
－1－

Clin Eval 39

Novel strategies of
early phase drug development:

RapidFACT, iv-Microtracer, and microdosing
─ Interview with Dr. Lloyd Stevens ─

Lloyd Stevens
Senior Research Fellow, Quotient Clinical

Interview and translation：
Chieko Kurihara 1）　　Takeo Saio 2）

Supervised by：
Tomio Inoue 3）

(December 3, 2011, in Hamamatasu, Japan)

Abstract
　　This article is a record of interview with Dr. Lloyd Stevens, a clinical pharmacology and pharmaco-
kinetics researcher at Quotient Clinical (Nottingham), a prominent CRO (Contract Research Organization) 
in the United Kingdom (UK). Quotient Clinical’s position within the UK CRO marketplace is illustrated by 
the fact that of approximately 210 commercially submitted clinical trial applications (CTAs) reviewed by the 
MHRA (Medicines and Healthcare products Regulatory Agency) in UK in 2010, Quotient was responsible 
for in excess of 40, or 20%.
　　Dr. Stevens introduced new strategies for early phase drug development:
　　(1) “RapidFACT TM” a flexible manufacturing strategy designed to enable the accelerated selection and 
optimisation of drug formulation prototypes within a single clinical protocol. A process which is only made 
possible by integration of the GCP clinical with the GMP manufacturing facilities;
　　(2) “ivMicrotracer TM”, conducted to define the intravenous pharmacokinetics and determine absolute 
bioavailability in early clinical development programs;
　　(3) microdosing (Phase 0), conducted to characterize and select candidate drugs and backup 
compounds.
　　Quotient Clinical has the experience of dosing more than 50 compounds within iv-Microtracer or 
microdosing programs.
　　All clinical studies conducted in the UK have to be approved by the UK regulatory agency (MHRA), 
and all UK based clinical CRO facilities conducting clinical studies in healthy subjects have to be accredited 
by the MHRA according to UK GCP and GMP regulations.
　　All this information seems to be critical for those who are interested in early phase drug development 
in the UK and Japan.

Key words
microdose clinical trial, iv-microtracer, early phase drug development, pharmacokinetics, GMP (good 
manufacturing practice)
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臨床評価

1．“RapidFACTTM”̶ a novel drug 
product manufacturing strategy

Interviewer　

Stevens　

Interviewer　

Stevens　



－3－

Clin Eval 39

Lloyd Stevens, PhD, Senior Research Fellow, Quotient Clinical

Interviewer　

Stevens　

Table 1　Range of drug products which Quotient Clinical can provide
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Fig. 1　RapidFACT TM timelines
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2．Closed-door meeting with com-
panies on microdosing
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1. Potential Drug-Drug Interaction (Compound 
Screening).

2. Evaluation of Pre-clinical Screen (Animal 
Species).
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3. Screening Molecules for Compound Selec-
tion. 
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3．World trend of microdosing
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Fig. 2　Microdosing: illustrative timelines
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4．On the issue of cassette dosing
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5．Understanding drug 
pharmacokinetics through 
ivMicrotracerTM
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Fig. 3　ivMicrotracer: illustrative timelines
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6．Influence of EMEA and MHRA 
policies on first-in-human study
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