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Use this form to request IRB approval for a modification to a protocol or site. 
This is a smart form. Form elements will appear or disappear depending on answers to previous questions.
If your answer does not fit in the space provided, you may refer to and submit separate attachments.
Blank & incomplete answers will result in delayed reviews.
Submitter Type
*Who is submitting?
Protocol Information
Principal Investigator (PI) Information (Sponsor)
*Principal Investigators (PIs) for whom this change applies
Principal Investigator (PI) Information (SMO)
Principal Investigator (PI) Information
Submitted Changes
*Indicate the changes you are submitting. Select all that apply.
Consent Form
*Type of change
..\..\..\..\Pictures\warning-sign1.gif
Because you have requested a revision to currently IRB-approved consent form(s):
Submit the currently IRB-approved consent form(s) with the changes tracked.
..\..\..\..\Pictures\warning-sign1.gif
Because you have requested review of additional consent form(s)
Submit the new consent form(s).  
*With which subjects do you plan to use the new or revised consent form(s)?
Protocol Revision, Amendment, or Administrative Letter
If the protocol change also requires a change to the consent, also check "Consent form" under "Submitted Changes."
*How is the protocol being modified? (Select all that apply)
If you are submitting a revised protocol, providing a red-lined version with changes tracked in addition to the clean version will expedite processing.
Planned Protocol Deviation
..\..\..\..\Pictures\warning-sign1.gif
Because you are requesting approval of a planned protocol deviation 
Submit correspondence that documents the agreement of the involved parties (e.g., principal investigator, sponsor, medical monitor) with the planned protocol deviation.
Recruitment Methods
*Will all recruited subjects be individuals with whom the Principal Investigator (PI) has an existing relationship?
Select all recruitment methods. (Scripts and advertisements must be IRB-approved before use)
*Will you or others recruit subjects for this research using methods not listed above?
Recruitment Bonuses
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Because you indicated that the Principal Investigator (PI) or research team will be offered recruitment bonuses: (extra payments tied to the rate or timing of recruitment or enrollment)
Submit  a Recruitment Bonus Disclosure Form along with any sponsor correspondence or materials describing the recruitment bonus program, or a copy of the budget for the research.
Subject Materials
*Type of change
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Because you have requested a revision to previously IRB-approved subject materials:
For scripts, submit the currently IRB-approved script with the changes tracked. For all other materials, submit the changed document.
..\..\..\..\Pictures\warning-sign1.gif
Because you have requested a review of new subject materials:
Submit the new subject materials  
Subject Payment Policy
*Will you allow payments to subjects for participation?
*Are sites required to follow the same amount and timing of payments?
*Provide subject payment language using one of the methods described below:
Provide the word-for-word subject payment language to include in each consent document or script, OR if you are following the sponsor's IRB-approved template, provide the amount for each fill-in blank and whether to include any optional language:
Subject Payment Information
Delete this payment description
Add another payment description
Subject Payment
*Will you pay subjects for participation?
*Provide subject payment language using one of the methods described below:
Provide the word-for-word subject payment language to include in each consent document or script, OR if you are following the sponsor's IRB-approved template, provide the amount for each fill-in blank and whether to include any optional language:
Subject Payment Information
Delete this payment description
Add another payment description
Translated Documents
Documents for subjects must be in language understandable by the subject or the subject's representative.
Translated documents must be IRB approved before use.
*Will you need translated documents or approval of translated documents?
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Because you have indicated that you need translated documents:
Submit a completed "Translation Request" form available on the IRB Web Site
HIPAA Waiver of Authorization
*What type of waiver of HIPAA authorization, if any, are you requesting?
By submitting this form, I confirm that::
● The research team will comply with HIPAA to secure the protected health information.
● The research team will use, reuse, or disclose protected health information only as allowed by HIPAA.
Financial Interest Disclosure
The following question applies to financial interests that have not been reported to this IRB in previous submissions for this protocol:
*Does the Principal Investigator (PI), the PI's immediate family, or any other research personnel or their immediate families, have any of the following financial interests in an entity that is sponsoring the research, or an entity that is manufacturing the product or service being tested?
● Any remuneration from the entity in the previous twelve months that exceeds $5,000, when aggregated for the individual and their immediate family. (Remuneration includes salary and any payment for services not otherwise identified as salary, such as consulting fees, honoraria, or paid authorship)
● Any equity interest in the entity. (Equity interest includes any stock, stock option, or other ownership interest)
● Any intellectual property rights and interests (e.g., patents, copyrights)
● Any governance or executive relationship with the entity (e.g., board of director, CEO)
..\..\..\..\Pictures\warning-sign1.gif
Because there are individuals with unreported financial interests related to this research, complete a "Financial Interest Disclosure Form" on the IRB Web Site:
Include in this submission a completed "Financial Interest Disclosure Form" for each individual with unreported financial interests. The form is available on the IRB Web Site. If this disclosure changes, you are required to update this information within 5 business days. 
Research Personnel
The IRB does not require investigators to report personnel changes to the IRB other than a change in Principal Investigator (PI).
● If changes in personnel result in changes in financial interests that require disclosure to the IRB,  select "Financial interest disclosure" under the "Submitted Changes" module above to report those changes.
● The Principal Investigator is responsible for ensuring training of new personnel as described in the Initial Review Application Form.
● To change the Principal Investigator, complete and submit an Initial Review Application Form. 
If personnel changes result in changes in the consent form check "Consent form" under "Submitted Changes" and complete the "Consent Form" section. 
Move a Research Location
*Has the Principal Investigator's (PI) address changed?
To move a research location also do the following: 
● Complete "Inactivate Research Location" with the old location, and 
● Complete "Add Research Location" with the new location.
Inactivate Research Location
If inactivation of a research location does not affect the consent document, the IRB will update the information with no further action. 
Location to inactivate
Remove from list of locations to inactivate 
Physical address of location to inactivate:
*Country
Add an additional location to inactivate:
Research Location
Location
The IRB does not routinely list addresses in this section in the consent form.
Remove from list of research locations 
Physical address where subjects will be seen or research will take place:
*Country
*Which of the following best describes this location's function?
Add another research location:
The following questions apply to all research locations
Phone numbers for subjects to call for questions or injury
*Do any communities around the above locations(s) have a negative attitude towards the conduct of research?
*Does a local IRB have jurisdiction over research over any of the above location? (If this site is covered by a Master Services Agreement (MSA) or is a member of our Global Research Network (GRN), you may check "No")
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Because you indicated that another IRB has jurisdiction over one or more locations:
Submit a "Reliance Agreement" available on the IRB Web Site for each site subject to local IRB jurisdiction
*Are there any state or local laws that impose additional requirements for research?
*Is the distance between any location and the main location greater than 50 miles (80 kilometers)? 
Phone Numbers for Subjects
Phone numbers for subjects to call for questions or injury
*Are the phone numbers listed on consent forms being updated at this time?
Other Change
Canadian Research
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Because you have indicated that the research will take place in Canada:
Submit a completed "Canadian Supplement" form available on the IRB Web Site
International Research
Because you indicated that research would be conducted outside of the United States and Canada, complete the following sections:
Country: 
*Are there any laws in this country regarding human subject research? Include laws related to:
● IRB/ethics committee review
● Local IRB/ethics committee review
● Government approval
● Obtaining informed consent
● Compensation of subjects who are injured while taking part in research
● Involvement of vulnerable populations (e.g., indigenous persons, children, pregnant women, and cognitively impaired individuals) in research
*Are there factors in this country that may affect the ethical acceptability or conduct of this research, such as socioeconomic conditions, ethnic diversity, or religious beliefs? 
*Does the population in this country have a negative attitude towards the conduct of human subject research? 
*Are there any professional or medical ethics codes that govern the conduct of researchers in this country? 
*Is the approval of governmental agencies or officials required to conduct research in this country?
*Will a local IRB or ethics committee review this research in this country? 
*Contact information for the IRB or Ethics Committee chair or representative 
Mailing address for the above individual:
*Country
Additional Submission Materials Based on Previous Answers
Based on previous answers, include the following additional documentation with this submission:
Reason
..\..\..\..\Pictures\warning-sign1.gif
Special Instructions
How to Send Your Submission to the IRB and Access IRB-Approved Documents
Submit this form and all supporting documents through the Connexus Web Portal or IRBNet. If you submit documents by email, mail, or facsimile, you may be charged additional administrative fees. 
 
The IRB provides approved documents through the Connexus Web Portal. If you use IRBNet, the IRB also publishes documents into IRBNet. 
 
If you do not use IRBNet, register with the Connexus Web Portal. Contact the IRB for assistance with registering.
Acknowledgement
By submitting this form, I confirm that:
● The information within this form is accurate and complete. 
● Sites will have the emergency equipment required by the protocol.
● I am the Principal Investigator (PI) or the PI’s designee authorized to submit on behalf of the PI.
● The PI has full awareness of the information within this form.
● The IRB has been notified of all changes to information provided on previous submission forms.
● All staff, including new staff, have completed human subjects protections training.
By submitting this form, I confirm that the investigators conducting this research will: 
● Not commence research until receipt of the IRB approval letter.
● Comply with all requirements and determinations of the IRB.
● Protect the rights, safety, and welfare of subjects involved in the research.
● Personally conduct or supervise the research.
● Conduct the research in accordance with the relevant current protocol approved by the IRB.
● Ensure that there are adequate resources to carry out the research safely.
● Ensure that research staff are qualified to perform procedures and duties assigned to them during the research, including completion of human subject protection training.
● Submit proposed modifications to the IRB prior to their implementation.
○ Not make modifications to the research without prior IRB review and approval unless necessary to eliminate apparent immediate hazards to subjects.
● Submit continuing review reports when requested by the IRB.
● Submit a closure form to close research (end the IRB’s oversight) when:
○ The protocol is permanently closed to enrollment
○ All subjects have completed all protocol related interventions and interactions
○ For research subject to federal oversight other than FDA:
● No additional identifiable private information about the subjects is being obtained
● Analysis of private identifiable information is completed
● If research approval expires, stop all research activities and immediately contact the IRB.
● Promptly report to the IRB the information items listed in the IRB's "Prompt Reporting Requirements” available on the IRB's Web site.
● Not accept or provide payments to professionals in exchange for referrals of potential subjects (“finder’s fees.”)
● Not accept payments designed to accelerate recruitment that are tied to the rate or timing of enrollment (“bonus payments”) without prior IRB approval.
● When required by the IRB ensure that consent, permission, and assent are obtained and documented in accordance with the relevant current protocol as approved by the IRB.
● Notify the IRB within 5 business days of any change to information provided on this form. 
By submitting this form, I confirm that the individual and/or organization agrees to promptly communicate or provide, and where necessary cause each investigator to promptly communicate or provide, the following information relevant to the protection of human subjects to the IRB in a timely manner: 
● Upon request of the IRB, a copy of the written plan between sponsor or CRO and site that addresses whether expenses for medical care incurred by human subject research subjects who experience research related injury will be reimbursed, and if so, who is responsible in order to determine consistency with the language in the consent document.
● Any site monitoring report that directly and materially affects subject safety or their willingness to continue participation. Such reports will be provided to the IRB within 5 days.
● Reports from any data monitoring committee, data and safety monitoring board, or data and safety monitoring committee in accordance with the time frame specified in the research protocol.
● Any findings from a closed research when those findings materially affect the safety and medical care of past subjects. Findings will be reported for 2 years after the closure of the research.
Person Completing This Form
Check Submission for Completeness
Click here to check the form for incomplete entries:
Notice
We continually improve our forms. This form will be replaced by an updated version at least 30 days before: This form cannot be edited after this date. Download the latest version from the IRB Web site before this date.
For IRB use only:
2020-04-01
Data Dictionary
For developer use only. This section will be hidden in release versions.
Copyright 2018 © WIRB Copernicus Group. All rights reserved.
Jeffrey A. Cooper, MD, MMM
Subject Payment Information
Subject Payment Information
Location to inactivate
*Postal Code
Add Research Location
Location
*Postal Code
Submit the currently IRB-approved consent form(s) with the changes tracked.
Because you have requested a revision to currently IRB-approved consent form(s):
xfa[0].form[0].form1[0].Body[0].Block[0].Consent[0].SubmissionDocument[0]
Submit the new consent form(s).  
Because you have requested review of additional consent form(s)
xfa[0].form[0].form1[0].Body[0].Block[0].Consent[0].SubmissionDocument[1]
Submit correspondence that documents the agreement of the involved parties (e.g., principal investigator, sponsor, medical monitor) with the planned protocol deviation.
Because you are requesting approval of a planned protocol deviation 
xfa[0].form[0].form1[0].Body[0].Block[0].ProtocolDeviation[0].Header[0].SubmissionDocument[0]
Submit  a Recruitment Bonus Disclosure Form along with any sponsor correspondence or materials describing the recruitment bonus program, or a copy of the budget for the research.
Because you indicated that the Principal Investigator (PI) or research team will be offered recruitment bonuses: (extra payments tied to the rate or timing of recruitment or enrollment)
xfa[0].form[0].form1[0].Body[0].Block[0].RecruitmentBonuses[0].SubmissionDocument[0]
For scripts, submit the currently IRB-approved script with the changes tracked. For all other materials, submit the changed document.
Because you have requested a revision to previously IRB-approved subject materials:
xfa[0].form[0].form1[0].Body[0].Block[0].SubjectMaterials[0].SubmissionDocument[0]
Submit the new subject materials  
Because you have requested a review of new subject materials:
xfa[0].form[0].form1[0].Body[0].Block[0].SubjectMaterials[0].SubmissionDocument[1]
Submit a completed "Translation Request" form available on the IRB Web Site
Because you have indicated that you need translated documents:
xfa[0].form[0].form1[0].Body[0].Block[0].Translations[0].SubmissionDocument[0]
Include in this submission a completed "Financial Interest Disclosure Form" for each individual with unreported financial interests. The form is available on the IRB Web Site. If this disclosure changes, you are required to update this information within 5 business days. 
Because there are individuals with unreported financial interests related to this research, complete a "Financial Interest Disclosure Form" on the IRB Web Site:
xfa[0].form[0].form1[0].Body[0].Block[0].FinancialInterestDisclosure[0].SubmissionDocument[0]
Submit a "Reliance Agreement" available on the IRB Web Site for each site subject to local IRB jurisdiction
Because you indicated that another IRB has jurisdiction over one or more locations:
xfa[0].form[0].form1[0].Body[0].Block[0].ResearchLocation[0].AllLocations[0].SubmissionDocument[0]
Submit a completed "Canadian Supplement" form available on the IRB Web Site
Because you have indicated that the research will take place in Canada:
xfa[0].form[0].form1[0].Body[0].Block[0].CanadianResearch[0].SubmissionDocument[0]
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Change in Research Submission Form
HRP-201
Change in Research Submission Form
HRP-201
Change in Research Submission Form
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