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E8(R1) 3.2 Critical to Quality Factors

Perfection in every aspect of an activity is rarely achievable or can only be achieved by use of resources that are
out of proportion to the benefit obtained. The quality factors should be prioritised to identify those that are critical
to the study, at the time of the study design, and study procedures should be proportionate to the risks inherent in
the study and the importance of theinformation collected. The critical to quality factors should be clear and should
not be cluttered with minor issues (e.g., due to extensive secondary objectives or processes/data collection not
linked to the proper protection of the study participants and/or primary study objectives).
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