by study number.

Table 1. Comparison between protocols and publications on criteria for including participants in intent to treat (ITT) analysis'

Criteria for including
participants in ITT analysis
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Protocol

Publication

Research report’

Publication

Protocol

Publication

Protocol

Protocol

Publication

Research report E

Publication

Protocol

Publication

Did not mention this type of analysis

> |Publication

Type of analysis mentioned but no
details on criteria were reported

>

>

All patients randomized to treatment

>

>

>

Completed treatment at minimum
dose and/or for a minimum duration

|

|

| >

> >

>

>

>

Data available for baseline level of
outcome variable

Data available after randomization for
a specified or unspecified number of
visits/days

Completed minimum duration of
follow-up after randomization
and/or in baseline period

'We used internal company research reports for two trials (945-291 and 945-276) where the protocol was not available.




