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Introducing BioAgilytix Labs




Company Overview BioAgilytix Labs
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U Founded in 2008
U Located in RTP, NC

U CRO focusing oriigand
Binding and Immunoassay



Preferred Provider & Employer  [RULN1V s @RELE

A Top 5 Pharmaceutical
Trusted A Top 10 Biotech
A Top 5 Agriculture

Partner
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A Business Partner with Proven Sustainability



Our Focused Service Offerin Qs iatris
I mmﬂ oassays
iplexing

nogenicity
ased Assays

Non-GLP, Spiritof-GLP, GLP & GMP



Supporting Various Stages of Drug DevelopmerjileYa¥alyss'@ B:LE
N UINER

Post

Discovery Preclinical Clinical Marketing
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Supporting Various Stages of Drug Manufacturing Proce 33 te¥a¥:413gs bl IE:1o T
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Small Scale Large Scale
N "

Pre-Clinical Material Manufacturing» Clinical Material Manufacturing

U Product release Assays Under GMP
U Lot release testing
U Stability Support
U Dose formulation analysis
“ U Manufacturing monitoring
% U Process improvement



Support for Various Therapeutic Areas [5{7a¥4134ss'@ LI
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- Oncology
Diabetes/Metabolic |
'CNS |
Inflammatory
Infectious Disease

- Toxicity



Supporting Transgenic Plant Protein Analysis BI{¥a¥:41372ab'@ B:LY




The BioAgilytix Difference BioAgilytix Labs
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Preclinical- Clinical vs.
Manufacturing Assay Needs




Need for an Ideal Platform BioAgilytix Labs

UA common theme
~ throughout drug development
is to"hdo more with lesso
Id reduce the cost of drug
opment.

. i Assay laboratories must
’*SS potential synergies
petween technology
platforms, innovative
‘optimization approaches,

\robotics, software
\programs, and LIMS.

T



Plan Ahead BioAgilytix Labs

’We Reagents and Instrument Available by All?
‘ a%veryone Be Trained on the Platform?

utical and biotechnology
es spend lots of time and
ey developing sensitive and

Most CROs
offer ELISA
and RIA




Choose an Ideal Platform To Support Your Projefiate¥a¥:aliyss'@ B:1LX

' 4
Meal Platform is One That is Applicable Through All
' Sth of Drug Development Process

Discover Clinical
And And Manufacturing

Preclinical Post Marketing
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Regulatory Requirements BioAgilytix Labs

’?rent Levels of Regulation May Be Required for
Step Of the Drug Development Process

Laboratory
Scale, GMP-Like GMP

-
\

Pre-Clinical Material Manufacturing Clinical Material Manufacturing

b 1
Discovery Preclinical Clinical Post
Marketing
' . . . .
Non-GLP Spirit-of- Spirit-of-
Non-GLP Spirit-of-GLP GLP GLP
GLP GLP GLP



Bioanalytical Requirements BioAgilytix Labs

t Analytical/Bioanalytical Requirements May Be
eeded for Each Step Of Drug Development
b

Post

Discovery Preclinical Clinical Marketing

Assay range

‘Intra- and inter-batch precision

Tntra- and inter-batch accuracy

Specificity *r
“ ‘ = ——
Selectivity —

Dilutional linearity
LLOQ and ULOO

\ Short/long-term, and F/T stability



Platform Versus Instrument




Immunoassay Instrument Market BioAgilytix Labs
L\
’ .”Bllllon Dollars Market

Ud@ver 85 companies Play in this market:
) AAbbott Laboratories

eckman Coulter

lomerieux

Bio-Rad Laboratories Inc.

oche Diagnostics

ASiemens Healthcare Diagnostics
AOrtho-Clinical Diagnostics




Platform Versus Instrument BioAgilytix Labs
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Platform measureable output
~ (Technology) (signal)
Instrument Conversion of signal into

(Tool) interpretable information



Platform Versus Instrument (cont.) EildaS:algssgRLE
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One platform in
one instrument
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Multiple platforms
In one Instrument
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Preclinical-Clinical Manufacturing
Platform Parameter
(Discovery-GLP) (GMP)
Sensitivity + 44+ ++

Precision + 4+ ‘
Dynamic range F+4++ T+
Matrix interference F4+4++ T+

Robustness and
ruggedness + 44+ .




Preclinical-Clinical VS. Manufacturing Assay Needs (Cont.) BiOAgilytiX Labs

|| S
Preclinical-Clinical Manufacturing
Platform Parameter
(Discovery-GLP) (GMP)
Total assay time +4++ ++
Multiplexing ++ +
Throughput +++ +
Adaptability to
automation 4+ ++

Ease of
implementation ++ ++



Preclinical-Clinical VS. Manufacturing Assay Needs (Cont.) BiOAgilytiX Labs
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Preclinical-Clinical Manufacturing
Platform Parameter
(Discovery-GLP) (GMP)
Cost of
implementation ++ ++

Instrument routine

operation +++
Physical
characteristics of an +

Instrument

+
Service and
Maintenance 4+

Software ++




Current Immunoassay Platforms
and Instruments




Existing Immunoassay Detection Modes [33{e03¥:413735.@ B: 1L

I
‘WAbsorbance

Ll Photon counting
efraction index




Existing Immunoassay Detection Molecules [5{e¥a¥alyygsb'@ B:1 ok

i
‘Uglodine-125

i TMB, HRP

uminol

-uropium chelate

uthenium chelate

U Fluorescein

U Alexa Fluor

@ U Label-free

\




Existing Immunoassay Platforms PS4yt lE

’ Madioactive
~ (Colorimetric
Ul Fluorescence
minescence
“0 Luminescence Proximity Assay
| wectrechemiluminesence
Ime Resolved Fluorescence
U TimeResolved Fluorescence Proximity
U Fluorescence Polarization
{’4 U Surface Plasmon Resonance

‘U Imaging
|




"AWT

RIA

A Developed in the 1950s
by R. Yallow and S.
Berson.

A Known concentration of
radio-labeled antigen
competing with antigen
In sample for binding to
antibody.

A Very sensitive

A Requires special
precautions and
licensing

quﬁadiuactiue antigen

rst” antibo
.1 @ Add unlabeled antigen (@)

Q @ Radinactive antigen (@)displaced by

1I' :Q ﬁ nlabeled antigen (@)

Precipitate ag-a h omplex
unn t immunoglobulin
ntibody)

O Fll:lttgfp nt

Gamma Counter

u activity of precipitate
nd antigen
nd” antibody




ELISA / FIA

A Most Common
Immunoassay platform
since early 1970s

A Many reagent and
Instrument providers

A 0.5-2 day assay
A 1-2 log dynamic range
A Matrix effect




"AWT

DELFIA

A Dissociation Enhanced
Lanthanide Fluorescence
Immunoassay

A Plate-based ELISA with
lanthanide fluorophore
detection

A Large Stokes Shift results in
low background

Multiplex up to 4 labels
I Europium

I Samarium,

I Terbium

I Dysprosium

1
800 1000
ounting window

Time (us)




HTRF

A Homogeneous Time-

Resolved Fluorescence

A Time-Resolved Fluorescent
Resonance Energy Transfer
(TR-FRET)

A Excited energy of europium
Is transferred to allophy -

cocyanine (APC)




AlphaLISA

A Bead-based ELISA
A Mix and Read
A No wash

A Need 1-2 biomarker
antibodies for
development

A Improved acceptor
beads have a tighter
emission range

xcitation

GessEla Emission
615 nm
RS (.
oD T -
T“ Biotin-Abl
Streptavidin-coated Ab2 coﬁjugated
Donor Bead AlphaLISA™ Acceptor Bead




MSD-ECL

MesoScale Discovery
Electrochemiluminescence

3-4 log dynamic range
Sensitivity in low pg/ml
range

Detection Mode:

A Electrochemiluminescence

A Measurement of light
emitted from excited
Ruthenium fluorophore.

o Do Do Do

]

Emitting

Electrode:

Ru(bpy),™ (1)=MSD-Tag™

TRA=Tripropylamine




SearchLight

A Imaging system
A Chemiluminescence
A 2-min read time

A Image of entire plate at
once

- —

SignaturePLUSE Anal yzer




GYROS

A Fluorescence Based N g iy
Assay 4_| C P | '@| A ‘ .

A AlexaFluor 647 Dye \\//8 i OF ()  comdpunae

A Use of Micro-fluidics ops s Ay

A Fast development

A Requires limited
sample volumes

A Fully automated
system




Singulex

A Fluorescence + Flow
Cytometry

A Use of magnetic beads
A Single molecule reading
A Fully automated system
A Very sensitive

A Measuring low level
proteins

Observed [insulin] in pg/mL

% Singulex
® £Lisa 1%
ELISA 2T

100 1000
Expected [insulin] in pg/mL




Luminex

Sensitive and Highly Specific
Detection of Cytokines

A The bead populations are _<’ . O 4
detected using a 635 nm
laser and they are identified
based on the ratio of

\
{-,-'mklnc' specific J
biatirylated

reporter antibody
Streptavidin-PE

Cytokine- spc-: ific
mangclonal antibody

Cytokine

100 Color-codes =
100 Simultaneous Tests

proprietary dyes found in Microspheres

in a Fluid Stream

the beads.

A The captured analytes are
detected using a 532 nm

| aS er W h I C h I S U S ed to Precision fluidics align the microspheres
. in single file, and pass them through Using this method, over 100 distinct
eX C Ite t h e fI u O ro C h ro m e the lasers one at a time. microsphere sets can be created.

phycoerythrin (PE) that is
attached to a detection —
reagent




LICOR

Cy3 Cy5s LI-COR LI-COR
(550 nm) (649 nm) IRDye® 680 | IRDye® 800CW
(680 nm) (780 nm)

A Imaging system
A Near-IR Dyes: IRDye

Visible ﬂuiﬁyi;o es Infrared Fluorophores
800CW and IRDye

680 LT Wavelength (nm)

A Extremely low
background

A Many appliations:
A Immunoassay

A Cell based assay
A Western blot

Infrared

Chemi



/bio/SeeBeyond/quantitative.jsp

American Association of Pharmaceutical Scientists:
215t Century Lab

’ ﬂracterization and Supply of Critical Reagents
~ “for Ligand Binding Assays
ﬂ!ioAgintix, Centocor/J&J, BMS, Genentech,
. Pfizer/Wyeth, Amgen, Genzyme, Biogen, Radix

losolutions, Mesoscale Discovery, Millipore,
hermoFisher

lgand -Binding and Immunoassay Platforms:

ancing Innovation with Business Risk

BloAgilytix, Amgen, Bristol-Myers Squibb, Biogen
ldec, Genentech, Radix BioSolutions, Midwest
BioResearch, Gyros, PerkinElmer, Molecular
Devices, Mesoscale Discovery

BioAgilytix Labs




American Association of Pharmaceutical Scientists:
215t Century Lab

BioAgilytix Labs

Me 215t Century Lab: Automation of Ligand
Inding Assays

BloAgilytix, Amgen, Roche, Thermo fisher,
Genentech, Xyntek, Radix Biosolutions

S

olutions: Electronic Laboratory Data
hagement

- BloAgilytix, Amgen, Genentech, Indigio Bio,
Novartis, Radix Biosolutions, Wyeth, Molecular

Devices
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P
Pr;}iinical-(:liimimall Studies
~ \ and Manufacturing
ocesses:BningyWithiit:a
Set of Bioanalytical
' _Requirements and
—qé\ssmd lated(Challenges

Having assay
Platforms That
Meets the Required
Regulatory and
Assay Needs is the
Key to Success

BioAgilytix Labs |






