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The Monitor 

 Before clinical 

phase 

During clinical 

phase 

After clinical 

phase 

Throughout 

the trial 

Checking investigator qualifications Yes Yes   

Checking facilities are suitable Yes    

Checking that IMP has been stored in the right conditions  Yes   

Checking that IMP has been disposed of properly  Yes Yes  

Checking that participants have given written consent  Yes   

Checking that source documents are accurate & up-to-date  Yes Yes  

Checking that essential documents are properly filed & 

maintained 
   Yes 

Checking that all adverse events are reported  Yes Yes  

Communicating any deviations from the protocol, SOPs, 

GCP, & regulatory requirements to the investigator & taking 

appropriate action to prevent recurrence 

   Yes 

Ensuring the Investigator has a current Investigator’s  

Brochure (IB) 
Yes Yes   

Checking that EC and CA approvals are in place Yes Yes   

Checking that the Investigator is following the protocol & 

any amendments 
 Yes   

Checking that the Investigator only recruits suitable subjects  Yes   

Checking that receipt, use and return of IMP is controlled & 

documented 
   Yes 
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Documentation 

https://www.whitehalltraining.com/all-good-clinical-practice-gcp-training-courses-online
https://www.whitehalltraining.com/all-good-clinical-practice-gcp-training-courses-online

