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Obtaining an indication of the registration body for the clinicat
trial {(16810)

Pased on the obtained indication of the ragistraiion body,
determining which clinical trial documentaiion is required for that
regisiration body (1620)

cessing and/or creation of clinical trial protocol documentation. The method com-
prises obtaining an indication of the registration body for the clinical trial; obtain-
ing fields that need completing for each document that forms part of the clinical
trial documentation; auto populating some of the fields of the clinical trial docu-
mentation with suggested text, and outputting completed clinical trial documenta-
tion as a machine-readable file, in a format based on the indication of the registra-

tion body. The method may additionally comprise outputting "smart" documents

Obtaining fields that need compiating for each document that
forms part of the clinical trial documentation (1630)

Auto populating at least some of the fields of the clinical trial
documentation with suggested text {1640)

QOutputting completed clinical trial documentation as a machine-
readable file, in a format based on the indication of the
registration body (1650)
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Figure 15

for use in a trial master file.



