A leading clinical trial laboratory services organization with
end-to-end laboratory services and secure, enterprise-wide
biospecimen and consent management solutions.

It all starts with the patient
We are Q2 Solutions, a leading clinical trial laboratory services organization with end-to-end laboratory
services and secure, enterprise-wide biospecimen and consent management solutions. Launched in 2015
through a joint venture between IQVIA and Quest Diagnostics, we work collaboratively with customers,
business partners and colleagues to lead the industry and treat each sample as if a life depends on it.
The key to success in clinical trial laboratory testing lies not only
in having the capacity to handle millions of samples at a time,
but also in the ability to find the solution to the exceptions, or the
rare cases. To handle these exceptions takes a unique company —
it takes Q2 Solutions. Our competitive edge isn’t just through our
industry-leading science, our partnership approach, or our flexible
solutions; it’s found in the unique combination of all three. Like
a complex molecule, we solve problems that couldn’t have been
attempted before.
With the support of our strategic partners and customers, of which
we are proud to say includes all 30 of the top 30 biopharmaceutical
companies, we continue to push the boundaries of what it means
to be a next- generation clinical trial laboratory solutions company.
Though the size, cost, and complexity of trials may vary, our
commitment to our partners does not. Whatever your needs,
however complex, we stand ready to partner with you to develop
the solution. We understand what needs to be done, and we have
more than 175 PhDs and 35 MDs embedded in our teams. We also
understand how it has to be done — our experience in supporting
complex trials with cutting-edge laboratory solutions is exceptional.
But most importantly, it’s because we’re motivated by what needs to
be done. We view every sample as if a life depends on it. We know
there are patients out there hoping for a cure, and together, we can
turn that hope into help.

Our global delivery
network with
>3,000 employees
in >12 countries
Central-Biomarker Labs

Global presence and local knowledge
We deliver laboratory and supply chain expertise, where and when
customers need it. Our professionals have real-world insight into
regulations, customs and sample requirements to help navigate our
customers’ products through a global, local or regional trial.
We bring together scientific expertise, proven methods and
innovative technologies to help customers turn clear insights into
data-driven decisions. Biopharma customers — pharmaceutical
companies, innovative emerging biopharma and biotech, medical
device, diagnostic companies and CROs — trust us for providing
not only high-quality testing, but also accurate, quality data and
analytics to shape better outcomes not only high-quality testing, but
also accurate, quality data and analytics to shape better outcomes.

Customer testimonial

“I believe they have the experience and
[knowledge of] studies that gives them
an edge over other labs and ability to go
worldwide for all aspects of the study.”
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Therapeutic areas
We support studies in multiple therapeutic areas.
14%
Oncology/Hematology 44%
Infectious disease 14%
Neurology 7%

7%

44%

Endocrinology 5%
Transplantation 4%
5%

4%
4%
4%
4%
2%
1%

2%

2%
2%

Respiratory 4%
Rheumatology 4%
Dermatology 4%
Cardiovascular 3%
Gastrointestinal 2%
Allergy/Immunology 2%
Nephrology 2%
Psychiatry 2%
Ophthalmology 1%

3%

Other 2%

2%

Clinical trial laboratory services
Bioanalytical and ADME
As increasing regulatory and scientific complexities threaten R&D
productivity, you need a bioanalytical and ADME partner who can
truly enhance the drug development process. We offer complete
bioanalytical and ADME laboratory services for testing around the
globe and across the product development spectrum. We combine
knowledge from the collective services provided by our central labs,
bioanalytical and ADME labs network, as well as integration into
a partner’s global early clinical Phase I unit. The result is timely,
high-quality, regulatory compliant data that supplies the insights
you need to make more informed decisions and instill confidence in
your regulatory filings.
Bioanalytical and ADME services
• Liquid chromatography–mass spectrometry (LC/MS) services
• Immunoassay services

Precision medicine integration
Genomics can help identify patients who may respond most
appropriately to a particular therapeutic, which is why we
leverage genomic insights to optimize treatment decisions
and ensure that the right drug is used to treat the right patient
at the right time.

Genomics
Our industry-leading genomic services team can help uncover
invaluable insights from their genomic data to help them solve
complex biological problems, realize efficiencies, mitigate risks and
improve clinical outcomes.
With extensive industry expertise, we advance science from
understanding the human genome and disease biology to detecting
the effects of therapies and creating opportunities for customers
who can leverage new techniques and technologies.

• Fit-for-purpose exploratory biomarker services
• In vitro ADME assays and metabolite identification services
• Custom deliverables and processes
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Our dedicated global genomics team and laboratories offer a range
of services including whole genome to focused set gene expression
profiling, genotyping and DNA and RNA sequencing services, along
with bioinformatics analysis expertise to support all drug discovery,
precision medicine and clinical development needs.
Our Genomics Center of Excellence has the expertise to
successfully employ both existing and new technologies to support
global immuno-oncology development programs. We have dozens
of proprietary bioinformatic software tools and pipelines as well
as a comprehensive immuno-oncology biomarker assay portfolio,
which includes Microsatellite Instability (MSI) and Tumor Mutational
Burden assays, development of immune response signatures using
a variety of RNA analysis platforms, Immune Repertoire Sequencing,
and Neoantigen Detection.
We are a recognized expert in genomic testing and bioinformatics,
based on our high-quality services and leadership roles in the
genomic community. Our staff is frequently invited to participate in
workshops, provide guidance or give data presentations at scientific
meetings and our experts take leadership roles in society, serving
as the Board of Directors and President in the FDA-led MAQC
Society, as well as assume major roles in SEQC projects.
Genomics services
• Whole exome, whole genome, and RNA sequencing
• Targeted DNA sequencing
• Targeted gene expression profiling
• Microarrays
• cfDNA analysis
• Immuno-Oncology assay portfolio

Our lab in China is one of
the most comprehensive
clinical trial laboratories
with safety testing, anatomic
pathology, immunoassay,
flow cytometry, and next
generation sequencing.
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• Bioinformatics and biostatistics
• CDx development
• Integrated anatomical pathology services
• Global delivery with China and EU labs

Vaccine and infectious disease laboratory services
Our vaccine laboratory is located in San Juan Capistrano, CA.
Our services include:
• Lab services to support vaccine immunogenicity and
efficacy studies
• Viral and bacterial neutralization assays across multiple
platforms: PRNT, RVP, microneutralization
• Custom PCR development to support vector-specific detection
• Immunoassay development in ELISA and Luminex platforms
Our experts help you select the custom assay level most suited to
the clinical phase of your compound — Fit-for-purpose, Qualified,
or Validated.
We offer our experience in the following areas:
Vaccine/pathogen targets
Adenovirus, Chikungunya, Cholera, Dengue, Ebola virus, H.
influenzae type b, Hepatitis B, Human papilloma virus, influenza
(seasonal and pandemic strains), Japanese encephalitis virus,
measles, mumps, norovirus, respiratory syncytial virus, rubella,
tetanus, vaccinia, varicella zoster virus, West Nile virus, yellow fever
virus, and Zika virus.

Platforms and assay methods

Central Laboratory

• ELISA

Our Central Laboratories are dedicated to central laboratory testing
and associated services for clinical trials, for a one-stop shop for all
laboratory development needs. With our Global Delivery Network,
our capabilities across the globe allow rapid testing and optimized
logistics costs in labs in North America, South America, Europe,
South Africa, Singapore, India, Japan, and China. We have one of
the most comprehensive central laboratories located in Beijing,
China, with anatomic pathology, biomarker, bioanalytical and next
generation sequencing capabilities.

• ELLA
• HAI
• Luminex platform
• Microneutralization
• NexGen Sequencing
• PCR
• RT-PCR

Services and capabilities include:

• Plaque reduction neutralization

• Safety Testing

• Vibriocidal assay

• Flow Cytometry

• Viral culture – conventional
• Viral culture – quantitative
• Viral neutralization with immunostaining
• Viral neutralization with replicating viral particles

• Anatomic Pathology
• Kit Production
• Global Logistics Services
• Investigator and Sponsor Portal
• Sample Tracking

Infectious disease drug development

• Laboratory Data Management

We offer clinical trial infectious disease testing capabilities for
bacterial pathogens and viral infectious agents. We also have
the scientific and technical expertise available to work on study
specific methodologies and assay developments with our
Bioanalytical and Genomics laboratories. In addition to our
center of excellence in San Juan Capistrano, California, USA,
we have an affiliate laboratory in Pretoria, South Africa. In many
instances, these centers of excellence work collaboratively on trials
depending on the trial location. Our customers have access to a
multi-faceted global vaccine network, where we provide insight
into regulations, customs and sample requirements for global,
local or regional studies.

• Project Management

≥95% safety tests with
turnaround time within
24 hours

>98.5% on-time and

error-free data transfers
on average since 2017

Biotech laboratory solutions
Biotech companies are powering the pharmaceutical pipeline by driving innovation to address unmet medical needs. Navigating a
rapidly changing and increasingly complex landscape takes expertise and experience, and we can help you find your path to success.
Biotech customers seek a partner who can provide operational knowledge, best practices, and strategic insights. As a global laboratory
services provider, we have a team of experts offering a comprehensive and proven set of flexible solutions that can be customized to
your specific needs, enabling you to utilize expansive institutional knowledge while keeping your organization lean and focused. With
experience in more than 1,300 biotech studies, we deliver the optimal operational knowledge, scientific expertise, best practices, and
strategic insights to suit programs.
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Industry-leading science
At the forefront of genomics, flow cytometry, anatomic pathology,
and other laboratory techniques, we’ve been delivering cutting-edge
solutions since our inception, with a continuous investment
in extensive testing capabilities. Our scientific advisors are
available, even in early engagement including before you have a
protocol, to consult on protocol design, assay development, and
companion diagnostic development, helping to assure no delay in
your decision making.
• Global translational science labs performing de novo assay
development and validation
• Early engagement with scientific advisors
• Fully harmonized testing capabilities from routine safety testing
to highly complex cutting edge biomarker testing
Immunoassay analysis and technologies
We provide single plex and multiplex assays — both off-the-shelf
and custom-built — cytokine profiling and chemokine profiling, and
standard protein ELISA.
Potential applications in drug studies:
• Confirm mode of action
• Correlation of activation profile to response
• Safety biomarkers e.g. cytokine storm
Anatomic pathology
Anatomic pathology is an essential part of many clinical trial
protocols. Our extensive Anatomic Pathology footprint is
strategically placed in North America, Europe, Asia-Pacific and
China. We provide a fully harmonized in-house Anatomic Pathology
service, with co-localized AP, IHC/ISH, tissue molecular testing
capabilities, and 25 pathologists. We provide assay transfer and

Customer testimonial

“Q2 Solutions has adapted quickly to use
personalized medicine principles and
biomarkers in clinical trials, using the best
new technologies.”
validation capabilities. We have a robust process for Path Report
Form (PRF) entry and result reporting, and our capabilities allow us
to meet tight turnaround times.
Flow cytometry services
Flow cytometry has experienced a sharp increase in usage in
clinical trials over the past few years and we have made significant
investments into flow cytometry to support this rapid growth. We
have adopted next generation flow cytometry systems in its eight
laboratories around the globe covering North America, Europe, Asia
Pacific and China.
As an established leader in flow cytometry, we are implementing new
systems containing unique flow cytometry detection methods and
technology. For the first time, a cost-efficient solution is available for
standardized 30+ color assays on a global basis to support clinical
trials. This new service allows us to meet the growing demand for
global enhanced discovery capabilities and the subsequent complex
and comprehensive data sets required for drug development.
Immunohistochemistry (IHC) and biomarker assays are conducted
in our lab facilities for drug development to evaluate drug response
biomarkers, immunotherapy success, and toxicity. Multiplexing
technology can reduce the need to run numerous assays.

Importance of biomarkers for immuno-oncology
• Gain insight in disease and mechanism of action

• Predict immune related Adverse Events (irAE)

• Predict drug responders

• Predict drug resistance and hyper-progressor

• Evaluate drug efficacy (Pharmacodynamics)
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Companion Diagnostics

Biospecimen and lifecycle management

Companion Diagnostics (CDx) are assays that are required to be
used before a specific therapy can be initiated, often co-developed
alongside a therapeutic during its clinical development journey.
Extensive testing in clinical trials is required, often in multiple
sites across the globe, with challenging regulatory conditions.
We have supported CDx assays for 15 years, and continually
enhance our technology, bioinformatics, regulatory, clinical and
commercialization aspects.

Patient samples are the lifeblood of your clinical trials. Our unique
software solution tracks these samples through their lifecycle
across the ecosystem of sites, labs, biorepositories, and other
trial partners. With the increase in importance of patient samples
and consent, there is also a dramatic increase in complexity. This
complexity stems from the number and variety of sample-based
tests, “live” decision-making during the conducting of trials based
on sample test results, and the globally distributed nature of the
outsourced organizations that handle patient samples. As a result,
researchers are facing a number of new challenges.

From that depth of experience, our organization has the appropriate
structure and attributes to help deliver successful CDx programs:
• Extensive CDx Track Record – We have extensive companion
diagnostics experience across the world, including Asia-Pacific,
China, EMEA and US, with generated lab data supporting >100
CDx Clinical Trials engagements

BioFortis solutions
• Clinical Trial Sample & Consent Tracking (CTST)

• Technology Breadth – With an extensive instrument footprint
in laboratories across the world, we can service CDx requests for
protein expression, gene expression, mutation detection, copy
number and translocations.

• Next Generation Biobanking

• Globally Harmonized Footprint – Most clinical development
programs require testing to occur in sites across the globe, and
we have harmonized our CDx SOPs. We have onsite Pathologists,
dedicated CDx study coordinators, and both regional and local
Project Managers.

• Outsourcing Biospecimen Services

• Sample Consent Codification & Management Services
• Data Exploration

• Labmatrix – Clinical and Translational Research
Management Software System

• Alternative CDx Models and the Path to Approval –
CDx projects are often complicated and not without significant
cost and risk in their development. We are able to support
different CDx paths including traditional programs with IVD
companies to ssPMA.
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Supply chain excellence
Our lab solutions are delivered with supply chain management
expertise. Our years of supply chain and logistics experience in
clinical trial operations has led us to become industry leading
supply chain experts.
We consider global supply management a key component to helping
accelerate customers’ drug and diagnostic development by saving
time and costs with proactive quality measures, metrics-driven
controls, proven logistics tools, sample management and supply
chain solutions delivered through our global network footprint at
competitive rates and the best service in the industry.
We deliver differentiated logistics analytics to enable evidencebased continual strategic improvements.

Customer testimonial

“Successfully completed study setup…
despite some unexpected changes.
Project team was responsive to manage
the short timeline of setup.”

>1.5M shipments per

year with 98.5% on-time
logistics performance

>3.5M kits built/year
with 99.962% accuracy

Contact us
Toll free: +1 855.277.9929
Direct: +1 919.998.7000
International: +44 (0) 1506 814000
Website: www.Q2LabSolutions.com
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