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Protocol Amendment 02 Investigator Agreement 

I agree: 

 To conduct the study in compliance with this protocol, any future protocol 
amendments, with the terms of the clinical trial agreement and with any other study 
conduct procedures and/or study conduct documents provided by GSK. 

 To assume responsibility for the proper conduct of the study at this site. 

 That I am aware of and will comply with GCP and all applicable regulatory 
requirements.  

 That I will comply with the terms of the site agreement. 

 To comply with local bio-safety legislation. 

 To ensure that all persons assisting me with the study are adequately informed about 
the GSK study intervention and other study-related duties and functions as described 
in the protocol. 

 To supervise any individual or party to whom I have delegated study-related duties 
and functions conducted at the study site. 

 To ensure that any individual or party to whom I have delegated study-related duties 
and functions conducted at the study site are qualified to perform those study-related 
duties and functions. 

 To acquire the reference ranges for laboratory tests performed locally and, if required 
by local regulations, obtain the laboratory’s current certification or Quality 
Assurance procedure manual. 

 To ensure that no clinical samples (including serum samples) are retained on-site or 
elsewhere without the approval of GSK and the express physical informed consent of 
the participant.  

 To perform no biological assays on the clinical samples other than those described in 
the protocol or its amendment(s). 

 To co-operate with representative(s) of GSK in the monitoring and data management 
processes of the study with respect to data entry and resolution of queries about the 
data. 

 To have control of all essential documents and records generated under my 
responsibility before, during, and after the study. 

 That I have been informed that certain regulatory authorities require the sponsor to 
obtain and supply, as necessary, details about the investigator(s)’ ownership interest 
in the sponsor or the study intervention(s), and more generally about their financial 
ties with the sponsor. GSK will use and disclose the information solely for the 
purpose of complying with regulatory requirements. 
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Hence, I: 

 Agree to supply GSK with any necessary information regarding ownership interest 
and financial ties (including those of my spouse and dependent children). 

 Agree to promptly update this information if any relevant changes occur during the 
study and for 1 year following completion of the study. 

 Agree that GSK may disclose any information about such ownership interests and 
financial ties to regulatory authorities. 

 Agree to provide GSK with an updated Curriculum Vitae and all other documents 
required by regulatory agencies for this study. 

Study identifier 219606 

EU CT Number 2023-503265-27-00 

Approval date 20 Oct 2023 

Title A Phase 3 Open-Label, Randomized Study of 
Perioperative Dostarlimab Monotherapy versus 
standard of care in Participants with Untreated 
T4N0 or Stage III dMMR/MSI-H Resectable Colon 
Cancer 

Investigator name  

Signature  

Date of signature 

(DD Month YYYY) 

 

 


