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Blinding the un-Blinded
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ABSTRACT

In blinded or confirmatory Open Label trials where independent analyses are required by a DMC during the course of the trial, rules should be defined so that
blinding is not compromised and bias remains controlled; for these “interim” analyses separate teams are required. Analysis programs are developed by a blinded
team using dummy codes then transferred to a separate area handled by the un-blinded team who runs programs with real treatment codes. Using dummy codes
may be not enough, for example when drug relationship is specific to one arm or when a particular AE may lead to guessing the arm. In order to overcome this we
developed a process so that data are blinded by applying systematic ‘data masking’ criteria like shuffling patients and/or records, free text and dictionary blinding.
This approach can be also useful when developing mock-up outputs where the use of test/partial data is required; this way the programming team will be
exposed to more ‘real’ data scenarios.
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BLINDING AND MASKING DATA PROCESS

Patients Shuffling In all datasets patient id
is systematically shuffled. Patient 001 may
be assigned records of patient 002, etc.
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randomly exchanged
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Dictionary Blinding i.e. get unique observed
SOCs/PTs and randomly assign one of the
unique term to each occurred AE
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Variables Shuffling For selected variables,
expected values will be randomly assigned.
For example if applied to drug relationship,
and if expected values are “Not related”
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and “Related”, the original value will be
randomly replaced with one of the two
values

Free Text Blinding free-text is replaced with
a random set of characters i.e. XXXXXXX

EFFECT OF BLINDING / MASKING %BLINDATA + multiple-sheets XLS file with blinding specifications
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CONCLUSIONS

" Reduced use of resources (no team duplication) and improve re-usability of DMC Analysis Programs for Final Analysis
" The same developing team is used, thus owning the programming package for all analysis-tasks

* The %BLINDATA solution only requires the specification of a number of parameters to correctly apply the ‘blinding/masking’ criteria
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