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a4+ K8

s MHLW :Ministry of Health, Labour and

Welfare (B4

T3

7 EE)

m PMDA :Pharmaceuticals and Medical

Devices Agency (EZ &

R R R S HE)

m NIHS:National Institute of Health

Sciences ([E

V

A

m JPMA:Japan P
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m FDA:Food and Drug Administration

m CDER:Center for Drug Evaluation and
Research

m AAPS: American Association of
Pharmaceutical Scientists

BFG: Bioanalytical Focus Group
LBABFG: Ligand Binding Assay BFG
m APA:Applied Pharmaceutical Analysis
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Canada

m Health Canada

m CVG:Calibration and Validation
Group

-Canadian LC-MS Group
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EU (Europe) 1 :

s EMA:European Medicines Agency

m CHMP :Committee for Medicinal
Products for Human Use

m EBF:European Bioanalysis Forum
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US: 1977&%1R8

m 21 CFR Part 58, Good Laboratory
Practice for Nonclinical Laboratory
Studies

m 21 CFR Part 320, Bioavailability and
Bioequivalence Reguirements

Sec. 320.29 Analytical methods for
an in vivo bioavailability or
bioequivalence study
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US: 19904 12H
AAPS/FDA @D

m the 1st AAPS/FDA Bioanalytical
Workshop (Crystal city I, VA)

“Bioanalytical Method Validation, Bioavailability,
Bioequivalence and Pharmacokinetic studies”

19924 Report

Shah VP, Midha KK, Dighe S, et al., “Analytical Methods
Validation: Bioavailability, Bioequivalence and Pharmacokinetic
Studies” Conference report. Eur. J. Drug Metab Pharmacokinet.
1991, 16: 249-255
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US: 19984 12K
FDA BMVFSIRHAF X

“Guidance for Industry:
Bioanalytical Method Validation
for Human Studies”



US: 20004 1R
AAPS/FDA @

= the 2nd AAPS/FDA Bioanalytical
Workshop (Crystal city 11, VA)
“Bioanalytical Method Valldatlon
A Revisit with Decade of
Progress”
HEE
Shah VP, Midha KK, Findlay JW, et al.,
“Bioanalytical method Validation — A Revisit with

Decade of Progress.” Pharm Res. 2000; 17:
1551-1557
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US: 200145H
FDA BMVAAS X

“Guidance for Industry: Bioanalytical
Method Validation™

HARABEPOEYLZFOREYDEZIZHILVONSBGC, HPLC, LC-
MS, GC-MSFED A& ARG H P EMRERTEEICERINS,
RSB RN EETEITOLIZBULNT. FDAOREIZHLIV NS
T—REEBEAADZE. FMIZEELYBRIZCEWTERELINT
Y. TK, PK, BA, BERRERIZHTHHB~DHEEHELTEHAT
FEHhnTLS,
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US: 20003 H. 200345HA
B FDBMV

s AAPS Workshop on Bloanalytlcal Methods
Validation for Macromolecules” (Washington, DC)

200159 A I2#E

Krys J. Miller, Ronald R. Bowsher, et al., “Workshop on Bioanalytical
Methods Validation for Macromolecules: Summary Report” Pharm Res.
2001; 18: 1373-1383

s AAPS Workshop on “Bioanalytical Methods
Validation for Macromolecules in Support of
Pharmacokinetic Studies” (Washington, DC)

20034118 IZHpEE

DeSilva B, Smith W, Weiner R, et al., “Recommendations for the
bloanalytlcal method Validation of Ilgand binding assays to support
pharmacokinetic assessments of macromolecules” Pharm Res. 2003;
20: 1885-1900
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US: 2005&6H
FDA MISTRSMHAF X

“Draft Guidance for Industry:
Safety Testing of Drug
Metabolites”
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US: 200645H
AAPS/FDA @

the 3rd AAPS/FDA Bioanalytical
Workshop (Crystal city 111, VA)

m Incurred sample reanalysis(ISR)
EH B ORIEEICHSTHEIRME M,
FOADFAEHRERICEY . RAM D YEELHAEEAKRSTEEELIZFZHIA
?ﬂ;@;?ot:tb\& EaMzcEEAIEL. TOBEHEZFAMI HIEHN
L Zs

m Determination of metabolites during drug
development
KB DENBELESN T B S, ZOEKEHPRELAET 50
EhHbd. XHEYDEEREIL, FHRGEREEIT7 2 0—F (Tired approach)
TEMETHILFIRE
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US: 200742F
AAPS/FDA ®
BMV White Paper (AAPS/FDA)

s FE3EAAPS/FDA Bioanalytical WorkshopD#&E

C.T. Viswanathan, Surendra Bansal, Brian Booth,
at al., “Workshop/Conference Report -
Quantitative Bioanalytical Methods Validation
and Implementation: Best Practices for
Chromatographic and Ligand Binding Assays.”
The AAPS Journal, 9 (1) Article 4 (2007)

ZDIT—9 3y T L.

-2001%4 FDA BMVAA S X

20074 BMV White Paper (AAPS/FDA)
D2 DOMSE Xk
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Canada: 20074#5RA
CVG ()

mCanadian Workshop on
2006 AAPS/FDA White
Paper (Montreal, Canada)

20074 BMV White Paper|Zi8&H =N TLVA5EREIZ DL
TaEam

¥ &5 & : Fabio Garofolo, “The Canadian Workshop on the
Crystal City AAPS/FDA White Paper” CVG L4Y 4J6 (2007)
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US: 20084 2R
AAPS/FDA ISR

s AAPS/FDA ISR Workshop
(Crystal city, VA)

“AAPS Workshop on Current Topics in
GLP Bioanalysis: Assay Reproducibility
for Incurred Samples — Implications of
Crystal City Recommendations”

ISRUESDF B0 FlA) DEAFRNLZERAEIZDLY

TiEMm
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US: 200946 A
AAPS/FDA
ISR White Paper (AAPS/FDA)

s AAPS/FDA ISR WorkshopD &=

Douglas M. Fast, Marian Kelley, C.T.Viswanathan, et al.,
“Workshop Report and Follow-Up — AAPS Workshop on

Current Topics in GLP Bioanalysis: Assay Reproducibility

for Incurred Samples — Implications of Crystal City

(Recorr)lmendatlons The AAPS Journal, 11 (2) 238-241
2009

ZDIT—avT LR,

20014 FDA BMVAA SRR

20074 BMV White Paper (AAPS/FDA)
20094 ISR White Paper (AAPS/FDA)
MD3DH S & ik
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US: 200842H
FDA MISTHAZ R

“Guidance for Industry: Safety
Testing of Drug Metabolites”

[XRRITAAF A -EPREADDO R EHEHER)

200546 A M“Draft Guidance for Industry:
Safety Testing of Drug Metabolites” M & #&1t
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Canada: 2008%4HAH
CVG 2

The 2nd Canadian Workshop on

Recent Issues in GLP Bioanalysis
(Montreal, Canada)

BMV White Paper (CVG)

White Paper, Savoie N, Booth BP, Bradley T, et al., “The
2nd CVG workshop on recent issued in good laboratory

practice bioanalysis” Bioanalysis; April 2009, Vol. 1, No. 1,
19-30
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FEoomBEENEEaE RS (OKIE)
M FRE P RERECEI H5AAPS/FDA
White PaperlZx9 4T14RX7viav]

- “Regulatory Update Incurred Sample Reanalysis” Dr. C.T.
Viswanathan (DSI1/CDER/FDA)

- “Incurred Sample Reproducibility: Examples of Scientific
and Operational Considerations” Dr. Richard M.
Lelacheur (Taylor Technology, Inc., US)

2011%8H10H F1EIBFL RO L 29



Europe: 2008 12H
EBF Q) ISR

m The 1st Annual Open
Symposium “Burning Issues in
Bioanalysis” (Barcelona, Spain)

ISR White Paper (EBF) (200949A)

“Incurred Sample Reproducibility: Views and
Recommendations by the European bioanalysis
Forum” Bioanalysis, Sep. 2009, Vol. 1, No. 6,
1049-1056
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Canada: 20094%4R
CVG @ ISR

m The 3rd Canadian Workshop on
Recent Issues in Reqgulated
Bioanalysis (Montreal, Canada)

ISR White Paper (CVG) (2010418)

Savoie N, Garofolo F, Amsterdam P, et al.,
“2009 White Paper on Recent Issues in
Regulated Bioanalysis from The 3rd Calibration
and Validation Group Workshop” Bioanalysis
2010, 2 (1), 53-68
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Europe: 20094 11HA
EMA BMVFS M AHARSAY

“Draft Guideline on Validation

of Bioanalytical Methods”
(EMEA/CHMP/EWP)

* 2001FENDFDA BMVAAHE 2V RAEEMA BMVES A RSA2 D LB

Graeme Smith, “Bioanalytical method validation: notable points
in the 2009 draft EMA Guideline and differences with the 2001
FDA Guidance” Bioanalysis (2010) 2 (5), 929-935
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Europe: 20094 12H
=12

m The 2nd Annual Open
Symposium “The Broadening
Scope of Validation” (Barcelona,
Spain)

Conference Report

Richard W Abbott, Savoie N, “The Broadening Scope of
Validation: Towards Best Practices in the World of
Bioanalysis” Bioanalysis 2010, 2 (4), 703-708

2011%8H10H F1EIBFL RO L 34
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EBEDNAFXTFI)LRIZETEIHAIFE R

YD) X& ;3
FDA, USA Guidance for industry: bioanalytical method validation 2001
Bioavailability and bioequivalence studies for orally administered drug 2003
products — general considerations
CHMP, EMA, EU Guideline on the investigation of bioequivalence 2002 &)
2010 (3T1)
Guideline on bioanalytical method validation 2011
Health Canada Conduct and analysis of bioavailability and bioequivalence studies 2002
Conduct and analysis of comparative bioavailability studies (draft) 2008
MHLW-NIHS, Japan BRIBERLOEMFHAIFREERRTA T A~ 1998
=3 D BRI B ARRRBRIZ S\ T 2001
Therapeutic Goods Guidance on investigation of bioavailability and bioequivalence 2002
Administration, Australia
Medsafe, New Zealand New Zealand regulatory guidelines 2001
State FDA, China Non-clinical and clinical development guidelines 2005
Pharmacopoeia of PRC on bioavailability and bioequivalence 2010
Central Drugs Standard Control | Guidelines for bioavailability and bioequivalence studies 2005
Organization, India
KFDA, Republic of South Korea | Guidance of bioequivalence studies 2008
ANVISA, Brazil Manual for Good Bioavailability and Bioequivalence 2002
Practices. Vol. 1 and 2
Guide for validation of analytical and bioanalytical methods 2003

201148A10H
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Global: 2010%2H
Open letter

m Philip Timmerman (EBF), Steve Lowes
(AAPS), Douglas M Fast (APA), Fabio
Garofolo (CVG),

Open Letter, “Request for Global
Harmonization of the Guidance for
Bioanalytical Method Validation and
Sample Analysis” Bioanalysis (2010)
2(4), 683, 2010

201148H10H F1EIBFL RO L 37



Canada: 2010f%4RA
CVG @

m The 4th Canadian Workshop on
Recent Issues in Regulated
Bioanalysis (Montreal, Canada)

!

m GBC: Global Bioanalysis Consortium

m GCC: Global Contract Research Organization
(CRO) Council

201148A10H FIEIBFL URT ) L 38



Canada: 2010%10A
CVG @ Report

20104 10A : White Paper by CVG

Savoie N, Garofolo F, Amsterdam P, et al., “2010 White Paper on
Recent Issues in Regulated Bloanaly5|s & Global Harmonization
of Bioanalytical Guidance” Bioanalysis 2010, 2 (10), 1945-1960

20104118 :GBCE&3LIZBI ¥ Breport

Peter van Amsterdam, Mark Arnold, Surendra Bansal et al,
“Building the Global Bioanalysis Consortium — working towards a
functional globally acceptable and harmonized guideline on
bgooa?r:alytical method validation” Bloanalysis (2010) 2(11) 1801-
1

201011 : GCCE&ILIZB8 9 Breport

Noel Premkumar, Stephen Lowes, James Jersey, et al, “Formation
of a Global Contract Research Organization Council for
Bioanalysis” Bioanalysis (2010) 2(11) 1797-1800

201148H10H F1EIBFL RO L 39



Global: 201049H
GCC

m The 1st Global CRO Council (GCC) Closed Forum for
Bioanalysis (Montreal, Quebec, Canada)
EIEGCCIA—TLDHEE

Noel Premkumar, Stephen L., et al., “Formation of a Global Contract Research
organization Council for Bioanalysis” Bioanalysis (2010) 2 (11), 1797-1800

m The 2nd Global CRO Council (GCC) Closed Forum for
Bioanalysis (Montreal, Quebec, Canada)

SE2EIGCCITA—FT LDBAMANBILLLTIZIBE
Steve Lowes, Jim Jersey, Ronald Shoup, et al., “White Paper — Recommendations

on: Internal Standard Criteria; Stability; ISR and Recent 483s by the Global CRO
Council for Bioanalysis” Bioanalysis (2011) 3(12), 1323-1332

m The 3rd Global CRO Council (GCC) Closed Forum for
Bioanalysis -Europe London UK

F3EGCCTA—T L DT EARIEEHLIZLPublishEhdFE
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Europe: 201056 H
EBF 3

m The 3rd Annual Open
Symposium “From Challenges
to Solutions” (Brussels,
Belgium)

m Conference report

Richard W Abbott, Ben Gordon, Peter van
Amsterdam, et al, “From Challenges to
Solutions” Bioanalysis (2011) 3 (8), 833-838

2011%8H10H F1EIBFL RO L 41



Europe: 2010%7H
EBF White Paper((REYIDEE)

m Philip Timmerman, Morten Anders
Kall, Ben Gordon, et al., White
Paper, “Best Practices in an tired
approach to metabolite
quantification: views and
recommendations of the European
Bioanalysis Forum” Bioanalysis
(2010) 2 (7), 1185-1194

2011%8H10H F1EIBFL RO L 42



Asia Pacific: 2011%1KA
CVG

m The 1st Conference in Asia Pacific
on Recent Issues in GLP Regulated
Bioanalysis (Shanghai, China)

KI—739TDMEZEIFLLTDREY,
Isabelle Dumont and Fabio Garofolo, “The 1st Conference

In Asia-Pacific on Recent Issues in Bioanalysis”
Bioanalysis 2011, 3 (7), 723-731"

2011%8H10H F1EIBFL RO L vik]



Canada: 2011%4R
CVG B

m The 5th Workshop on Recent
Issues Iin Bioanalysis (Montreal,
Quebec, Canada)

“Method development
Challenges, regulatory findings,
and innovations in Bioanalysis”

s ZEIDOHRFIHBE (US FDA, EMA, Health Canada, Japan
MHLW-NIHS, Brazil ANVISA) i, /A(AT7F UL RIZET 5L
f&:}ﬁlﬁ—““/a‘/s HAFR, REThR D ZFIFEHR . SEDEHE[ZDLY

af /8
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Europe: 201158AH1H
EMA BMVAAKRS1Y

m Guideline on Dbioanalytical
method Validation

(EMEA/CHMP/EWP)
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2+ KB

s MHLW :Ministry of Health, Labour and

Welfare (B4

=T EE)

m PMDA :Pharmaceuticals and Medical
Devices Agency (B M EEBIFLEH#E)
m NIHS: National Institute of Health

Sciences ([E

A

'E;ﬁnnﬁnnﬁ"

F:

m JPMA:Japan Pharmaceutical
Manufacturers Association (A AT %

B RER)

m JBF: Japan Bioanalysis Forum
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Thank you

W
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