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Objective

• To provide background knowledge and introduction to the D2d 
RAVE Electronic Data Capture (EDC) system
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EDC System Goals

• The goals of the electronic data capture (EDC) 
system are
– Insure high quality and accurate data

– Provide data entered in a consistent format across 
multiple sites

– Provide efficient methods for data checking and 
confirmation

– Provide timely tracking and reporting on patient 
enrollment
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Medidata Rave EDC system

• Web-based, browser and platform (operating system) independent

• No requirement for additional software

• Ability to calculate and populate data fields based on data entered (BMI, eGFR)

• Role-based access control:  system allows for users to have specified data entry access 
and viewing access at the site, form and question and field level

• Automatic programmed edit checks

– Within questions

– Across questions 

– Across forms and visits

• Allows for ongoing data management activities including:

– Posting, responding and closing queries

• Generates clear audit trail

• Ability to set-up automatic e-mail notification of triggers (SAE, UAP), enrollment.

• Real-time report generation to extract and analyze data, create custom reports or ad 
hoc reports.

• Help desk availability for extended day  (7A-9P ET)



Coordinating Center at Tufts Medical Center 
www.d2dstudy.org | d2d@tuftsmedicalcenter.org

Roles and Activities

Investigators
• Review data entered
• Required to sign-off on certain forms confirming review:

– Inclusion/exclusion
– Laboratory results
– Adverse events
– Diabetes outcome

• Enter data
• Run reports

Research Coordinators
• Enter patient data into eCRF
• Manage and resolve queries
• Run reports

Research Assistants
• Enter patient data into various eCRF
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System Access

• Complete the Account 
Activation Training Form
– User must be listed on the site 

Contact information 
spreadsheet at the CC to be 
granted any access.

• Download form from web-
portal 

• E-mail completed form to 
D2d@tuftsmedicalcenter.org

• Preliminary access granted 
for training 

• Full system access granted 
after training completed

mailto:D2d@tuftsmedicalcenter.org
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Email from Medidata
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Passwords and Security

 Passwords must contain at least 1 capital letter, 1 
lowercase letter, 1 number, and be 8 characters in 
length

 Passwords cannot be used more than once per 
year

 Passwords expire after 90 days of initial creation
• Passwords should never be shared!
 Passwords will need to be re-entered after the 

system has been left unattended for 30 minutes
 Complete login information will need to be re-

entered after the system has been left unattended 
for 60 minutes
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Initial Log-in
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e-Learning module 
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EDC support

• System issues:
– Slowness, website problems

• D2d specific questions
– Forms

– Data entry

MEDIDATA SOLUTIONS, INC.

helpdesk@mdsol.com

(866) 633-4328

Coordinating Center

D2d@tuftsmedicalcenter.org

(617)-636-D2d2 (3232)
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System Navigation
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Site Home Page

Search for 
participant

List of the site’s 
enrolled 
participants
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ICONs in Medidata
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Site Home Page
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Site Home Page
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Participant Home Page
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Investigator Review
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Data Entry 

• No data are saved until SIGN and SAVE is pressed
• The data should be reviewed after the SAVE is pressed for any data entry 

errors.  Queries will appear in pink.
• Data entry is expected as soon as possible after collection, typically within 

48 hours. For example: the Central Laboratory Forms must be entered to 
ship specimens.

• Performance-based payments to sites will be determined by the visits 
entered in the system.
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A few remaining comments

• Webinars to review the system prior to the 
initiation of enrollment.
– Prior to the webinar, attendees should 

complete the on-line e-learning module.

– A training site will be available for users to add 
test data and become accustomed to the 
system.
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