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Continued Quality & Innovation

One Lambda prides itself on its reputation as a leading provider of
innovative, quality products and unrivaled customer support

- in the HLA community. This has been true since our
inception in 1984.
i - Quality You Can Trust Goorae M. Ayous
President and CEO
For over 23 years, One Lambda has continued to provide the best
e = ) reagents and services to the transplant community. Our scientists

and technologists bring a wealth of knowledge and skill to
our development efforts. Their combined years of experience
provide an impressive pool of HLA expertise that allows us to
quickly respond with fast-paced research and development.
The results allow us to provide innovative technologies,
such as our Single Antigen products, to the HLA community.
Always responsive to our customers needs, our willingness
to promptly address requests and issues has resulted in
continued customer confidence and satisfaction.
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Continued Growth of Products and Technology

A " - -‘.- e ,_" : _.: One Lambda's productlines continue to grow, and we continually
ek s BB >R >N add new features to existing products. For HLA typing and
antibody detection, LABType® and LABScreen® provide proven

HLA typing and antibody detection assays based on Luminex®

. - - xMap® technology. Using the Luminex® platform, LABType® resolves

ambiguities inherent in SSO typing, and our LABScreen® Single Antigen
test identifies specific antibodies in high PRA patients.

Ournew LABType® HD will provide higher resolution typing capabilities, allowing
you to identify an even greater number of alleles using our tested and familiar SSO
methodology. By facilitating the matching of donors and recipients, LABType® HD saves

both time and money.

LABScreen® Single Antigen technology offers an innovative approach for identifying specific antibodies in high
PRA patients. With specific information about a patient’s antibody profile, transplant teams can more easily

continued on page 6

SAVE THE DATE . February 26 - March 1, 2008
Join us for our Advanced HLA Technical Workshop
Hilton Hawaiian Village, Honolulu, Hawaii




One Lambda Attends ASHI 2007!

T

This year, ASHI 2007 took place
in Minneapolis and One Lambda’s
exhibit was the place to be.

What's New?

New products and product enhancements highlighted this year's
exhibit.

LABType® HD is the next generation of typing tests. Joining our
popular LABType® SSO family of typing solutions that run on the
Luminex® xMAP® platform, LABType® HD offers high resolution
typing, allowing you to identify even more alleles than before.
Additionally, it can help to identify ambiguous alleles found using
conventional tests.

Our new ConsenSys™ SBT provides fast SBT typing. The

test allows you to resolve some ambiguities not resolved by
conventional SSO tests. Using ConsenSys™ SBT, you can use
the remaining amplification product from your SSO test for your
sequenced-based testing.

For laboratories noting variations in test results due to
differences in test equipment or the test environment, our new
Quantiplex™ Beads offer a viable solution. The beads provide
standardized fluorescent values which can be used to compare
test runs on the LABScan™ 100 flow analyzer to insure accurate
test results. For details on this product, refer to the article “Get
the Same Results Every Time with Quantiplex Beads™ on page 6.

New additions to our popular Luminex®-based LABScreen®
antibody detection products were also displayed. This includes
our new LABScreen® Singles that let you select only the single
antigens you need from our extensive library to create a custom
single antigen panel that mirrors the donor’s antigen profile. This
saves you time and increases accuracy.

On the Lighter Side

On each day of the meeting, visitors to the booth were treated
to a different free gift, including our always popular One
Lambda T-shirt, perfect to relax in after a full day of meetings.

This year's annual ASHI bash was held at “Spin Night Club”, a
popular Minneapolis party spot. All ASHI attendees were invited
to enjoy an evening of music, drinks and plenty of fun into the
wee hours of the night.

One Lambda’s Mini-Workshop Series

Continuing our commitment to provide new and helpful
information to the HLA community, we again offered our Mini-
Workshop Series with presentations given by well-known
technologists in HLA.

Speakers:

Elaine F. Reed, PhD, Director of Inmunogenetics Center, UCLA
Los Angeles

“A Fast and Efficient Approach for High Resolution Typing in the
Clinical Laboratory”

Paul R. Warner, PhD, D(ABHI), Puget Sound Blood Center,
Immunogenetics Laboratory, Seattle

“Increased Sensitivity and Specificity in HLA Alloantibody
Detection: What is the Clinical Significance?”

Debra Kukuruga, MT(ASCP), PhD, D(ABHI), Immunogenetics
Laboratory, University of Maryland Medical Center
“Evaluation of Intermediate / High Resolution Reverse SSO
Micro Bead Array with Direct to SBT HLA Typing”

The winner of the drawing for the iPod Nano was B. Aileen Jenkins
from Children’s Hospital, Los Angeles and lucky Mary Kiamar,
CHS from Donor Network of Arizona won a free trip to the 2008
Advanced HLA Technical Workshop in Honolulu, Hawaii.

In summary — another successful ASHI Meeting!



One Lambda Software
Changes with the Times

Historically, One Lambda has provided a different software package for
each product line. More recently, we have focused on software offerings
that are more comprehensive in nature. As we continue to integrate our
software offerings, we are moving towards a single HLA software package
that will ultimately address all of the analysis tasks that routinely face an
HLA laboratory.

As we move towards the goal of a single, unified software package, we will
begin to retire some of the older, single product packages that are dependent
on older computer technology. This will be a phased process that will take
place when we have a solid replacement for each program. In the first phase
we will no longer continue to enhance the software; but will continue to
support it in terms of product updates and fixing critical problems. Eventually,
we will phase the program out, but only after ensuring that all of our
customers have transitioned over to our current software offerings. As we
begin that process, we will provide you with a schedule that will allow you to
migrate from the older platforms to a newer integrated package. Currently,
we are developing a package that will incorporate the features of both

HLA Tools™ and HLA Visual™ in a single software platform.

One Lambda’s sales consultants and Information Systems department are
committed to supporting you through this transition process to assure that
workflow is disrupted as little as possible, validation efforts are streamlined,
and there is an overall benefit for you.

Because our resources will be focused on a single, unified program, we will
be able to dedicate more of those resources on software enhancements,
making us more responsive to your needs. In addition, we’ll be better able
to add new features to support emerging technologies and approaches in
a timely manner.

One Lambda invites you to comment on this plan. Feedback can be
sent by e-mail to the Chief Scientific Officer, Dan Cook, Ph.D., at
dcook@onelambda.com.

LABScreen®
Singles
The Direct Route

to Donor Antibody
Detection

LABScreen® Singles provide the fastest,
most direct route for detecting donor HLA
antibodies in post-transplant patients.

The newest additions to our powerful
LABScreen® Single Antigen product line,
Singles offer the flexibility to select specific
HLA antigen coated beads allowing you

to quickly assemble a custom panel that
emulates the donor’s antigen profile. You
get targeted, accurate and direct results.

LABScreen® Singles offer each of the
Single Antigens now contained in our Class
[ and Class Il products. Available in 10-test
packages, LABScreen® Singles provide

a convenient and targeted option, while
offering the power of our Single Antigen
products.

For more information on LABScreen®
Singles or other Single Antigen products,
contact your One Lambda representative
or visit

www.onelambda.com




ONE LAMBDA

Single-Antigen Beads:
Sensitivity & Specificity

Eye On Technology

Paul R. Warner, PhD, D (ABHI), Puget Sound Blood Center
Immunogenetics Laboratory Seattle, Washington, USA

Introduction

Detecting HLA alloantibodies in the serum of
transplant recipients and defining their specificity
has become much easier with the introduction

of membrane-independent solid-phase matrices
coupled to single human leukocyte antigen (HLA).

A prominent example of this type of assay is the
FlowPRA® Single Antigen Bead and LABScreen®
Singles (SAB) systems. It has become apparent that
SAB have increased sensitivity in detecting HLA
alloantibodies when compared to flow cytometric
crossmatching against lymphocytes. This sensitivity
is primarily related to the antigen density on the SAB
themselves. In addition, SAB allow for the detection
of allele-specific antibodies, which highlights the
need for high-resolution HLA typing to resolve
crossmatch results in certain circumstances.

Materials & Methods

The antigen densities on SAB were quantified by
coating the beads with a monoclonal antibody directed
against a monomorphic epitope of MHC Class | (clone
(G46-2.6, BD Pharmingen). After determining the antigen
density on the SAB, specific antisera were selected and
tested against SAB and lymphocytes in serial dilutions.
The fluorescence values of beads and lymphocytes

in the flow cytometric crossmatches were converted

to molecules of equivalent soluble fluorochrome
(MESF) units with the Quantum™ FITC MESF kit (Bangs
Laboratories, Inc.). Values in the graphs are given as
MESF x 10-3.

Results

1. Why do you have to be so sensitive?

As depicted in the following graphs, the antigen density
of the HLA-A and -B SAB varied considerably, ranging
from 10.07 x 103 (HLA-AB9) to 333.58 x 103 (HLA-A31).



HLA-A SAB Density

Sera were selected with alloreactivity against SAB with
low density (HLA-A69 and -B13), medium density (HLA-A23
and -B8), and high density (HLA-A31 and -A66) antigen.

HLA-B SAB Density

These sera were serially diluted, tested against the
cognate SAB, and used in flow cytometric crossmatches
(FCXM) against lymphocytes expressing the cognate HLA.
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Fig. 2. Sensitivity of SAB vs. FCXM, related to antigen density on SAB.

(continued on page 7)




Get the Same Results Every

Time with Quantiplex”Beads

Continued Quality &
Innovation (continuation from cover)

One Lambda’s new Quantiplex™ Beads address a common problem

in laboratories - variations in test results due to differences in test
equipment or the test environment. These variations can occur when an
assay is run on the same test equipment at different times, on different
equipment, or when there are varying physical conditions during testing.
Quantiplex™ Beads provide consistent and accurate standards for
evaluating assays run under these circumstances.

Pre-calibrated Quantiplex™ Beads are read daily or prior to a data
acquisition session of an assay to reflect the flux in signal output due to
technical or environmental variables, such as drift in machine settings or
ambient temperature. They provide standardized fluorescent values that
can be used to compare test runs on the LABScan™ 100 flow analyzer to
insure accurate test results.

BENEFITS

The Quantiplex™ Beads allow the user to:

- Standardize fluorescent values between
test runs on the LABScan™ 100

« Have greater confidence that assays run
at different times or under different
physical conditions can be evaluated using
the same standards

+ Have a means of comparing tests run on
different LABScan™ 100 flow analyzers

For additional information on Quantiplex™ Beads or any of One Lambda’s

products, contact your One Lambda representative or visit www.onelambda.com.

® LABType, LABScreen and FlowPRA are registered trademarks of One Lambda, Inc.
® Luminex and xMap are registered trademarks of Luminex Corporation.
™Micro SSP Lambda Antigen Tray, Quantiplex, ConsenSys, HLA Tools and HLA Fusion are trademarks of One Lambda, Inc.

identify potential donors for these patients and
identify donor-specific antibodies post-transplant.
Additionally, our Single Antigen panel continues
to expand to address a broader population to
assure the fullest coverage possible.

Our new ConsenSys™ SBT typing test will allow
you to resolve ambiguities not resolved with SSO
testing. With ConsenSys™ SBT, there is no need
to perform duplicate PCR for SBT typing. By using
the amplification product from your SSO typing to
perform both SSO and SBT testing, you save time
and money.

Currently, there is ongoing interest in MICA's
role in organ transplant graft survival, in defense
against pathogens, and in various auto-immune
diseases. It has been suggested that MICA
antibodies are involved in cases where solid
organ transplant rejection is observed, but no
classical HLA antibodies are detected.

Our LABScreen® MICA Single Antigen product
can detect the most common MICA antibodies
and LABType® SSO MICA types for MICA*001
through MICA*53.

Moving Into the Future

As we look into the future of our product
development, our Molecular products will
continue to offer improved resolution and
decreased ambiguities. Qur SSO typing tests will
be enhanced to provide even further resolution

Also, LABScreen® Singles, the newest additions
to our LABScreen® Single Antigen product

line, provide the fastest, most direct route for
detecting donor HLA antibodies in post-transplant
patients. You have the flexibility to select specific
HLA antibodies to quickly assemble a custom
panel that emulates the donor's antigen profile.
Singles provide results that are targeted and direct.

One Lambda prides itself on offering a variety of
HLA testing solutions that utilize a full range of
methodologies. Our popular products, FlowPRA®,
ELISA-based Lambda Antigen Trays™ and



(continuation from page 6)

Micro SSP™ Typing Trays along with our proven
Serology Typing Tests, are continually enhanced
to include more comprehensive coverage, while
incorporating additional technical advantages
whenever possible. This allows you to choose
the best solution for your testing needs.

Additionally, we are continuing to expand our
development efforts in automation with the
addition of our new LABXpress™ automation
system. Ideal for high-throughput laboratories
screening for HLA and HNA antibodies,
LABXpress™ is designed for “hands-free”
dispensing of test reagents and to streamline the
overall antibody screening process.

The future looks bright for One Lambda. Our
product development is an on-going process
that doesn't stop after the initial product release.
We will continue to provide our customers with
powerful products, using the newest innovative
technologies without sacrificing the quality and
service you've come to expect.

We wish you and your families a very happy holiday

season and thank you for your continued support.

George Ayoub, President & CEO

Editor in Chief: Stewart Han
Executive Editor: Don Arii
Quality Editor: Karen Steinberg
Sales Editor: Paul Tausch
Technical Editor: Lucy Lediaev
Content Writer: Renee Brown

Additional Contributions:
Archie Adelan, Elizabeth Alvizar,
Sales, Product Specialists,
Customer Service and

Quality Assurance.

TEL: 818/702-0042 800/822-8824
(except greater LA. area)

FAX: 818/702-6904 800/992-2111
(U.S. and Canada only)

Intl: Contact your local distributor

Eye Oﬂ TeChnOIC)gy (continuation from page 5)

Single-Antigen Beads:
Sensitivity & Specificity

In the case of low-density SAB, the FCXM is roughly equivalent (HLA-AB9) or more
sensitive (HLA-B13) than the SAB. As the antigen density on the SAB increases,
however, the SAB become significantly more sensitive. In terms of end-point
positivity, the following table depicts the comparative differences in sensitivity:

SAB Density Positive End-Point Dilution Sensitivity Diff.
HLA (MESF) SAB FCXM SAB vs. FCXM
A69 Low (10072) 1:1 1:4 -4x
B13 Low (17422) 1:128 1:512 -4x
A23 Med. (66144) 1:64 1:16 +4x
B8 Med. (78477) 1:64 1:16 +4x
A31 High (333578) 1:512 1:32 +8x
AB6 High (292605) 1:512 1:512 ND*

*Not Determined. Positive end-point not reached.

Would you please be more specific?

Aside from their sensitivity in terms of alloantibody detection, SAB are also
useful in determining allele-specific antibody responses. For example, a patient
transplanted with a zero-mismatched kidney from an unrelated donor would

not be expected to make antibodies against the donor HLA, but if the HLA are
mismatched at high-resolution, such alloantibody production is possible. Here
are examples of three different renal transplant recipients that made allele-
specific alloantibodies against HLA-A*2402, -B*4402 and -DQB1*0602. The
antibodies were detected using LABScreen® Singles.
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Single-antigen beads are sensitive and specific, compared to screening/
identification assays utilizing low-resolution typed lymphocytes, or methods such
as ELISA. However, the antigen density on the beads varies widely, both within
and between different lots. In addition, when trying to define donor-specific
antibodies, keep in mind that the HLA on the beads is not necessarily the same
HLA expressed on the donor tissue. It is important for laboratories using this
technology to understand these limitations, and interpret the results within the
context of the given situation.




Advancing Transplant Diagnostics

One Lambda Workshop:
Twenty-Second Advanced

HLA Technical Workshop

Dates: February 26 - March 1, 2008
Location: Hilton Hawaiian Village Hotel
Honolulu, Hawaii

Contact: Ricardo Ordéiez or
Carmen Ting

E-mail: rordonez@onelambda.com
or cting@onelambda.com

=
Conferences:
ASTS Winter Symposium
" Dates: January 25 - 27, 2008
Ve é)\ Location: Marco Island, Florida

EFI 2008
Dates: April 2 — 5, 2008
; é)\ Location: Toulouse, France

«
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Advancing Transplant Diagnostics

21001 Kittridge Street
Canoga Park, CA
91303-2801, USA

www.onelambda.com

Meetings and Conferences

AST 2008
Dates: May 31 — June 3, 2008
é) Location: Toronto, Canada

IHIWS 2008
Dates: September 17 — 20, 2008
é) Location: Rio de Janeiro, Brazil

AABB 2008
Dates: October 4 -7, 2008
é) Location: Montreal, Canada

ASHI 2008
Dates: October 27 — 31, 2008
é)\ Location: Toronto, Canada





