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XM — #4%H R 8 (Study Tasks)

1.

10.
11.

12.

Institutional Review Board/Research Ethics Committee communications &

submissions

Screen/ recruit study participants

Explain/obtain inform consent form

Confirm eligibility(inclusion/exclusion)

Obtain medical/medication history

Perform physical examination

Conduct study visit procedures (e.g. vital signs, height, weight, ECG)
Make study related medical decisions

Evaluate study related test results

Assess Adverse Event(AE)/Serious Adverse Event(SAE) causality
Report Adverse Event(AE)/Serious Adverse Evfent(SAE)

Collect/process/ship biological samples

13.

14.

15.

16.

17.

18.

19.

(e)Case report form(CRF) entries, corrections and queries

Uses Interactive Web Response System(IWRS)/Interactive Voice Response
System(IVRS)

Randomise study participants(with or without IWRS/IVRS)

Investigational Product(IP) receipt, storage, temperature monitor prepares,
dispenses, and/or administers IP

Emergency unblinding

Administration of electronic patient-reported outcomes(ePRO) questionnaires,
monitor compliance and patient training of ePRO completion

If other, please specify:
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