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approved by the department’s Chair prior to initiating the below procedures. The new PI should be 
approved by the Sponsor as applicable.  
 
Procedure 

All of the below procedures should be completed prior to the departing PI’s last day (if applicable).  
 
Investigator’s Qualifications and Agreements 

1. The new investigator(s) should be qualified by education, training, and experience to assume 
responsibility for the proper conduct of the trial, should meet all the qualifications specified 
by the applicable regulatory requirement(s), and should provide evidence of such 
qualifications through up-to-date curriculum vitae and/or other relevant documentation 
requested by the sponsor, the IRB/IEC, and/or the regulatory authority(ies). 

2. The investigator should be thoroughly familiar with the appropriate use of the investigational 
product(s), as described in the protocol, in the current Investigator’s Brochure, in the 
product information and in other information sources provided by the sponsor. 

3. The investigator should be aware of, and should comply with, GCP and the applicable 
regulatory requirements. 

4. Notify the sponsor of the intent to change PIs. The new PI should be approved by the 
sponsor as applicable. 

5. The appropriate departments managing the trial contracts should be notified to initiate the 
process of changing the contract to the new PI. 

 
Adequate Resources 

1. The new investigator should be able to demonstrate (e.g., based on retrospective data) a 
potential for recruiting the required number of suitable subjects within the agreed 
recruitment period. 

2. The new investigator should have sufficient time to properly conduct and complete the trial 
within the agreed trial period. 

3. The new investigator should have available an adequate number of qualified staff and 
adequate facilities for the foreseen duration of the trial to conduct the trial properly and 
safely. 

4. The new investigator should ensure that all persons assisting with the trial are adequately 
informed about the protocol, the investigational product(s), and their trial-related duties and 
functions. 

Medical Care of Trial Subjects 
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