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m SESSION 4: Regulatory Agency &

Challenges in SMALL MOLECULES Health Ruthority Updates
BIOANALYSIS m SESSION 5: Bioanalytical Method
= Dried Blood Spots (DBS) Validation (BMYV) and Sample
n E?f—MtS/MS lon Suppression and Matrix Analysis

ec

= Hemolysis testing

Metabolite Quantification

= Metabolite testing in sample processing

Unstable Metabolites and in-source fragmentation

Incurred Sample Reanalysis (ISR) m Variable injection volumes, saturation of
Chiral Methods system

Method development of Sirolimus, = Cross-validation between different
Tacrolimus and Everolimus anticoagulant salt forms

m Internal Standards: Trend analysis

m SESSION 2: Hot topics & Scientific

Challenges in BIOMARKERS

m SESSION 6: Status of the Global
Harmonization of Bioanalytical

Small molecule biomarker Guidance

Large molecule biomarker

m SESSION 3: Hot topics & Scientific
Challenges in LARGE MOLECULES
BIOANALYSIS
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m Session 1 Hot topics & Scientific challenges 1 small
molecules bioanalysis

m Metabolite Quantification

“Our approach for Quantitative Metabolite Assessments
according to MIST Guidance” /NMiEfE (B—=41%)

m Session 4 - Regulatory Agencies & Hearth Authority Updates

“State of GLP in Japan and Statistical Considerations in
the Bioanalytical Guidance” ZFHUL T (NIHS)
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Guideline
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sampling (blood, urine),

identification, labeling, storage, etc.

S |
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selectivity, trueness, precision

(repeatability, inter-mediate), Summary reports

N of analytical
Ca“b@t'on’. LQQ’ range, method validation,
stability, dilution effect,
raw data

recovery, etc.

weight of sample
sample processing (extraction,
derivatization, etc.)

pre-measurement:
system suitability, calibration
measurement:

QC sample, incurred sample
acceptance or rejection of raw data
calculation of TK parameters
statistical calculation
reports
storage of sample and data
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MRA
(GLP, GCP, GMP)

/ MAD GCLP (2009)

MRA: Mutual Recognition Agreement
MAD: Mutual Acceptance of Data
GCLP: Good Clinical Laboratory Practice
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MAD

(Mutual Acceptance of Data)

OECD (Countries)
AUS, AU, BE, CAN, CZ, DK,
FIN, FR, GER, GR, HU, ICL,
IRE, IT, JP, KO, LU, MEX,
NL, NO, NZ, PO, PT, SK, SP,
SWE, SWI, TU, UK, USA

Non —_-members
South Africa 2003

Slovenia 2004
Israel 2005

)
.
.
.
.
.
.

1981 MAD, 1989 Compliance,
1997 Non-Members

India, Singapore,

~ WOU with EC, Switzerland and | Brazil Argentina

USA* (Provisional)

MOU: Memorandum of Understanding Bilateral Egooperatlon

*Only pesticides program
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