




4.3. The PI must promptly respond to any IRB terms and conditions as outlined in the IRB 
correspondence related to any of the above occurrences. 

4.4. The PI must be provided an opportunity to respond in writing or in person to the IRB 
about the 



and stipulations necessary for the convened IRB to consider reinstatement of the 
research approval. 

5.7.  The IRB will monitor the PI’s implementation of the corrective plan. If the PI is 
successfully implementing the plan according to the requisite timeframe, the convened 
IRB or the IRB Chair may withdraw the suspension and research may resume. If, 
however, the suspension has not been resolved according to the requisite timeframe, the 
item will be placed in the agenda of the next available meeting of the convened IRB in 
order to proceed with the termination of IRB approval. 

5.8. The IRB Chair must report the outcome and determinations related to suspensions or 
terminations to the appropriate organizational officials, the appropriate federal 
departments or agencies, and any sponsor. 

5.9. The IRB Staff must document the outcome and determinations related to suspensions or 
terminations in the relevant IRB meeting minutes. 

 


