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	Roles & Responsibilities Log



WHAT is the Roles and Responsibilities Log?
The Roles and Responsibilities Log is an outline of all study procedures and duties, and names which staff member is responsible for that procedure and/or duty.
Includes the following information
Optional information as deemed helpful (not inclusive)
▪ Study Procedures and Duties 
▪ Staff contact information (phone, email, location)

▪ Staff Responsible for each Procedure

▪ Start/end date of task responsibility

▪ PI’s documented approval of staff log

WHEN is a Roles and Responsibilities Log required?          
Sponsored-studies may require investigators to maintain a Roles and Responsibilities 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 to consider if a Roles and Responsibilities Log will help them conduct the study in a more efficient and organized manner.  

WHY would you need a Roles and Responsibilities Log?
A Roles and Responsibilities Log can easily provide an updated reference of who is doing what on the study.  This can be helpful in contacting the right person to ask study-specific questions.
Clearly defining each staff members’ responsibilities may help improve efficiency and prevent potential study errors by averting overlaps or omissions of study procedures due to lack of communication.  
This can be especially helpful if the study has multiple procedures and/or visits; there is a large study staff, or staff that is spread out between different departments; and/or the study has had in the past or expects in the future staff turnover.

HOW do you use it?

Create a log that includes all the information that the research staff agrees will be useful throughout the study.   Complete the log prior to the start of the study, including only those who are listed on the CCI approved protocol.   Immediately update the log as changes in responsibilities occur, and give updated copies to staff.
If a Staff and Signature Log will be used for the study, it may be helpful to add each person’s specific responsibilities on this log if the research staff finds this more useful and convenient to merge the logs.  
WHERE do you put it?

If a sponsor provides the Staff Signature Log, file as instructed.  Otherwise, it is recommended to file the log in a location easily accessible for all research staff to reference and update.  It is further recommended to give all staff a updated copies of the Roles and Responsibilities Log as necessary. 

Applicable References for Consideration:

ICH Guidelines for Good Clinical Practice 4.1.5: The investigator should maintain a list of appropriately qualified persons to whom the investigator has delegated significant trial-related duties.

ICH Guidelines for Good Clinical Practice 8.3.4: A staff Signature Sheet should be maintained to document signatures and initials of all persons authorized to make entries and/or corrections on case report forms.
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