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Pharmacogenetics

The Basic Science of Personalized Medicine




Pharmacogenetics
In Drug Labeling - 1995

Coreg (Carvedilol)

Clinical Pharmacology

Carvedilol is subject to the effects of
genetic polymorphism with poor
metabolizers of P4502D6 exhibiting
2-3 fold higher plasma concentrations.




Personalized Medicine iIs stalled.
Example: Capecitabine Marketed in 1998

“The Pink Sheet”
News From Europe

oche Developing Diagnostic Assay To Predict Xe/oda Response

Roche is developing a tumor-specific assay to target practitioners as part of Roche’s flu surveillance

the metastatic breast cancer therapy Xeloda program. However, Roche indicated that it is

(capecitabine) to patients more likely to respond. developing the test as a potential OTC diagnostic,
where it could be useful in helping consumers

The investigational diagnostic identifies biomarkers for determine whether to seek medical treatment.

three enzymes (and associated genes) that play a role in

metabolizing Xeloda, the company said. “With Tamiflu, we have...a synergistic action of both
the diagnostic and the therapeutic,” Roche VP-

Xeloda is converted to the active drug 5-fluorouracil at Genetics Klaus Lindpaintner, PhD, told the European

the site of the tumor. The enzyme thymidine Center for Pharmaceutical Information annual

phosphorylase is responsible for the last stage of pharmacogenomics meeting Jan. 19 in

conversion and dihydropyrimidine de-

hydrogenase is necessary to break .

FU. Thymidylate synthase is an gfiz will first be applied  The focuNf the conference was on how

inhibited by 5-FU. to adverse event collecting dita on single nucleotide

SNP-based targetng

A combination of a high TP/DPD sareening, former SB

a low TS concentration may augur a exec Poste says.
positive response by the patient. On the ’ first targeted
other hand. a small percentage of patients wij ‘apieg Lo >poptoch
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FDA Clears Genetic Test That Advances Personalized Medicine
Test Helps Determine Safety of Drug Therapy

Today, FOA cleared for marketing a new blood te ill help doctors make personalized drug treatrment decision

Plime patients. The Invader UGT1AT Molecular Assay

detects variations in a gene that affects how certain drug® jeal:en down and cleared by the body. Docto E this information to help determine the right drug dosage

for individual patients, and minimize harmful drug reactions.

FDA Clears Genetic Test (Invader UGT1A1) That
Advances Personalized Medicine

Test Helps Determine Safety of Drug Therapy
August 22, 2005

The Invader UGT1AT Molecular Assay is manufactured by Third YWave Technologies, Inc., in Madison, YWisconsin.

RES Feed for FDA Mews Releases whats thisz)

R

]

[ [S3 Local intranet







