)
 
Version 01/28/2019
DePaul University
Office of Research Services
Institutional Review Board
1 East Jackson Blvd
Chicago, Illinois 60604-2201
Email: orp@depaul.edu
Phone: (312) 362-7593
Web: https://offices.depaul.edu/research-services/research-protections/irb/Pages/default.aspx
Principal Investigator: 
Faculty Sponsor: (If you are a student, in a staff position functioning as a training position, or a fellow, you must have a faculty sponsor when you are the Principal Investigator.)
I. Project Information
 3. Current level of Review:
II. Type of Amendment or Change to the Research:
Check all that apply and attach revised forms or additional materials (i.e. revised protocol application, revised Key Research Personnel form, revised or new consent, parent/guardian permission, or assent form, revised or new recruitment materials), when applicable.
III. Conflict of Interest (COI):
Federal guidelines emphasize the importance of assuring there are no potential conflicts of interest in research projects that could affect the rights and welfare of human subjects. All investigators involved in the design, conduct, or reporting of research are required to disclose real, apparent, or potential significant financial conflicts of interest that could impact the conduct of the research or the integrity of the research data. For the purposes of Federal PHS policy and DePaul Policy, “Investigator” is defined as any person responsible for the design, conduct, or reporting of the research. The term investigator includes the Principal Investigator, Faculty Sponsor,  Co-investigators, and other key research personnel. When determining whether there is a Significant Financial Interest in the research for these personnel, their spouses and dependent children should also be considered. 
The following are the current DePaul policies governing conflicts of interest:
 
1. General Conflict of Interest Policy: http://policies.depaul.edu/policy/policy.aspx?pid=23 
 
2. Conflict of Interest in Externally Sponsored Projects: http://policies.depaul.edu/policy/policy.aspx?pid=253
 
3. Conflict of Interest in Public Health Service (PHS) Funded Research: http://policies.depaul.edu/policy/policy.aspx?pid=302
 
The three DePaul policies governing conflict of interest differ slightly in their reporting requirements. Please review the three policies before answering the following questions.
Please note: Significant Financial Conflicts of Interest require review by the Conflict of Interest Committee before IRB review and approval. Final IRB approval cannot be granted until all conflicts of interest are appropriately managed. The IRB may require disclosure of the conflict to subjects in the consent document or information sheet/process as part of the management plan.
1. Does the Principal Investigator, co-investigator, any of the research personnel, or any of their family members have a managerial role in any entity associated with the research, or otherwise have a significant financial relationship or any other relationship with the funding source or company, or have a financial stake in a product associated with this research that may be viewed as affecting the protection of human subjects involved in the project, the scientific objectivity of the research or the integrity of the research or the research data?
If yes, attach a COI Statement of Explanation that includes a list of names of the investigators with conflicts, a brief description of each conflict, and the plan for managing the conflicts or the management plan approved by the Conflict of Interest Committee.
IV. Summary of Amendment Changes:
V. Risk-Benefit Assessment:
1. Have the risks or the potential benefits to the research been altered (increased or decreased) by the amendment changes.
VI. Informed Consent, Parent/Guardian Permission, Assent, HIPAA Authorization, and Broad Consent: 
Skip this section if your research was approved under an exemption.
1. Have any subjects ever been enrolled in this research study?
a. If yes, are any subjects still actively participating in the research? 
2. Do the amendment changes affect the informed consent, parent/legal guardian permission, assent process, or broad consent?  
3. Do the amendment changes alter the information provided to the subjects originally in the informed consent, parent/legal guardian permission, assent, HIPAA Authorization document(s), or broad consent?
a. If YES, will subjects from whom you already obtained consent, parent/legal guardian permission, assent, or broad consent be informed of the new information?
If YES, indicate how the subjects will be informed of the changes:
c. Will subjects who have already completed participation in the study be informed of the new information?
VII. Assurances:
I certify that the information provided in this Amendment is complete and accurate. I understand that as Principal Investigator, I have the responsibility for the protection of the rights and welfare of human subjects enrolled in the research and for the overall ethical conduct of the research. By signing this form I am indicating that I will comply with all DePaul policies and procedures relating to human subjects research, as well as with federal, state, and local laws.
Faculty Sponsor's Assurance for Student, staff position functioning as a training position or fellow, such as a research fellow:
By my signature as faculty sponsor on this research application, I certify that the student, staff member in a training position, or fellow is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training to conduct this particular study in accordance with the approved protocol. My signature below indicates that this Amendment, and attached materials, are complete and accurate.
*The faculty sponsor must be a member of the DePaul faculty (full time, part time, or adjunct). The faculty sponsor is considered the party ultimately responsible for the legal and ethical performance of the project and ensuring that all duties of the Principal Investigator are fulfilled, including completing a final study closure report.
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