
eProst Submission Process 
for External IRB 

Modifications (IRB8.2.4)



This guide is for Modifications created for External IRB Studies 

NOTE: DO NOT USE *UPDATE STUDY DETAILS FOR UM SPECIFIC 
MODIFICATIONS

Updates that will affect the University of Miami study sites must be submitted as a 
Modification in eProst, reviewed and acknowledged by the University of Miami IRB

*Update Study Details in IRB8.2.4 is reserved for any non-UM specific changes (i.e., New 
study-wide PI, general study funding, template ICF)  These will NOT go through to UM 
IRB for review and will not update to VELOS D-Link. Please see Update Study Details 
Guide for more information.



CREATE A MODIFICATION:

1. Login to eProst and locate study
2. From Study workspace: Select ‘Create Site Modification’ 



NOTE: External studies do not need to submit continuing reviews to the University of Miami 
IRB. They are only required to be submitted to the IRB of record (sIRB)

3.

Please select both



4. 

NOTE: Please list all items included in the modification. If items have been included that 
are not mentioned in Q.3 above, they will be sent back to the study team for clarification. 

(NEW for v8.2.4)



5. 

NOTE: IRB Protocol Attachments (to be finalized in IRB8.2.4) submitted here will go to Velos D-Link

(NEW for v8.2.4)



5a. 

NOTE: This is NOT the same as the Study Funding Source. This section is reserved for funds that impact University 
of Miami and its affiliate locations only, not the entire study.



6.

(NEW for v8.2.4)

NOTE: (New for v8.2.4)
Team member CITI compliance training will auto-populate provided email 
addresses in eProst match email addresses provided in CITI account.

NOTE: This a non-UM team 
member who is conducting 
research activities under 
UM PI oversight.

DO NOT include personnel 
from other relying sites



7. 

NOTE: This section is reserved for 
study sites that will conduct the 
research under the purview of 
the University of Miami study 
team

• This is NOT the same as UM 
Research Locations or 
Performance Sites (i.e., 
Jackson, CTRS, UHT, Cancer 
Center satellite sites, etc)

• This is NOT the same as 
participating sites in MSS 
studies



8.

NOTE: Consent forms, HIPAA Authorizations, recruitment materials, press releases, and data collection sheets will be 
finalized and sent to Velos D-link

All additional documents should be uploaded here. 
For example:
• HIPAA Authorization
• Ancillary Review Forms

o Biological Agents Registration Form
o CTRS Service Request Form
o ESCRO Form
o IBC Supplemental Form
o JHS CTO Application Form
o UHT Application Form
o Research Data Security Assessment Form

• Genomic Data Sharing Plan
• NIH Institutional Certification
• Certificate of Confidentiality 
• Data Use Agreement
• Patient Forms

o Data Collection Sheets
o Questionnaire/Survey/Interview/Diary

• Other
• Study Protocol

ALERT: Study protocol updates (and amendments) should be uploaded in Local Site Documents under ‘Other Attachments’ so that they will be 
finalized and uploaded to Velos D-Link. 



9. 



9. Additional Study Information cont’d



9. Additional Study Information cont’d



9. Additional Study Information cont’d

NOTE: Answers here will determine if any ancillary committee reviews will be required for the study.  Reviews by 
IBC, PRC, HRSC and ESCRO must be completed and approved before a modification can be acknowledged by the IRB.



10.

NOTE: Answers here will determine if any ancillary committee reviews will be required for the study.  Reviews by 
IBC, PRC, HRSC and ESCRO must be completed and approved before a modification can be acknowledged by the IRB.



11.

12. 

NOTE: Study team members can enter details of the Modification. However, only the PI and PI Proxy are authorized 
to execute ‘Submit’ Modification. 



If your modification submission is successful, study status will have advanced to Pre-Review.
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