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Onboarding new study team members

First steps for all new study team members:
* Email Sandi Cassard or Carolyn Koch to let the JH team know about new

personnel
 New personnel should please register for an account on TREAT-MS website:

o Go to https.//treat-mstrial.org/

o Once registered, you should be able to
log in immediately

o Navigate to the Training section



http://treat-mstrial.org/

Onboarding new study team members

Training steps to complete:
v Good Clinical Practice (GCP) certification — ALL study team members

v 'TREAT-MS Protocol' website module — ALL study team members

v 'EDC Basics’ website module — unblinded/data coordinators; regulatory specialists

v This is required in order for us to provide new coordinator with EDC VISION database access
v' MSFC/LCVA/SDMT website videos/attestation — blinded MSFC examiners

v EDSS (
blinded EDSS examiners

)_




Onboarding new study team members

What's next after training:
v’ Create new personnel tab in VISION for new study team member

(covered in next slides)

* Email Sandi Cassard or Carolyn Koch so we can provide a new
coordinator with EDC VISION database access (if applicable)

 Email Sandi or Carolyn with any additional questions about training
requirements, onboarding, or uploading certificates to the new
personnel tab




Onboarding new study team members

Creating personnel tab in VISION:

* Navigate to the Sites menu, and click ‘Documents’

* From your personnel tab, click ‘Add Personnel’ button
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Onboarding new study team members

Creating personnel tab in VISION:

*  Fill out info on this page for new study team member

*  When you check the boxes for their role, the correct documentation slots will populate
» Upload GCP/Protocol trainings, and (as applicable) EDC VISION/MSFC/EDSS documentation

* As always, hit ‘Save’!
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Onboarding new study team members
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Additional reminders:
*Please update your site’s DOR log with any new personnel

6 <IRB Approval Documents

*When training new TREAT study team members,

please share with them the latest versions of the Manual of
Operations and Procedures (MOP) and MRI manual —

both available on the TREAT website

7 #- Stamped cIRB-Approved Consent Final

8 Federal-Wide Assurance (FWA)

10 #/~  Local Recruitment Materials Approval Final

11 Delegation of Responsibility (DOR) Final

Please remember that EDSS/MSFC examiners must be blinded to the DMT and
randomization of the TREAT patients for whom they are conducting exams!




Onboarding new study team members

*Please remember that you are responsible at the
site level for training incoming study team members on
TREAT protocol / visits / data entry

*Please reach out to Sandi Cassard or Carolyn Koch with any questions!
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