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5.5.3 When using electronic trial data
handling and/or remote electronic trial
data systems, the sponsor should:

(@ Ensure and document that the
electronic data processing system(s)
conforms to the sponsor’s established
requirements for completeness, accuracy,
reliability, and consistent intended
performance (i.e. validation).

(b) Maintains SOPs for using these
systems.

(c) Ensure that the systems are
designed to permit data changes in
such a way that the data changes are
documented and that there is no
deletion of entered data (i.e. maintain
an audit trail, data trail, edit trail).

(d) Maintain a security system that
prevents unauthorized access to the
data.

(e) Maintain a list of the individuals
who are authorized to make data
changes (see 4.1.5 and 4.9.3).

(f) Maintain adequate backup of the data.
(g) Safeguard the blinding, if any (e.g.
maintain the blinding during data entry
and processing).
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