
Guidance for Handling PI Non-Response to the IRB’s Requests for Follow-up 
 
Administrative closure of a research protocol can occur when a Principal Investigator (PI) is non-responsive to 
the IRB’s request for: 
 

• modifications to either a new or continuing review of a research protocol 
• submission of either a continuing review or final report and IRB approval has expired 

 
The following information describes different situations when administrative closure of a research protocol can 
occur, the processes for how each situation will be handled, and describes the requirements for notification of 
NYU and/or Federal authorities. 
 
 
Following three continuing review reminder notices, if a PI has not submitted a continuing review or 
final report for a research study and the protocol approval period expires: 
 

1. A final e-mail notice will be sent to the PI and faculty sponsor, if applicable, informing the PI that despite 
multiple requests, a continuing review/final report has not been received. 

2. The PI will be reminded that the protocol approval period has expired and that immediate action is now 
needed.    

3. The PI will be notified that:  
a. All research related activities must stop immediately, including recruitment, research 

interventions or interactions, data sharing/reporting, data collection and analysis of identifiable 
data, and no new subjects may be enrolled;  

b. If the research is administratively closed, a new research application must be submitted if the PI 
wants to continue the research; 

c. The research may continue only after the investigator receives written approval from the IRB. 
4. If the PI does not remedy this situation within 14 days: 

a. The PI will be considered out of compliance with NYU and Federal Regulations, and his/her 
Chair/Dean may be notified. 

b. No new research applications will be accepted for review from the PI until the issues 
surrounding the expired protocol have been addressed. 

 
 
If the PI submits a continuing review or final report that generates a request from the IRB for additional 
information/documentation, the PI fails to respond to the IRB’s request, and the protocol approval 
period expires: 
 

1. A final follow-up e-mail will be sent to the PI and faculty sponsor, if applicable, as a reminder that the 
previously requested information must be provided within 14 days. 

2. The PI will be reminded that the protocol approval period has expired and that immediate action is now 
needed.   

3. The PI will be notified that:  
a. All research related activities must stop immediately, including recruitment, research 

interventions or interactions, data sharing/reporting, data collection and analysis of identifiable 
data, and no new subjects may be enrolled;  

b. If the research is administratively closed, a new research application must be submitted if the PI 
wants to continue the research; 

c. The research may continue only after the investigator receives written approval from the IRB. 
4. If the PI does not remedy this situation within 14 days: 

a. The PI will be considered out of compliance with NYU and Federal Regulations, and his/her 
Chair/Dean may be notified. 

b. No new research applications will be accepted for review from the PI until the issues 
surrounding the expired protocol have been addressed. 

 
 



If the PI and/or faculty sponsor fail to respond to the final e-mail notice within 14 days: 
 

1. The research protocol will be administratively closed and the file folder removed from the active IRB 
files.   

2. The database will be updated to indicate that the research approval period has expired and the study 
has been administratively closed.   

3. The PI and faculty sponsor will be notified of the closure of the research, and reminded that all research 
related activities must cease. The appropriate Chair/Dean may also be notified. 

4. The hard copy of the file will be kept in the UCAIHS office for 30 days.  After 30 days the file will be 
scanned and stored electronically. 

5. If the PI subsequently submits a continuing review (between 14-30 days after the final e-mail): 
a. Before the file has been converted to electronic format: 

i. The PI will be instructed to submit a continuing review report immediately for IRB review. 
ii. The closed file will be reactivated and the UCAIHS database will be updated. 
iii. The research may continue only after the investigator receives written approval from the 

IRB. 
b. After the file has been converted to electronic format: 

i. The PI will be reminded that due to the previous lapse in responding to the IRB’s 
requests, the research project was closed. 

ii. If the PI wishes to continue the research, a new application must be submitted. 
iii. The research may continue only after the investigator receives written approval from the 

IRB. 
 
 
Actions that the IRB may choose to take in addition to the above: 
 

1. In the case where a single faculty sponsor has non-responders across multiple student protocols, no 
new applications will be accepted from any students under the guidance of this particular faculty 
sponsor.  The Dean or Department Chair will be notified of the problem and a meeting may be 
scheduled to resolve the issues. 

2. OHRP and the study sponsor will be notified only in the case of federally funded research. 
 

 
 
New Protocols Submitted for IRB Review and Never Approved Due to PI Non-Response: 
 

1. Following initial IRB review, if the IRB requests modifications prior to granting approval to the research, 
a PI will have 90 days to submit a response to the IRB’s request for changes and/or additional 
information.   

2. If no response has been received within 90 days, a reminder e-mail will be sent to the PI, and faculty 
sponsor if applicable. The appropriate Chair/Dean may also be notified. 

3. If no response is received within 30 days of this second notice, the IRB will take this non-response as 
an indication that the PI is no longer planning to pursue the research, and the submission will be 
administratively closed.   

4. Any related paper files in the IRB office will be pulled and stored according to current UCAIHS policy. 
5. Once the protocol has been administratively closed, a new application must be submitted for review 

before further IRB review will be conducted. 
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