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	MODIFICATION REQUEST FORM

	Instructions for modification submissions:
· CHECK IRB Pro for current versions of ALL documents prior to making revisions. 
· Submit the tracked and clean versions of the sponsor study documents or download the document(s) that require revisions from IRB Pro, turn on tracked changes and update the version date.
· Make your requested revisions for each applicable study document.
· Describe the revisions in the answers within this form. This form includes an N/A option for each section that is to be used if those specific questions are not applicable to this modification.
· Submit all the revised documents to IRB Pro via Submit Documents > Modification (Including Recruitment for UVA Studies).

Reference: Modifications to Approved Research Process | Human Research Protection Program (HRPP)

Reminders: 
· This Modification Request Form (MRF) must be submitted as a Word document.
· If the analyst requests changes to your submission, email the revisions back directly to the analyst rather than resubmitting them through IRB Pro.
· Email the IRB at IRBHSR-Mods@virginia.edu with any questions about modification submissions.

If the IRB-HSR is not the IRB of Record, do not use this form. Instead, download the Non-UVA IRB Modification Request Form and follow the instructions.

BY SUBMITTING THIS FORM, YOU CONFIRM THAT THE PI OF THE STUDY APPROVES THE CHANGES SUBMITTED IN THIS MODIFICATION.

	STUDY INFORMATION

	IRB-HSR Tracking #:  
Click or tap here to enter text.

PI Name: 
Click or tap here to enter text.

PI Department:
Click or tap here to enter text.


	Submitter Name: 
Click or tap here to enter text.

Date Completed: 
Click or tap here to enter text.


	☐ Minor Changes/Minimal Risk    OR

	☐  Significant Changes/Greater than minimal risk (full board review may be required)
· Changes to Inclusion/Exclusion Criteria.
· Additional new risk(s) added.
· Changes to Study Design/study plan and/or statistical plan.

	☐ N/A: Section does not apply to this submission
	                                  PROTOCOL DEVIATIONS

	1.
	☐ Yes
	☐ No
	Is this submission related to a reported protocol deviation corrective action plan?
If YES, email the IRB analyst who is processing the deviation or IRBHSR@virginia.edu to inform the IRB of the modification submission.

	☐ N/A: Section does not apply to this submission
	                                        STATUS CHANGE

	2.
	☐ Yes
	☐ No
	Are you changing the study status with this modification?  
If ONLY the study status is changing and no other changes are being made, STOP HERE. 
· Complete and submit ONLY the Status Change Form | Human Research Protection Program (HRPP) through IRB Pro > Submit Documents > Continuations.

If the study status is changing AND there are other changes being made to your study:
· Continue filling out this form and submit as you would any modification. 
· ALSO fill out the Status Change Form | Human Research Protection Program (HRPP).

	☐ N/A: Section does not apply to this submission
	                              INVESTIGATOR BROCHURE ONLY 

	3. 
	☐ Yes
	☐ No
	Does this modification ONLY include the addition of one or more revised Investigator’s Brochure (IB) where there are no significant changes to the study documents?
If YES, include the following documents with the modification submission:
· PI and/or Sponsor documentation to confirm there are no Protocol or Consent(s) changes. 
· Summary of Changes document.
· Clean and tracked versions of the updated IB.
If more than one IB is being submitted, list each of the IB(s): 

Click or tap here to enter text.

In your own words, please summarize the changes to the IB(s):

Click or tap here to enter text.


	☐ N/A: Section does not apply to this submission
	                                       ANCILLARY REVIEWS
Must be completed before modification submission to the IRB-HSR 

	4.
	☐ Yes
	☐ No
	Does the modification require review by the Comprehensive Cancer Center Protocol Review Committee (PRC)?
If PRC approval is needed, obtain the determination letter and include it with the IRB-HSR modification submission. 
· If you are unsure if PRC approval is needed, check the initial PRC approval form or email the PRC Coordinator. 

	5.
	☐ Yes
	☐ No
	Does the modification require Human Investigations Involving Radiology Exposure (HIRE) Committee approval?  
If HIRE approval is needed, obtain the determination letter and include it with the IRB-HSR modification submission. 
· If you are unsure if HIRE approval is needed, check the initial HIRE approval form or email the HIRE Coordinator. 

	6.
	☐ Yes
	☐ No
	Is the UVA PI becoming the overall PI of a multi-site study? 
If YES, obtain the School of Medicine Clinical Trials Office (SOM CTO) review letter and include it with the IRB-HSR modification submission. 

	7.
	☐ Yes
	☐ No
	Is this modification a response to requested revisions following from any of the following audits: 
· Post Approval Monitoring (PAM),
· Comprehensive Cancer Center Data Safety and Monitoring Committee (DSMC) audit,
· Sponsor monitor, or
· Any other regulatory audit? 
If YES, include a copy of the audit report with this submission.
Summarize ALL outstanding issues:

Click or tap here to enter text.

Summarize the issues addressed in this modification:

Click or tap here to enter text.


	8.
	☐ Yes
	☐ No
	Are you adding new recruitment material to a UVA Health study?
If YES, have you secured UVA Health Marketing approval? 
☐ Yes, I affirm that I have secured UVA Health Marketing approval.
Include documentation of marketing approval with your submission if applicable.
If you are not sure if your recruitment material needs approval, please see our webpage for more information.

	9.
	☐ Yes
	☐ No
	Are you adding an Investigational New Drug (IND) or Investigational Device Exemption (IDE) to a UVA investigator-initiated trial?
If YES, obtain the School of Medicine Clinical Trials Office (SOM CTO) review letter and include it with the IRB-HSR modification submission 

Has the IND or IDE been reviewed by the FDA? If YES, enter the number associated with the investigational product. 

Click or tap here to enter text.

Summarize how the IND or IDE will be used in the study:

Click or tap here to enter text.


	10.
	☐ Yes
	☐ No
	Does the modification add personnel who will apply lasers as a study procedure?
If YES, list the names of the new personnel and describe their role: 

Click or tap here to enter text.

Submit the following documents: 
· A copy of their UVA HSR CITI Basic Researcher Training certificate.
· A copy of their CITI GCP training certificate, if applicable.

Do you confirm that they have the required training from the UVA Health Laser Safety Officer? 
☐ Yes, I confirm that this person has the required training.

	11.
	☐ Yes
	☐ No
	Does this modification create a NEW significant financial conflict of interest?
If YES, contact the Conflict-of-Interest (COI) Committee PRIOR to submission to the IRB-HSR.
· Submit either the approved COI Committee Management Plan or their determination letter that one is not required with the IRB-HSR modification submission. 

	☐ N/A: Section does not apply to this submission
	                                                FUNDING

	12.
	☐ Yes
	☐ No
	Has the funding for the study changed?
Is funding being added? 
If YES, complete the Sponsor Addition Form | Human Research Protection Program (HRPP) and specify the funding source(s) to be added:

Click or tap here to enter text.

Is funding being removed? 
If YES, list the funding source(s) to be removed: 

Click or tap here to enter text.


	☐ N/A: Section does not apply to this submission
	                                         STUDY PERSONNEL

	13.
	☐ Yes
	☐ No
	Are you changing the UVA PI for this study? 
If YES, submit the following documents: 
· New PI’s CV if the study is more than minimal risk.
· New PI’s current HSR CITI Basic Researcher training certificate. 
· Include the new PI’s GCP training certificate, if required by the sponsor or if the study is more than minimal risk.
· Revised Protocol and Application with new PI background information.
· Revised Consent(s) with New PI contact information, if applicable.
· If you are not reconsenting subjects for a study to which consent was originally obtained, complete and submit the “Change in PI Letter”
Provide the new PI’s name and credentials:

Click or tap here to enter text.

Provide the new PI’s computing ID:

Click or tap here to enter text.

Explain the reason for the PI change:

Click or tap here to enter text.
 
Do you confirm that the NEW PI has adequate material resources (including space, equipment, and personnel) to conduct the study?   
☐ Yes, I confirm that the new PI has adequate material resources to conduct the study.  
 
Do you confirm that the NEW PI has adequate financial resources (funding) to conduct the study? 
☐ Yes, I confirm that the new PI has adequate financial resources to conduct the study. 
Provide details about the current funding sources: 

Click or tap here to enter text.

Will the former PI remain on the study?  ☐ Yes ☐ No
If YES, indicate their new position (e.g., sub-investigator, study coordinator): 
Click or tap here to enter text.


	14.
	☐ Yes
	☐ No
	Are you adding key personnel who are NOT affiliated with UVA? 

If YES, submit the following documents: 
· A copy of their UVA HSR CITI Basic Researcher Training certificate and GCP training, if applicable, OR equivalent training from another institution.
· Revised Application/Protocol with inserted or updated Appendix: Unaffiliated Personnel section.   
· A signed Unaffiliated Investigator Agreement. 

List the name(s) of the new unaffiliated personnel and describe their role in this study: 

Click or tap here to enter text.

NOTE: This is not the section to request a reliance agreement with an IRB/ add an external investigator. Please complete the UVA IRB of Record Request question 31 for that change.


	☐ N/A: Section does not apply to this submission
	                                            STUDY SUBJECTS

	15.
	☐ Yes
	☐ No
	Are you revising the UVA enrollment number?
If YES, update the Protocol, Application, and/or Consent(s) with TRACKED CHANGES ON and answer the following questions. 
Provide the number of study subjects currently enrolled at UVA: 

Click or tap here to enter text.

Provide the currently approved enrollment number: 

Click or tap here to enter text.

Specify the new enrollment number: 

Click or tap here to enter text.

Provide justification for increasing or decreasing the enrollment number: 

Click or tap here to enter text.

Have you revised the statistical analysis of the protocol? ☐Yes  ☐ No
If you have revised the statistical analysis of the protocol, provide a summary below:  

Click or tap here to enter text.


	16.
	☐ Yes
	☐ No
	Does the modification involve the addition of prisoners or are prisoners included in your study population?
If YES, describe how the changes affect prisoners participating in this study in the box below. 

Click or tap here to enter text.


	☐ N/A: Section does not apply to this submission
	                                        STUDY DOCUMENTS

	17. 
	☐ Yes
	☐ No
	Does this modification include one or more revised Investigator’s Brochures (IB) that require updates to the Protocol and/or Consent documents?
If YES, include a copy of the following documents with the modification submission:
· Summary of Changes document for each revised IB.
· Clean and tracked versions of the updated IBs.
· Clean and tracked versions of the Protocol and/or Consent(s) impacted by the revisions. 
If more than one IB is being submitted, list each IB below: 

Click or tap here to enter text.

In your own words, please summarize any new risk language in each IB:

Click or tap here to enter text.

In your own words, please summarize any risk removed language in each IB: 

Click or tap here to enter text.

In your own words, please summarize any additional, minor, and editorial changes in each IB: 

Click or tap here to enter text.


	18.
	☐ Yes















☐ Yes
	☐ No















☐ No
	Are you revising the IRB Application or Protocol? 
If YES, complete the following:
· Download the most recently approved version of the application or protocol from IRB Pro.
· Turn track changes on. 
· Update the version date and make the requested changes.
IF A SPONSOR CONTROLS THE PROTOCOL: 
· Submit the Sponsor’s Summary of Changes 
· Submit the Sponsor’s tracked changes version AND the clean version
· Provide any Sponsor letters, Data Safety and Monitoring Committee reports, regulatory agency letters, or any other supplemental materials to support the revisions.

Provide a bullet list of changes with the rationale for the changes being made: 

Click or tap here to enter text.

Are you adding or significantly altering any of the following sections?  
☐Participation of Children
☐Impaired decision-making capacity 
☐Drugs, Biologics, or Devices
☐Gadolinium-enhanced MRI
☐Genetic Research
☐Testing for HLA Status
☐Research with Prisoners
☐Specimen Banking
☐Video/Audiotaping and/or Photography
☐Waiver of Documentation of Consent (verbal consent)
Instructions to add Protocol, Application, and Consent Templates
Use the “Modification Templates” link in IRB Online to add the corresponding template sections(s) to the protocol, application, or consent document. 

	19. 
	☐ Yes
	☐ No
	Do you have changes to how data is collected, transferred, or stored that impact the Data Security Plan (DSP)? 
If YES, complete the following: 
· Submit a TRACKED CHANGE copy of the revised DSP.
· Revise the Protocol, Application and/or Consent(s), if applicable.
· Complete the text box below: 

Provide a bullet list of changes with the rationale for the changes being made: 

Click or tap here to enter text.


	20.
	☐ Yes
	☐ No
	Are you submitting recruitment materials for prospective subjects? 
Are these REVISED documents?  ☐Yes  ☐ No
If YES, provide a bullet list of documents with a summary of the changes being made: 
 
Click or tap here to enter text.

Are these NEW documents?  ☐Yes  ☐ No
If YES, is the recruitment method already reported in the Application/Protocol?
 ☐ Yes  ☐ No
If NO, update the Recruitment Methods of the Application/Protocol (Question 19).  
Provide a bulleted list of the new recruitment materials: 
Click or tap here to enter text.


	21.
	☐ Yes
	☐ No
	Are you submitting any surveys, questionnaires, or other supporting documents? 
Are these REVISED documents?  ☐ Yes  ☐ No
If YES, provide a bullet list of documents with a summary of the changes being made: 
 
Click or tap here to enter text.

Are these NEW documents?  ☐Yes  ☐ No
If YES, is the data to be collected already reported in the Application/Protocol?              ☐ Yes  ☐ No
If NO, update the appropriate section of the Application/Protocol (Question 19).  
Provide a bullet list of the new documents: 
Click or tap here to enter text.


	22.
	☐ Yes
	☐ No
	Are you adding data/specimens collected from a previous study to a database?  
If YES, complete the following: 
· Update the Protocol, Application, and/or Consent(s) to account for the change and describe the changes in the appropriate sections.
· Submit a copy of the consent form from the previous study or provide documentation that waiver of consent was granted.
Provide the IRB-HSR study number of the previous study: 

Click or tap here to enter text.

Describe the data/specimens that you want to use from the previous study:

Click or tap here to enter text.

Provide the rationale for including the data/specimens from the previous study: 

Click or tap here to enter text.


	☐ N/A: Section does not apply to this submission
	                                               CONSENT 

	23.
	☐ Yes
	☐ No
	Are subjects currently enrolled in the study?
If YES, answer the following questions:
Have you reviewed the page on Reconsenting Requirements?  ☐ Yes  ☐ No
After reviewing the page on reconsent, do you need to reconsent your subjects or inform them of changes to the study? ☐Yes  ☐ No
If YES, provide a summary of the method by which you will reconsent your study subjects: 

Click or tap here to enter text.

If NO, provide justification for why the changes do not significantly affect the subjects:

Click or tap here to enter text.


	24. 
	☐ Yes
	☐ No
	Are you changing the consent process to obtain electronic signatures (either in-person or remotely)? 
If YES, update the Protocol, Application, Consents and/or Data Security Plan accordingly with TRACKED CHANGES ON and answer the following questions: 

Describe the requested consent process with the rationale for the changes being made:

Click or tap here to enter text.

Is your study regulated by the FDA?  ☐ Yes  ☐ No
If YES, what 21 CFR Part 11 compliant software will be used to obtain electronic signatures? 

Click or tap here to enter text.

Do you have Sponsor approval to obtain electronic signatures?  ☐ Yes  ☐ No ☐ N/A
               If YES, include sponsor documentation with your submission.  

	25. 
	☐ Yes
	☐ No
	Are you revising the consent form(s)?
If YES, include a copy of the following documents with the modification submission:
· The revised UVA consent form.
· The Sponsor’s tracked and/or clean revised model consent, if applicable.
Provide a bullet list of changes with the rationale for the changes being made: 

Click or tap here to enter text.


	26.
	☐ Yes
	☐ No
	Does the modification require an additional consent form or a consent addendum?
If YES, answer the following questions:
Is the study closed to enrollment?  ☐Yes  ☐ No
If yes, submit the following: 
· The revised UVA IRB Consent addendum Template 
· The sponsor’s tracked model consent (if applicable)
If NO, please provide the rationale for using a consent addendum instead of revising the main consent for the study: 
 
Click or tap here to enter text.


	☐ N/A: Section does not apply to this submission
	                           TRANSLATIONS AND SHORT FORMS

	27.
	☐ Yes
	☐ No
	Does this modification include submission of a translated consent document or any other translated supporting documents?  
If YES, answer the following questions:
Are any revisions needed for the English language version of the document?  ☐Yes  ☐ No
If yes, stop here. 
· Complete the submission process for the English language version of the document. 
· Resubmit a separate Modification Request once the English language version is approved.
Have you submitted a Certificate of Translation?  ☐Yes  ☐ No
If NO, stop here and have your document translated by a qualified vendor. 

If yes, please ensure it contains the following information: 
· The name of the qualified translation service
· Study title
· The UVA IRB-HSR tracking number
· The name of each document being translated
· Date of translation 
· The qualifications of the translator

	28.
	☐ Yes
	☐ No
	Does this modification include submission of UVA IRB-HSR Short Form Consent? 
If YES, how many participants do you expect to consent using the short form?  
 
Click or tap here to enter text.

If you plan to consent fewer than three participants with the short form, modify the IRB-HSR short form  in the language your participant(s) understand. Submit a copy of the Short Form in tracked changes and, if applicable, the English Short Form version if one does not exist the IRB Pro file.

If you plan to consent more than three participants with the short form, the main consent document must be translated by a qualified vendor and submitted for IRB review and approval. 


	☐ N/A: Section does not apply to this submission 
	                                  UVA IRB OF RECORD 
                      MODIFICATION REQUEST SECTION

	INSTRUCTIONS:
Complete this section only if this modification is related to one of the following:
1. UVA IRB-HSR serves as the IRB of Record and specific relying site document changes are necessary.
2. UVA PI is becoming the lead investigator of a multi-site study and sites will rely on the IRB-HSR.
3. Adding a relying site with a reliance agreement request form.



	29.
	☐ Yes
	☐ No
	Does this modification update the study documents to appoint the UVA IRB-HSR as the IRB of Record prior to adding relying site(s)?
If YES, complete the following:
· A multisite protocol must be created to be adhered to by all Relying sites.  
· The protocol must be written to address the overall enrollment number, data safety monitoring plan, risks and benefits, and statistical analysis. 
The following Application changes may be necessary to address potential requirements:
· Remove the DSMP from the document to prevent redundancy and errors.
· Update or add the Information from Outside Institution section.
· Update or add the Transfer of Data Outside UVA section.
The Data Security Plan may require revisions to prevent the need for additional modifications.
Have you reviewed UVA Responsibilities and Relying Site Responsibilities When the IRB-HSR is the IRB of Record ? ☐Yes  ☐ No 

Provide a bullet list of changes with the rationale for the changes being made: 

Click or tap here to enter text.


	30. 
	☐ Yes
	☐ No
	Does this modification include the addition of a relying site that will rely on the IRB-HSR as the reviewing IRB?
If YES, complete the IRB Reliance Agreement Request Form and submit it with the applicable site-specific documents. 
 
Click or tap here to enter text.


	31.
	☐ Yes
	☐ No
	Does this modification affect institutions already approved to rely on the UVA IRB as the sIRB of record? 
If YES, which Relying site(s) are affected by this modification? 

Click or tap here to enter text.

Provide a bullet list of changes with the rationale for the changes being made: 

Click or tap here to enter text.
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