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I TATIASE 4

Corporate Profile

Product for the global market
Picture

Tsukuba Research Center

Develop Network Research System
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I BIOMARKER 13

Definition of Biomarker:

A characteristic that is objectively measured and evaluated as an indicator of normal
biological processes, pathogenic processes, or pharmacologic responses to a

therapeutic intervention. (Biomarkers Definitions Working Group: Clin. Pharmacol. Ther., 69(3),
89(2001))

Types of Biomarker:
*Mechanistic / Functional / Efficacy (Disease) / Patient Stratification / Safety etc...

*Biochemical / Omics / Vital signs / Others (body weight, bone density, urinary volume
etc...)

*Bio-imaging
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BIOMARKER

TABLE 1 Examples of biomarkers and surrogate endpoints?®
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Therapeutic class Biomarker/surrogate

Clinical endpoint

Physiologic markers

Antihypertensive drugs 1 Blood pressure

Drugs for glaucoma LIntraocular pressure

Drugs for osteoporosis +Bone density

Antiarrhythmic drugs 1 Arrhythmias
Laboratory markers

Antibiotics Negative culture

Antiretroviral drugs +CD4 count, |viral RNA

Antidiabetic drugs 1 Blood glucose

Lipid-lowering drugs 1 Cholesterol

Drugs for prostate cancer | Prostate-specific antigen

1 Stroke

Preservation of vision
| Fracture rate
+Survival

Clinical cure

+Survival

J Morbidity

} Coronary artery disease
Tumor response

e L. J.Lesko, etal... Annu Rev Pharmacol Toxicol. 41,:347(2001)
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MS: mass spectrometry @ E £ #r

ELISA: enzyme-linked immune sorbent assay @ B 3 52 % i8I 7€ i%

FCM: flow cytometry

IHC: immunohistochemistry @ & fA#5iL &

ISH: in situ hybridization

PCR: polymerase chain reaction@7R') *5—+ & $H = i W ciellas
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