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Research Monitor Access Pathway
I. PURPOSE
To outline the procedure(s) for granting access to research monitors to be able to source verify research participant’s information via medical records review in AccessCHOA. 
II. SCOPE
Applies to all clinical trials or other research studies that require external monitoring.
III.  BACKGROUND

AccessCHOA is a free, secure, web-based read-only, electronic health record system that provides controlled access to patient information.  AccesCHOA is a tool designed to assist with research monitoring compliance.  All research monitors should utilize AccessCHOA when on site and only when on site for source data verifying reported data.
IV. PROCEDURE

Requesting Access
1) Formal email from research coordinator or research nurse to Carl Bishop (IAM Business) at carl.bishop@choa.org  requests coming through from the CRC/CRN’s should have “Research Monitor Chart Request” in the subject line and should be requested one week before needed. Email must include the following information:

a. Study Name (should be very specific)

b. Research Monitors name

c. Last 4 digits of SS#

d. Date needed access to application

e. Patient medical records requesting access
i. Request should include patient name, date of birth, and medical record number
2) Carl Bishop will create user account, then forward email request to Janet Bogumil and HIS_ROI_Team@choa.org; this email will include:
a. Research Monitors login
b. Password
c. Confirmed dates needing access to application
3) Janet will add individual patient medical records to user account, then forward email request back to Coordinator.  Email to coordinator will include the monitor’s user name and password
4) Coordinator will be responsible for sharing password/login information with Research Monitor
Onsite Monitoring
1) The monitor will only have access to AccessCHOA while on campus during the time period specified when requesting access.  The monitor should not attempt to login from any other location.  Attempting to login to AccessCHOA outside of the authorized dates and times will result in immediate revocation of access

2) Once the monitor arrives onsite, they will need to open their internet browser and go to www.CHOA.org/ac/  (the URL must include the www)

3) Click the large orange “Access CHOA login” button on the right side of the page

4) The monitor enters their User ID and Password and clicks the green “Log In” button
5) When they first login the monitor will be required to review and accept the terms before proceeding to their patient list

6) Once the terms are accepted the monitor should be able to access their previously populated patient list.  If patients are missing or incorrect the monitor should notify the CRC/CRN and the CRC/CRN should notify the AccessCHOA analyst

7) Tip sheets for navigating while in the AccessCHOA system are available upon request  

Reactivating Monitor Access for Subsequent Visits

1) To reactivate a monitor already in the system the CRC/CRN should email Carl Bishop at carl.bishop@choa.org  and include the monitor’s name, the name of the study they’re coming to monitor, and the dates that the monitor will be onsite

2) A member of the AccessCHOA team will reactivate the monitor for the dates indicated on the request and an email will be sent to the CRC/CRN with the updated username and password.
Adding Subjects to the Patient List in AccessCHOA

1) If additional patients have been enrolled since the last monitoring visit and need to be added to the monitors patient list or if a patient no longer needs to be reviewed by the monitor an email should be sent to Carl Bishop at carl.bishop@choa.org and they will add or remove the subjects as necessary.  This should be completed at the same time reactivation is requested when possible.
2) The list should include the Name of the study, the name of the patient, date of birth, and medical record number

3) The request should be completed within 72 hours 

4) The CRC/CRN will receive confirmation from the HIS team via email that the patient has been added to the study list in AccessCHOA


