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T 22. Exit and Re-entry

Exit

« Any patient may be discontinued from the study at any time at

the discretion of the investigator or if it is the wish of the

patient.

* To remove a patient from endoACRO you add the Exit form

when initiating a new visit (by selecting it under Modules for the Openthe vist, check the
. Exit form in the Module
VISIt) . listand then save. (©)
 The Exit form has to be signed for any effect to take place. adaedtomevit -

calendar.

* Note! To delete an unsaved form added by mistake, go to

Visit administration and click on the red symbol to the right of

the form. Please contact PCG helpdesk if you have entered

data in an Exit form by mistake.
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« There are four exit options: Death, Lost of follow-up, Withdrawal S

of informed consent and Discontinuation of Somavert. 7 ACROSTUDY discontinuation date S — —
Data Mllsgsd .af(el this :'t?lE can no longer be ::i:cx.-n‘.sr‘ts}:iI in ;.CltDETUDV.
- If the patient died: AE pages should be filled out. If a Serious e e R T
Adverse Event Death is reported the Exit form is automatically
added to the visit calendar and should be filled out. 7 Reason for discontinuation © Death
Lost of Follow-up
» Withdrawal of informed consent: all patient data is blinded for ") Withdrawal of informed consent
Pflzer Discontinuation of Somavert
' *) Other
Save Cancel

Re-entry

« Re-entry is possible for any exited patients when initiating a new visit and selecting the Re-entry form under Modules for
the visit.

« If the patient has withdrawn the informed consent a new informed consent must be obtained.

« The Re-entry form has to be signed for any effect to take place.



