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T Signing of data

Signature _Lﬂ

« Data is signed by the investigator. Signing can be done on form, visit or study level through the signing
console.

 Click the icon located in the icons section on the top right side of the page when you want to access the signing console.

Show only unsigned forms ¥ Show review status

Signing console

» The signing console helps the investigator to efficiently and 4 unsigned forms in 2 vsits Sign all?
easily access and sign-off all unsigned forms. Forms that
previously have not been accessed by the investigator do not
have the eye icon highlighted. Demegraphics e

- Add subject 1 unsigned forms. Sign all?

e To review a form, simply click the form bar. When the form is
closed, you will end up in the signing console again.

- Visitl 3 unsigned forms. Sign all?|
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» To see if data has been reviewed by the CRA or DM, check the
"show review status" check box.
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Check Questions
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Physical Examination
« To mark a form as signed, simply check the signing check box Vital Signs
to the right. Please observe that data can be signed individually
by form, by entire visits or study by clicking the appropriate
Sign all link.
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12-Lead ECG
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Body measurements
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Confirm signing

* Whenever you are ready to sign, click the "ready" icon located
in the top bar of the page.

By giving my password below | confirm that all data recorded for the selected
forms is in accordance with applicable regulations — unless otherwise stated in

supporting documentation

Password

« Enter your password and click confirm. oo Confirm

» The text explains the default meaning of the signature in
Viedoc when the investigator signs data. It is a generic text
meant to cover all the regulations under which any study is conducted. The regulations are different according to the
study, and it is the responsibility of the Study manager/Study Coordinator (or any responsible for the study site) to inform
the Investigator about the regulations.

Signature definition

» As a Viedoc user, you are aware of that all electronic signatures created in the system are intended to be the legally
binding equivalent of a traditional handwritten signature.

« In Viedoc the purpose/meaning of a signature is always “responsibility” as used in Sec. 11.50 of FDA 21 CFR part 11. The
signer is thereby acknowledging his/her responsibility for the entered data. Viedoc keeps account of what was signed, who
signed it and when the signature was performed.

Video tutorial

 Signing data - Click link to play video



