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Clinical Pharmaceutical and  
Regulatory Sciences

Clinical Pharmaceutical Science (CPS) is a research discipline
that conducts the pharmaceutical study at the interface of the benc
h and bedside. CPS utilizes contemporary research approaches to
generate new knowledge applicable to the disposition and activity
of drugs in humans and to evaluate differences in drug response a
mong individuals. CPS links clinical pharmacotherapy expertise wi
th bench or mathematical approaches. CPS research projects inte
grate laboratory techniques, pre-clinical models, and human-base
d research to answer mechanistic questions that improve health o
utcomes.

Regulatory Science (RS) is a specialized research discipline th
at develops and applies scientific methods, tools, approaches and
other science-based processes derived from various research disc
iplines for the purpose of achieving regulatory and other policy obj
ectives. RS research in the development and clinical use of pharm
aceuticals is closely associated with the CPS research.

An optimization of radotinib doses in the treatment of chronic m
yelogenous leukemia is an example of clinical pharmaceutical res
earch based on both CPS and RS principles. The magnitude of ra
dotinib dose adjusted for patient’s body weight (Dose/BW) and the
probability of dose-limiting toxicity (DLT) demonstrated a positive a
ssociation. There exists a significant difference in the Kaplan-Meie
r curves for time to first DLT between the patient subgroups of Dos
e/BW <6 and ≥6 mg/kg. Hence, a two-tier weight-based dosing re
gimen is recommended in a regulatory application in order to impr
ove the safety profile of radotinib: 300 mg or 400 mg twice daily for
patients weighing ≤65 or >65 kg, respectively.
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