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	Subject Enrollment Log



WHAT is the Subject Enrollment Log?
The Subject Enrollment Log documents, tracks and follows the progress and status of each enrolled subject through the study process.
Includes the following information
Optional information as deemed helpful (not inclusive)
▪ Subject ID
▪ Notes/Comments
▪ Date of 1st and Last Study Visit
▪ Dates of all study visits and required correspondence
▪ Date Informed Consent Signed
▪ How and where was subject recruited 
▪ Documentation copy of consent given to subject
▪ Subject Demographics (Sex and Age)
▪ Reason for early withdrawal/exclusion 
▪ Date Screened
WHEN is a Subject Enrollment Log Required?          
Sponsored-studies may require investigators to maintain a Subject Enrollment Log, in which case sponsors should specify what information to capture, or provide the log prior to study start.

It is recommended for all studies, especially studies with large subject enrollment goals and/or studies that will be long in duration.  The study staff should consider whether a Subject Enrollment Log will help conduct the study in a more efficient and organized manner.
WHY would you need a Subject Enrollment Log?
The Subject Enrollment Log offers a snapshot of the study progress of all enrolled subjects, as well as documents the reasons for early subject withdrawals/termination.  The reasons for early subject withdrawals/termination can provide the investigator with information that may be useful when designing future studies, or in future recruitment efforts (e.g. if subject was non-compliant, they can be taken off future recruitment contact lists).    
In general, the Subject Enrollment Log is a great way to track the study enrollment and progress.  If maintained, it can quickly provide the number enrolled, completed and overall status.

HOW do you use it?

Create a log that includes all the information that the research staff agrees will be useful throughout the study.   A template is provided. [click here].  Create the log prior to the start of the study, and update when each subject is enrolled into the study.  If implemented, it is recommended that the research staff who enrolled and conducted the 1st study visit be responsible for updated the Study Enrollment Log.  As applicable, the person who conducts each visit represented in the log should also be responsible for updating the log as required.  
Please note that if you choose not to implement the Screening Log, you can insert the date subject was screened in the Subject Enrollment Log.
WHERE do you put it?

If a sponsor provides the Subject Enrollment Log, file as instructed.  Otherwise, the log may be filed in a location easily accessible and available for the research staff to reference and update as needed.  
Applicable References for Consideration:

EQuIP: Education and Quality Improvement Program 
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