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GBC Organization Chart: Overview

g\ AL

10 Steering Committees

GBC-SLT

T

Harmonization teams

a0

A:(All molecules)

i(SmaII molecules)

E(Large molecules)

focusing on topics
which apply for both

chromatography based
assays and Ligand Binding
Assays

focusing on topics

which apply for
Chromatography based
Assays

focusing on topics
which apply for
Ligand Binding Assays
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Harmonization Teams’ Themes & Leaders

Steering Committees

A :All Molecules / All Techniques

L:Large Molecules / Ligand Binding

S.: S.Molecules/Chromatographic

Al: Scope and regulations
Surendra Bansal, NA

A2: Tiered approaches
for method validation

Steve Lowes, NA

L1: Large molecule
specific run acceptance
Marian Kelley, NA

S1: Small molecule
specific run acceptance

Douglas Fast, NA

A3: Method Transfer,
partial/cross validations

Ray Briggs, EU

A4: Reference standards
and reagents

Joseph Bower, NA

L2: Large molecule
specific assay operation
Lauren Stevenson, NA

S2: Small molecule
specific assay operation
Eric Woolf, NA

A5: Sample Management
Mike Redrup, EU

AG6: Stability
Nico van den Merbel, EU

L3: Assay formats
Sherri Dudal, EU

S3: Chromatographic
Run Quality Assessment

Stuart Mc Dougall, EU

A7: Repeat analysis
& ISR

Eric Fluhler, NA

A8: Documentation
Tom Verhaeghe, EU

|

L4: Reagents & the stability
Link with tiered approach

Lindsay King, NA

A9: Analytical Instrument
Qualification

Chad Briscoe, NA

A10: New Frontiers
Bob Bethem, NA

L5: Automation practices

| | in LM bioanalysis

Scott Davis, NA

Al1l: Biomarkers
Russell Weiner, NA

L6: Immunogenicity
(effect on PK)

Jeff Sailstad, NA

(3o ™ Global Bioanalysis Consortium

O

o B

On harmonization of bioan alytical guidance




GBC: Mission & Objectives

to bring new and better/safer drugs to the patient
faster to meet unmet medical needs
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The early years of regulations
» 1965: EEC 65/65 (reaction to Thalidomide)

» No real focus on bioanalysis

» 1978: 21 CFR 58/1982: OECD 1

» Both are General GLP guidelines (preclinical safety)
 quality system ensure the uniformity, consistency, reliability, reproducibility, quality,
and integrity pre-clinical safety tests.
» 80's—-90’s
 Increased focus on Bioequivalence studies (including paragraphs on bioanalytical
methodology to be applied
* EU, FDA, Australia, Canada to lead

» BMV workshop (Crystal City-I):

« <1990 = lack of uniformity in industry wrt validation bioanalytical methods

» Crystal City-1 was first international conference with focus on Bioanalytical method
validation and sample analysis

» Resulted in Shah paper (Pharm Res. 1992;9:588-592).

» 2001 FDA,; Guidance for Industry (Bioanalytical method validation)

2001: Guidance for Industry
Bioanalytical Method Validation




" Bio-Pharmaceuticals
Newly Emersing Countries/Communities
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Portfolio changes in industry: Patent expirations (T AYIINREZ—DIRE)
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Luminex,
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Increasing number of bioanalysis meetings in
united all regions, sparking peer discussions
around l
; Open letter to the Health Authorities from
) . X Guidan C_e v EBF, AAPS, CVG and APA (Bioanalysis, Feb 2010)
Ligand Binding community didn’t feel
their science was fully recognized in l

F[.)A Guidance _ Gg\ Global Bioanalysis Consortium
(Findlay-2000, DeSilva-2003) L
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Timeline of activities

Decision not to und
Harmonization Team SC & HT naer
£.0f have global discussion
!'ead. (HTL) touching base meeting and in GBC-SC
identiftationHT team start
members publi-ation
Steering Committee i .y .
(SC) identification HT working HT publishing in
on content preparing for AAPS-J

! ! P !

i i i

Defining Preparing execution of || Understanding today
mission, agreed strategy (i.e. impact of Prepare next
vistonteams publication, global delayed release steps of BC
and strategy meeting,..) and intense of draft FDA strategy
Open Letter communication at global guidance and
reé?@ltgtirs meetings ada@g"‘at@ﬂxal Bioanalysis Consortium
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What we have achieved
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What we have achieved
Harmoinization teams(HTs)’ discussion
AAPS journall 2 %5

Al: Scope & regulations: ? Tomoko Arakawa
A2: tiered approach: Accepted July 3™ Tomoki Yoneyama
A3: method transfer: ? Masanari Mabuchi

A4: reference std, reagents
Joseph F. Bower, Takahiko Osumi, Kéatia Pastre, et al., Vol. 16, No. 2, March 2014
A5: sample management: ? Harue Igarashi

AG6: stability
Nico van de Merbel, Yoshiaki Ohtsu, et al.,Vol. 16, No. 3, May 2014
AT7: repeat analysis & ISR: Accepted  wmasahiro Taniguchi

A8: documentation
Tom Verhaeghe, Hisanori Hara, Eric Woolf et al, Vol. 16, No. 2, March 2014
A9: analytical inst. Qualification: ? Makoto Niwa

A10: new frontiers Keiko Nakai

Graeme C. Young, Kohei Nozawa, et al.,

Accelerator Mass Spectrometry (AMS): Recommendation, Vol. 16, No. 2, March 2014
All: biomarkers Yuichi Yamamoto, Yoji Kuze

P~ e
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What we have achieved
Harmoinization teams(HTs)’ discussion
AAPS journallZ#:%5 - continued -

S1: spcfc run acceptance
S2:. assay operations
S3: chrom run quality

Eric J. Woolf, Stuart McDougall, Douglas M. Fast, Noriko Inoue, Kazutaka Togashi, Junji Komaba, et al.,

L1: specific run acceptance

Marian Kelley, Yamamoto Katsuhiko, Ravi Kumar Trivedi, et al., Vol. 16, No. 2, March 2014

L2: assay operation

Lauren Stevenson, Yoshiyuki Minamide, Mario Dominguez, et al., Vol. 16, No. 1, January 2014

L3: assay formats
Sherri Dudal, Yoshitaka Taniguchi, Jihong Yang, et al., Vol. 16, No. 2, March 2014

L4: reagents, stab tiered
Lindsay E. King, Mami Imazato, Priya Sriraman, et al,, Vol. 16, No. 3, May 2014

L5: automation
Ago Ahene, Takahiro Nakamura, Jin Wang, et al., Vol. 16, No. 1, January 2014

L6: immunogenicity (PK)

J. M. Sailstad, K. Sonehara, J. T. Wustner, et al., Vol. 16, No. 3, May 2014

(3o > Global Bioanalysis Consortium
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And now...

i

Defining Preparing execution of = Understandjng | Prepare
mission, agreed strategy (i.e. impact next steps

vision, teams publication, global delayed of GBC

and strategy meeting,..) and intense of Strategy

Open Letter communlcattlpn at global ?nd today
meetings rategy
to the B\ Global Bioanalysis Consortium
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What is still in front of us?

 HMHAHAFERIE-TEABLTLAICET S8R
o #H—LI=NNAATFTIRAAZF O ADDLEEDZER

Building a global community
GBCERE - JFHBD/NAFT ) AF IR EDREEE

o BNAXTFIARKRTOERICHIDERET
regional organizations:
«are closer and can connect better to the regional regulators.
scan become or continue to be:
» First point of contact for (regional) regulators

» Interface between bioanalytical community and other (regional)
communities (e.g. QA, PK, toxicology, pharmacology)

Can GBC grow to become glue between regional BA organizations, and

If so, what is needed?
21 (3p ™ Global Bioanalysis Consortium
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Global Bioanalysis Consortium #1& - j5&)

Can GBC re-unite towards a harmonized understanding and application of
bioanalysis guidelines and convince the world?

Future vision

%
>zo1z \
GBC PreseXl

Ligand Binding community didn’t feel their
science was fully recognized in FDA
Guidance

(Findlay-2000, DeSilva-2003)



And what about harmonization?

With many guidelines showing differences and ambiguities
should we replace by a harmonized ICH guideline?

*GBC-SC is currently considering potential consequences of promoting an
ICH guideline.

*Highlights are:
« Realistic aspiration, i.e.:
v' Harmonize regional differences; propose best global practices
v’ Clarifications on ambiguities

v’ Clarify the scope of regulations (e.g. when is a validated assay required and when
can other criteria be applied)

« Be aware ICH does not represent all regions/countries, but also that ICH
Guidance is often used as a point of reference in industry and by RA in non-
ICH countries

« Encourage strong discussion in BA community prior to stepping to ICH

*If harmonization is supported by GBC: liaise with ICH parties to bring a
proposal to the ICH Steering Committee

23 _ . Global Bioanalysis Consortium
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“All what we have to o isr dream$* -
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Pursuing a Dream!

Boldly go where no one has gone before, for a delivery of safer and efficacious
medicines and medications to patients and medical practices as early as possible.

Thank you for your kind attention

Shinobu Kudoh (JBF), on behalf of GBC-SCs
Mark Arnold (aaps),
Binodh DeSilva (aaps),
Michaela Golob (Br),
Peter van Amsterdam (eBr),
Philip Timmerman(esp),
M. Francesca Riccio(ACBio),
Puran Singhal (APa-India),

Daniel Tang (csp), GB\ Global Bioanalysis Consortium
Fabio Garofolo(crass) ="
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