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(Alturas Lab Interface Communications Equipment) Information System

A connected workflow is required for a bioanalytical
laboratory to operate with high productivity and
efficiency. Communications, lab supplies, equipment lists,
test methods, project management, and invoicing have
traditionally been managed in separate locations with
individualized design and use, creating an inefficient and
unproductive system. Being a rapidly growing business,
Alturas Analytics has grappled with decisions around the
best business system to manage expanding operations.

Alturas Analytics has designed a

fully integrated system to monitor
laboratory operations from initial
client contact to invoice creation to
sample disposition that yields shorter
times to data and final reports with a
great degree of confidence.

Alturas would like to introduce the Alturas Laboratory
Interface  Communications, Equipment information
system which is an interactive and real-time database that
simplifies data management- also known as ALICE.

This sophisticated, customized software enhances
productivity through streamlining processes and
automating workflow with real-time visibility. ALICE
facilitates the management of timelines for data delivery,
interfaces with Watson LIMS, prompts personnel for the
next step of data management (review, data delivery,
report, invoice generation), and tracks the equipment
for maintenance and calibration. The system also tracks
assay data including number of samples/unit time and
assay failure rate. Forecasting revenue and forecasting
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project timelines for prudent resource management has
enhanced operations substantially, and ultimately provides
an exceptional client experience. This unique system has
improved lab productivity. With the implementation of
ALICE, Alturas Analytics is able to perform higher quality
sample analysis in less time.

This custom built, integrated project management suite
is transforming how the business is conducted, enabling
Alturas to transcend any potential challenges that could
cause bottlenecks and inefficiencies.

We expect this system to take our business to the next
level of growth. Welcome to Alturas, ALICE.
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ALTURAS
PROFESSIONALS

Alturas Analytics’ scientists, project management, and
quality teams have proven their strength as managerial
leaders, ensuring your study is managed and completed
with scientific rigor and efficiency. Our teams provide the
perfect blend of scientific expertise, guidance, and inno-
vation needed to deliver successful project management
services for your most challenging bioanalytical projects.

Show us the
molecule and
we will develop
an assay for it.

— SHANE NEEDHAM, PH.D.,

COMPREHENSIVE,
REGULATED
DATA MANAGEMENT

Alturas Analytics upholds the most stringent data
management and reporting procedures to guarantee
reliable, reproducible, and compliant SEND datasets.

The Standard for Exchange of Nonclinical Data (SEND)
specifies collection and presentation of nonclinical
data in a consistent format, which allows data between
organizations to be integrated and used more
efficiently. This standardization model for the electronic
representation of nonclinical individual data is intended
to guide the organization, structure, and format of
standard nonclinical tabulation datasets.

The submission of SEND datasets provides more
efficient, higher quality regulatory reviews. Interchange
between Sponsors, CRO's, and other entities is
enhanced due to the standardization of structure and
format, ensuring your project stays on track.
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PROFICIENCY AND
PRODUCTIVITY

Data integrity and timeliness are key deciding factors
when choosing a bioanalytical CRO. Known as MS/MS
experts, Alturas Analytics is continually building
infrastructure through acquisition of capital equipment
as well as software solutions that focus on proficiency
and automation to provide the highest quality services
that meet industry expectation. These investments
increase capacity and productivity while decreasing
overall timelines to the client.

Over the past year, Alturas invested in 3 additional
LC-MS/MS systems, including a third SCIEX Triple Quad
LC-MS/MS 6500 to add to our suite of high performance
instruments. The latest, most sensitive instrument from
Sciex, a Triple Quad LC-MS/MS 6500+, is planned for
installation before the end of 2017. The SCIEX 6500s
introduce a series of advancements that increase ion
production and transmission efficiency to the detector
yielding greater sensitivity. This brings a high degree

of redundancy and increased capacity for projects that
require ultimate sensitivity such as highly potent drugs
and topical formulations where concentrations in the
peripheral circulation are typically in the low pg/mL range.
With an increase in the development of highly specific
and targeted drugs, Alturas is prepared to address

the demand with the latest technology teamed with
knowledge and experience.

Report Writing Manager

Meeting aggressive timelines is a collaboration of
multiple functions that involve every facet of operation
from first contact with the client, to generation of data
through submission of the final report. It is a dynamic
and complex process that poses potential for delays and
a report deadline that typically remains unchanged. To
streamline report writing and significantly reduce the
amount of time for generation and review of the final
delivery, Alturas has invested in an enhanced throughput
software solution by LABIntegrity: StudyDoc™ Report
Writing Manager an automated, adaptable program
designed specifically for compliance. Data is date and
time stamped and directly imported from the Thermo
Scientific Watson™ database via locked field codes
ensuring that table data cannot be modified which greatly
reduces the review time. The program collates, organizes
and generates reports using custom templates with the
flexibility to edit text fields if needed while data tables
remain locked. Manual processes are minimized freeing
valuable Technical Writer, Principal Investigator and QA
Auditor resources to expand in new directions that will
enhance our current service offerings to the client.

Investing for the Future - Productivity and
Increased Capacity




ANTIBODY DRUG CONJUGATES (ADCs)

EXPERIENCE

Ten years of assay development experience with Antibody Drug
Conjugates (ADCs) has given Alturas Analytics the depth of
knowledge to produce accurate and consistent measurements
of ADCs in accordance with FDA guidelines. Our expert team
possesses understanding of the critical factors inherent to ADC
assay development that is applied to each unique project.

ABOUT ADCs: Potent and specific biopharmaceuticals that
continue to show significant therapeutic promise, ADCs
combine the specific targeting abilities of an antibody with
a cytotoxin that attacks cancer cells that contain a unique
marker. This significantly improves delivery of the toxin to
the target tissue or tumor while minimizing exposure to
healthy tissue. High specificity and therapeutic efficacy with
potentially fewer side effects is a compelling combination
representing significant opportunity for the pharmaceutical
and biotechnology industries, and offers tremendous benefit to
cancer patients.

The complex nature of ADCs presents unique challenges in the bioanalytical laboratory that requires
thorough understanding of the chemistries and the interactions between each component of the
conjugate. Traditionally bioanalysis necessitates a combination of ligand binding and LC-MS/MS
techniques to characterize the pharmacokinetics of the ADC. With advances in LC-MS/MS technology it
is possible to perform each component on a single platform. LC-MS/MS of the toxin, linker, metabolites
as well as signature peptides for quantitation of the antibody is becoming routine and accepted in our
industry and provides a time advantage over traditional methods.

Alturas Analytics possesses the scientific expertise and a successful history of rapidly developing and
validating complex methods that have supported thousands of regulated study samples. We are committed
to drive technology that will provide data of the highest integrity in the shortest time possible.

THE ALTURAS DIFFERENCE

Our bioanalytical team has extensive experience developing and validating robust MS/MS methods
across a wide variety of therapeutic agents and biomarkers in most every biological matrix. We support
drug candidates from discovery through phase IV clinical trials and provide accurate and timely SEND
compliant datasets to our clients. FDA compliant, state-of-the-art facilities with 24/7 monitoring and
generator back-up, customized software that streamlines processes and automates work-flow with real-
time visibility, and onsite QA and IT services ensure timely and accurate results.

We are the ideal choice for your bioanalytical needs.
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