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Applicable Regulations & Guidelines:   
May 1997  International Conference on Harmonisation; Good Clinical Practice: 

Consolidated Guidelines (E6), sections 4, 5 and 8 
  
Other References:    
 
Responsible Personnel:  The study coordinator and clinical trial monitor 
 

 
Policy Statement:  The study coordinator (CRA/CRC) is responsible for completing case report 
forms, maintaining the regulatory binder and scheduling monitor visits.  The clinical trial monitor 
is responsible for requesting monitor visits, source verifying data and notifying the study 
coordinator of any data locks. DF/HCC allows for a maximum of two clinical trial monitors per 
visit.  Each monitoring visit will last for no more than two days and must occur between the hours 
of 9 AM and 5 PM (unless an exception is made and other times are agreed upon by the study 
coordinator and clinical trial monitor). 
 
 
Definitions:   
 
Study coordinator: The person responsible for entering the data onto case report forms and for 
maintaining the regulatory binder, regardless of his/her title. 
 
Clinical trial monitor: The person responsible for monitoring the data on behalf of the external 
sponsor or contract research organization.  
 
Monitoring Visits: The act of overseeing the progress of a clinical trial (in real time) and of 
ensuring that the trial is conducted, recorded, and reported in accordance with the protocol. This 
does not include visits for a Quality Assurance audit by the sponsor or an FDA inspection. 
 
Data Lock:  The predetermined time and date that the sponsor agrees they will not accept 
additional patient data to the database.  A data lock may occur at the time of an interim analysis 
or at the end of the study when the database is considered complete. 
 
Procedure:  

 
1) A clinical trial monitor will request an initial monitoring visit at least four weeks prior to the 

visit date.  In the request, the clinical trial monitor will inform the study coordinator whether 
one or two monitors will attend the monitoring visit. The study coordinator schedules the 
visit according to his/her availability and the availability of space. The study coordinator and 
clinical trial monitor will schedule additional monitoring visits every four to six weeks 
(provided space is available) beginning after the initial visit.   
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2) At least two weeks prior to each scheduled monitoring visit, the study coordinator should 
receive a Monitoring Visit Letter (via email, FAX or regular mail) detailing the dates of 
the monitoring visit; the names of the clinical trial monitor(s); their anticipated arrival 
time; and exactly what will be reviewed.  For instance, the letter must indicate which 
patients and what cycles will be assessed; whether or not regulatory binders will be 
reviewed; what medical records are needed; and what appointments need to be made (i.e. 
pharmacy, principal investigator, research laboratory, clinical research center).   

 
3) During the visit, the study coordinator will provide the clinical trial monitor with the 

requested case report forms (paper or electronic), medical charts and patient research files 
with all corresponding source documents as requested in the Monitoring Visit Letter.  
The study coordinator will also schedule designated times for all individuals requested in 
the Monitoring Visit Letter to meet with the clinical trial monitor.   
 

4) The study coordinator may not submit unmonitored data to the sponsor.  Queries from 
electronic data capture (eDC) systems will be considered invalid if the data has not been 
monitored and locked.  Therefore, the clinical trial monitor must source verify the data 
entered into the CRFs.  The monitor submits the CRFs to the sponsor after they have 
been monitored.   

 
5) After the visit, the clinical trial monitor will provide a report of the following: 1) What 

was reviewed; 2) what was collected; 3) if there were any expectations that were not met; 
and 4) any outstanding issues that need to be addressed prior to the next visit. 

 
6) For any type of data lock, the clinical trial monitor must notify the study coordinator, in 

writing, at least four weeks prior of the exact date of the data lock.  This notification 
should include the following details: the anticipated date of the data lock; which 
participant CRFs need to be completed by that date; the date all data needs to be received 
by the sponsor; the date the last query should be received by the study coordinator; and 
the date the last query is required to be sent in to the sponsor.   
 

7) For phase I trials only:  In the event of a safety review or dose escalation decision where 
data is needed urgently, the study coordinator may submit to the sponsor the preliminary 
safety data that is required for informational purposes only.  This data will be subject to 
routine monitoring.  Queries based on unmonitored data will be considered invalid and 
will not be resolved until the data has been monitored. 
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