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Introduction
Across the last several decades, to establish cardiac safety has
been a major concern during drug development process. It was found
that, many drugs are associated with sudden death and causing fatal
arrhythmia. It is difficult identify compound having cardiac toxicity.
However, one common effect of these drugs was to prolong QTc but the
challenge is to find whether this problem is related to parent drug or
metabolite or due to drug interaction or combination of all three?

placing a premium on ER relationships [12-14]. The best strategy is to
keep ECG as vital data point and establish cardiac safety with the help
from preclinical information and early phase human studies keeping
several other cardiac biomarkers (heart rate, lipids, CRP, BP, BNP,
troponin and imaging) in consideration.
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Figure 1: The regulatory evolution of the TQT study [4].
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