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Recently pharmacokinetics is increasingly gaining weight in the development of new drugs. At every stage of

the development process (from discovery to sales and even after the launch of a product), it is becoming essential

to generate appropriate pharmacokinetics information in a timely manner. The information is quite useful and,

therefore, enables us to make a go/no-go decision on a sound scientific basis. This report presents an overall

picture of pharmacokinetics study conducted at our laboratory including some methods employed for this pur-

pose. In addition, one of the new technologies that are expected to empower the pharmacokinetics study as well

as clinical trials is described.
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Toxicology 39%
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11N Guidelines related to pharmacokinetics
study

Title Primary Content

“Guidance for Non-clinical Pharmacoki-  Preferable package of animal phar-
netic Studies” (Ministry of Health and macokinetics studies is documented.
Welfare Japan, 1998) Investigation to the difference in me-
tabolism between animals and hu-
man is encouraged to contribute to
more precise safety evaluation of the

drug candidates.

“Non-clinical Safety Studies for the Con-  Exposure data in animals should be
duct of Human Clinical Trials for Pharma- ~ evaluated prior to human clinical tri-
ceuticals” (ICH Harmonised Tripartite als. Further information on absorp-
Guideline, 1997) tion, distribution, metabolism and ex-
cretion in animals should be made
available to compare human and ani-
mal metabolic pathways. Appropriate
information should usually be avail-
able by the time the Phase I (Human
Pharmacology) studies have been

completed.

“Methods of Drug Interaction Studies” Investigation to in vitro drug-drug in-
(Ministry of Health, Labour and Welfare  teraction studies (e.g., metabolic en-
Japan, 2001) zyme inhibition study) prior to clini-
“Guidance for Industry; Drug Metabol- cal trials with multi-drug therapy is
ism/Drug Interaction Studies in the Drug  recommended.

Development Process: Studies In Vitro”
(Center for Drug Evaluation and
Research, USFDA, 1997)

“Note for Guidance on the Investigation of

Drug Interactions” (Committee for Propri-
ety Medicinal Products, European Medi-
cines Agency, 1998)
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