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“OUR R&D
PROGRAMS
CONTINUED
TO MAKE
SIGNIFICANT
PROGRESS
IN 2011."



2011 was a year that posed many challen-
ges, both domestically and abroad. With our
expansive global presence, we were affected
by the ongoing economic difficulties and
uncertainties facing Europe and the United
States. Despite these challenges we were
able to post a strong organic growth rate

in our professional diagnostics segment,
continue to launch and upgrade our novel
point-of-care products in key markets,
broaden our worldwide manufacturing

and distribution capabilities, expand our
direct sales force to support our growing
commercial activities, begin to make
strategic acquisitions in the area of diabetes,
and repurchase a total of $284 million of
Alere préferred and common stock. Most
important, we remained focused on our
objective of becoming the world leader in
enabling individuals to take charge of their
health at home under medical supervision.

On the commercialization front, we launched
the epoc® CD4 and Alere™ Heart Check
platforms in several geographies, which
contributed significantly to $39 million of new
product revenue in 2011.

The epoc® Blood Analysis System is a wire-
less point-of-care device that provides care-
givers real-time blood gas, electrolyte, and
metabolite results at the patient’s bedside.
The platform has been well received in the
US, Europe, and, more recently, the Asia
Pacific and Latin American regions. Our
Alere™ CD4 Analyzer provides absolute

CD4 counts within 20 minutes and can

be used in a variety of settings that range
from the laboratory and physician’s office
to field locations in the most remote parts
of the globe. Its installed base continues
to accelerate, primarily in Sub-Saharan
Africa, where more than two-thirds of the
world’s population living with HIV resides.
We also recently submitted the 510(k) filing
for the platform to the FDA and are eager to
introduce it to the US market later this year,
upon receipt of clearance.

Our Alere™ Heart Check platform is the
world’s first handheld device that requires
just a fingerstick of blood to measure BNP,
a biomarker that aids in diagnosing con-
gestive heart failure and assessing its
severity. Heart Check is gaining early
acceptance from the appropriate German
physicians, to whom it was introduced
last year, and its built-in connectivity will
eventually allow it to be placed directly

in the home.

We are also very encouraged by the results
of the recently completed HABIT study, the .
first of its kind to have heart failure patients
measure their BNP leveis from home every
day. The study indicates that regular BNP
monitoring with the Alere™ Heart Check plat-
form may help to identify decompensation
events earlier, which could in turn lead to

reduced patient re-hospitalizations and corol-

lary healthcare costs. We expect to begin
the second arm of the trials later in 2012.

“We remained

focused on our
objective of
becoming the
world leader
in enabling
individuals to
take charge
of their health
at home
under medical
supervision.”



CLINICAL TRIALS:
NAT Analyzer

HIV Viral Load
Hepatitis C

This next phase will compare today’s
standard of care, which involves monitoring
symptoms of heart failure and body weight
changes at hospital-based outpatient
facilities, to an algorithm that incorporates
routine, home BNP measurements and will
assess the extent to which this algorithm
reduces hospital readmissions and
improves patient outcomes. Ultimately, we
expect that the results of the HABIT trials
will play a critical role in demonstrating our
ability to empower individuals with greater
control of their health from home.

Additionally, we have initiated a multinational
study in Europe and Asia to further investi-
gate the utility of home BNP testing coupled
with clinical interventions and identify the
value of this approach to decreasing heart-
failure-related events.This study is currently
underway and results are expected to be
released in 2013.

After a ten-year absence from the diabetes
marketplace, Alere has returned to the
roots of its founders with the purchase of
Anglo-Norwegian diagnostics company,
Axis-Shield. Central to Axis-Shield’s suite
of products is the Afinion™ point-of-care
analyzer, a platform designed to assess
and monitor people with diabetes using
what many consider to be the world’s best
rapid test for A1c, a measure of glycated
hemoglobin that helps to determine how
effectively individuals are controlling their
conditions. This acquisition will serve to

NEW FOR 2012

CLINICAL TRIALS:
INAT PLATFORM

Flu, Other Respiratory
Applications

expand the portfolio of solutions we offer
to address the most expensive chronic
diseases, and, along with the addition of
Arriva Medical, a Florida-based, market-
leading provider of diabetes testing supplies
to people in their homes, will bring us
closer to achieving our goal of delivering
better health outcomes and quality of life
for individuals living with diabetes.

Our research and development programs
continued to make significant progress

in 2011, and clinical trials to support
regulatory clearances for our two molecular
platforms are set to begin in 2012. Clinical
trials for the Alere™ NAT Analyzer are
scheduled to occur later in the year, with
HIV Viral Load as the first application.
Other applications are currently in develop-
ment and include Hepatitis C. Additionally,
clinical trials for the Alere™ iNAT Platform
have already commenced, and we are
targeting a launch of our flu application

to the US and European hospital markets
next year. The Alere™ iNAT Platform has
been developed to provide a low-cost
molecular diagnostic solution that can

be deployed in the physician’s office and
eventually the home. Applications for
other infectious diseases and respiratory
illnesses are in development and should be
available on the platform not long after the
introduction of the flu test. On the whole,
we view our commitment to R&D as an
integral component of the company’s future
that will position us to deliver strong organic



PURCHASE:
AXIS-SHIELD

Afinion™ Analyzer
Rapid test for Alc

growth for years to come and enable
us to transform the way healthcare is
administered worldwide.

| am often asked about global economic
trends, how they pertain to healthcare,
and where Alere fits within this framework.
My belief is that we are well positioned to
address the needs of the customer at every
level where healthcare is administered.

Our products are increasingly designed
with built-in connectivity, enabling patients
to be more involved in improving their
health, putting them in touch with care-
givers on a real-time basis, facilitating the
ongoing monitoring and management of
serious chronic conditions, and giving
everyone in the healthcare system, ranging
from patients and physicians to EMTs and
insurers, access to data that will lead to
better decision making.

Our solutions are also intended to make
healthcare more affordable. By developing
products and programs for use in the home,
we are in a position to help improve patient
compliance with treatment protocols, which
in turn will lead to reductions in the number
of emergency room visits and hospital
admissions, a very attractive outcome for
insurers domestically and internationally.

In sum, the diversity of our offerings
situates us well to weather any economic
uncertainties the future may hold. Our
presence in the areas of cardiology,

PURCHASE:

ARRIVA MEDICAL

Better quality of life

infectious disease, oncology, diabetes,
women and children’s health, and tox-
icology, along with our programs geared
towards wellness, obesity control, and
smoking cessation, place us in an enviable
position to address a broad spectrum of
patient needs. Additionally, home patient
management for chronic conditions has
become a more sought-after option, and
the increased use of proprietary bio-
markers coupled with the introduction

of telecommunication technologies that
facilitate “care-anywhere” approaches

to healthcare will only accelerate this trend.

As we continue to meet the challenges
of an increasingly intertwined worldwide
economy, we are well positioned to
capitalize on the resources we have
assembled across our organization,
bringing sustainable, long-term growth
to our shareholders through hard work
and innovation, and to create a better
healthcare environment for individuals
living with chronic disease.

| would like to thank our thousands of |
employees worldwide for their dedication
to improving the lives of those with health-
care needs and for the professionalism they
have exhibited in building a world-class
healthcare company. | would also like to
thank our stakeholders for their belief in us
and our vision for how healthcare will be
administered in the coming years.

Diabetes Home Monitoring

“"Our commitment
to R&D (is)
an integral
component of
the company’s
future that will
position us to
deliver strong
organic growth
for years to come
and enable
us to transform
the way
healthcare is
administered
worldwide."”
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Alere”
Heart Check
System

Heart failure affects more than 23 million
people globally, and two million new cases
are diagnosed each year. The resuits of
several clinical trials indicate that BNP is

a useful marker for the diagnosis and risk
stratification of patients with heart failure.
Recent evidence also suggests that a BNP-
centered approach to heart failure therapy
and management could reduce hospitaliza-
tions for people under the age of 75.

The Alere™ Heart Check System is the world’s
first test for the quantitative measurement of
BNP that provides results within 15 minutes
using a fingerstick sample of whole blood.
Findings from the recent HABIT trial suggest
that, when used in outpatient and home
settings, the Alere™ Heart Check System
may be a viable tool for identifying decom-
pensation events earlier, which could in turn
help to reduce associated healthcare costs
and re-hospitalizations.




Alere”
CD4
Analyzer

Absolute CD4 counts play a critical role in
monitoring the course of immunosuppression
caused by the Human Immunodeficiency Virus
(HIV) and initiating antiretroviral therapy. Many
healthcare professionals, especially in resource-
limited settings, are faced with the challenge
of transporting patient samples to central
laboratories and communicating CD4 results
back to patients. Very often, these individuals
are lost in the follow-up process and do not
receive the therapy they need to stay well.

The Alere™ CD4 Analyzer is a revolutionary,
point-of-care device that presents a solution
to these challenges. Making use of a dispos-
able cartridge that contains sealed reagents,
the platform delivers an absolute CD4 count
within 20 minutes from just a fingerstick of
blood and enables therapy to be started or
altered within a single patient visit.
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Alere”
Anticoagulation
Solutions

Warfarin is the primary oral anticoagulant
prescribed in the United States. While it is
effective in preventing strokes, heart attacks,
leg clots, lung clots, and other disorders,
the drug can increase users’ risk for bleeding
and, as a result, requires regular monitoring.

Alere is the nation’s leading provider of anti-
coagulation monitoring and managemént
services. Our best-in-class tools help more
than 10,000 clinicians track 450,000 anti-

coagulation patients and 30 million INR
results. Our product and service offering, which
consists of a fingerstick INR monitor, home INR
monitoring service, and disease management
software, improves clinical, operational, and
economic outcomes for physicians. Alere’s
home INR monitoring program also offers
participants greater freedom, enhances their
quality of life, and ensures their safety across
the continuum of care.



epoc’
Blood Analysis
System

Blood gas analysis measures the amounts
of oxygen and carbon dioxide in the blood,
as well as the blood’s acidity. It is generally
performed on seriously ill patients in critical
care settings to assess respiratory and
kidney function and evaluate responses

to oxygen therapy.

The epoc® Blood Analysis System is a wire-
less, bedside solution that provides lab-quality
results directly to a handheld device in 30
seconds. It is significantly more cost-effective
o implement than other testing solutions.
The epoc® System’s broad test menu and
modular functionality also ensure that it can be
seamlessly integrated into any clinical workflow
and help to keep caregivers where they are
needed most—at the patient’s bedside.
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Alere Triage’
PLGF Test

Preeclampsia is a clinical syndrome that
complicates up to 5% of all pregnancies and
is the principal cause of perinatal mortality.
Diagnosing preeclampsia can be very
challenging, as the two leading signs of
the condition, new onset hypertension and
proteinuria, are non-specific, appear late,
and may be indications of other ilinesses.

Nevertheless, better knowledge of the
syndrome’s origin has led to the develop-
ment of the Alere Triage® PLGF Test, which
provides a quantitative measurement of the
Placental Growth Factor hormone that falls
1o very low levels in women with early onset
and severe forms of preeclampsia. The test
delivers results in 15 minutes, helps to facilitate
the right clinical decisions, and ultimately
leads to better outcomes for mothers and
their children.



“WE ARE WELL
POSITIONED
TO BRING
SUSTAINABLE,
LONG-TERM
GROWTH TO OUR
SHAREHOLDERS..."”
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PART |

This Annual Report on Form 10-K contains forward-looking statements within the meaning of
Section 27A of the Securities Act of 1933, as amended, and Section 21E of the Securities Exchange
Act of 1934, as amended. Readers can identify these statements by forward-looking words such as
‘may,” “could,” “should,” “would,” “intend,” “will,” “expect,” “anticipate,” “believe,” “estimate,” “continue”
or similar words. Readers should carefully review statements that contain these words because they
discuss our future expectations, contain projections of our future results of operations or of our financial
condition or state other “forward-looking” information. We caution investors that all such forward-
looking statements involve risks and uncertainties that could cause our actual results to differ materially
from any projected results or expectations that we discuss in this report. You should therefore carefully
review the risk factors and uncertainties discussed in Item 1A entitled “Risk Factors,” which begins on
page 16 of this report, as well as those factors identified from time to time in our periodic filings with the
Securities and Exchange Commission. We undertake no obligation to update any forward-looking
statements.

Unless the context requires otherwise, references in this Annual Report on Form 10-K to “we,”
“us,” “our,” or “our company” refer to Alere Inc. and its subsidiaries.

ITEM 1. BUSINESS
GENERAL

Alere Inc. enables individuals to take charge of improving their health and quality of life at home,
under medical supervision, by developing new capabilities in near-patient diagnosis, monitoring and
health management. Our global leading products and services, as well as our new product
development efforts, focus on cardiology, infectious disease, toxicology, diabetes, oncology and
women’s health. We are confident that our ability to offer rapid diagnostic tools combined with value-
added healthcare services will improve care for patients, lower costs to payers and help healthcare
providers deliver improved clinical outcomes.

Our company, formerly known as Inverness Medical Innovations, Inc., was formed to acquire the
women’s health and professional diagnostics businesses of its predecessor, Inverness Medical
Technology, Inc., through a split-off and merger transaction, which occurred in November 2001. Since
that time, we have grown our businesses through strategic acquisitions, tactical use of our intellectual
property portfolio and through organic growth. In July 2010, our company changed its name to Alere
Inc. Our common stock is listed on the New York Stock Exchange under the symbol “ALR.”

Our principal executive offices are located at 51 Sawyer Road, Suite 200, Waltham,
Massachusetts 02453 and our telephone number is (781) 647-3900. Our website is www.alere.com,
and we make available through the investor center of this site, free of charge, our Annual Reports on
Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form 8-K, and amendments to those
reports, filed or furnished pursuant to Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as
amended, as soon as reasonably practicable after such reports are electronically filed with, or
furnished to, the Securities and Exchange Commission, or the SEC. We also make our code of ethics
and certain other governance documents and policies available through our website. We intend to
make required disclosures of amendments to our code of ethics, or waivers of a provision of our code
of ethics, on the “Corporate Governance” page of our website’s investor center.

Segments

Our reportable operating segments are professional diagnostics, health management and
consumer diagnostics. Financial information about our reportable segments is provided in Note 17 of
the “Notes to Consolidated Financial Statements” which are included elsewhere in this report.



Products and Services

Professional Diagnostics. Professional diagnostics are generally designed to assist medical
professionals in both preventative and interventional medicine, and include testing and monitoring
performed in hospitals, laboratories and doctors’ offices and, increasingly, patient self-testing, which
we define as testing or monitoring performed at home under the supervision of a medical professional.
Professional diagnostic products provide for qualitative or quantitative analysis of patient samples for
evidence of a specific medical condition, disease state or toxicological state or to measure response to
therapy. Within professional diagnostics, we focus on point-of-care, rapid diagnostic testing and health
monitoring and the developing patient self-testing and patient-self management markets. We
distinguish these markets from clinical diagnostic markets consisting of large, centralized laboratories
offering a wide range of highly-automated laboratory services in hospital or related settings. The
point-of-care market for rapid diagnostic products includes all areas where a patient is assessed or
diagnosed, including hospitals, laboratories, physician offices, specialized mobile clinics, emergency
rooms, rapid-response laboratories and patient health screening locations.

In the market for rapid diagnostic products, the ability to deliver faster, accurate results at
competitive prices generally drives demand. This means that, while there is certainly demand for
faster, more efficient automated equipment from large hospitals and major reference testing
laboratories, there is also growing demand by point-of-care facilities and smaller laboratories for fast,
high-quality, cost-effective and potentially life-saving, self-contained diagnostic kits. As the speed and
accuracy of these products improve, we believe that these products will play.an increasingly important
role in achieving earlier diagnosis, timely intervention and therapy monitoring outside acute medical
environments, especially where supplemented by the support and management services that we also
provide.

Our current professional diagnostic products include point-of-care and laboratory tests sold within
our focus areas of cardiology, infectious disease, toxicology, diabetes, oncology and women’s health.
While we currently sell these products under numerous brands, as discussed below, we have begun a
process of rebranding many of our products under the Alere trademark.

Cardiology. Cardiovascular disease encompasses a spectrum of conditions and illnesses,
including high blood pressure, high cholesterol, metabolic syndrome, coronary artery disease, heart
attack, heart failure and stroke. It is estimated that 80 million Americans alone have one or more types
of cardiovascular disease. The worldwide cardiology diagnostic market, including the markets for heart
failure diagnostics, coronary artery disease risk assessment, coagulation testing and acute coronary
syndrome, exceeds $1.5 billion. Our Alere Triage, Alere Cholestech LDX and Alere INRatio products,
all acquired through acquisitions in 2007, have established us as a leader in this market. The Alere
Triage system consists of a portable fluorometer that interprets consumable test devices for
cardiovascular conditions, as well as the detection of certain drugs of abuse. Alere Triage
cardiovascular tests include the following:

» Alere Triage BNP Test. Animmunoassay that measures B-type Natriuretic Peptide (BNP) in
whole blood or plasma, used as an aid in the diagnosis and assessment of severity of heart
failure. The test is also used for the risk stratification of patients with acute coronary syndromes
and heart failure. We also offer a version of the Alere Triage BNP Test for use on Beckman
Coulter lab analyzers.

» Alere Triage NT-proBNP. An immunoassay for the rapid quantitative determination of
N-terminal pro-Brain Natriuretic Peptide (NT-proBNP) in anti-coagulated whole blood and
plasma specimens. The test is used as an aid in the diagnosis of congestive heart failure, the
risk stratification of patients with acute coronary syndromes and heart failure, and the
assessment of increased risk of cardiovascular events and mortality in patients at risk for heart
failure who have stable coronary artery disease. Alere Triage NT-proBNP is CE marked, but is
not available for sale in the United States.



Alere Triage Cardiac Panel. An immunoassay for the quantitative determination of creatine
kinase-MB (CK-MB), myoglobin and troponin | in whole blood or plasma, used as an aid in the
diagnosis of acute myocardial infarction.

Alere Triage CardioProfilER Panel. An immunoassay for use as an aid in the diagnosis of
acute myocardial infarction, the diagnosis and assessment of severity of congestive heart failure
and the risk stratification of patients with acute coronary syndromes and heart failure. This panel
combines troponin |, CK-MB, myoglobin and BNP to provide rapid, accurate results in whole
blood and plasma.

Alere Triage Profiler Shortness of Breath (S.0.B.) Panel. An immunoassay for use as an aid in
the diagnosis of myocardial infarction, the diagnosis and assessment of severity of congestive
heart failure, the assessment and evaluation of patients suspected of having disseminated
intravascular coagulation and thromboembolic events, including pulmonary embolism and deep
vein thrombosis, and the risk stratification of patients with acute coronary syndromes. This panel
combines troponin |, CK-MB, myoglobin, BNP and D-dimer to provide rapid, accurate resuits in
whole blood and plasma.

Alere Triage Cardio3. An immunoassay for the rapid quantitative determination of CK-MB,
troponin | and BNP in whole blood and plasma specimens. The Alere Triage Cardio3 Panel is
used as an aid in the diagnosis of myocardial infarction, the diagnosis and assessment of
severity of congestive heart failure and the risk stratification of patients with acute coronary
syndromes and heart failure. Alere Triage Cardio3 is CE marked, but is not available for sale in
the United States.

Alere Triage Cardijo2. An immunoassay for the rapid quantitative determination of troponin |
and BNP in whole blood and plasma specimens. The Alere Triage Cardio2 Panel is used as an
aid in the diagnosis of myocardial infarction, the diagnosis and assessment of severity of
congestive heart failure, the risk stratification of patients with acute coronary syndromes and
heart failure. Alere Triage Cardio2 is CE marked, but is not available for sale in the United
States.

Alere Triage Troponin . An immunoassay for the quantitative determination of troponin | in
whole blood and plasma specimens. The test is used as an aid in the diagnosis of myocardial
infarction. Alere Triage Troponin | is CE marked, but is not available for sale in the United
States.

Alere Triage D-Dimer Test. An immunoassay for use as an aid in the assessment and
evaluation of patients suspected of having disseminated intravascular coagulation or
thromboembolic events, including pulmonary embolism and deep vein thrombosis.

Alere Triage NGAL. An immunoassay for use in the rapid, quantitative determination of
neutrophil gelantinase-associated lipocalin (NGAL) in anticoagulated whole blood or plasma
specimens. Studies have shown a link between elevated NGAL levels and the later occurrence
of elevated creatinine indicative of prior acute kidney injury. Alere Triage NGAL is CE marked,
but is not available for sale in the United States.

Our Alere Cholestech LDX System is a point-of-care monitor of blood cholesterol and related lipids

which is used to test patients at risk of, or suffering from, heart disease and related conditions. The
Alere Cholestech LDX System makes it possible to provide a complete lipid profile with tests for total
cholesterol, high-density lipoprotein cholesterol (HDL) and low-density lipoprotein cholesterol (LDL),
triglycerides, and glucose, as well as tests for alanine aminotransferase (ALT) and aspartate
aminotransferase (AST) (for liver enzyme monitoring), and high sensitivity C-reactive protein, or
hs-CRP. The system can also provide coronary heart disease risk assessment from the patient’s
results as measured on the lipid profile cassette. The Alere Cholestech LDX System provides results in
five minutes per test cassette (seven minutes for hs-CRP) and is CLIA-waived, meaning the United
States Food and Drug Administration, or FDA, has waived the more stringent requirements for
laboratory testing applicable to moderate or high complexity laboratories based on the Alere

4



Cholestech LDX System’s ease of use and accuracy. This waiver allows the Alere Cholestech LDX
System to be marketed to physician offices and clinics, rather than hospitals or larger laboratories, and
to be used in health screening by medical professionals.

Our Alere INRatio System is an easy-to-use, hand-held blood coagulation monitoring system for
use by patients and healthcare professionals in the management of warfarin, a commonly prescribed
medication used io prevent biood ciots. The Aiere iNRatio System measures PT/iNR, which is the
patient’s blood clotting time reported pursuant to an internationally normalized ratio, to help ensure that
patients at risk of blood clot formation are maintained within the therapeutic range with the proper
dosage of oral anticoagulant therapy. The Alere INRatio System is 510(k) cleared by the FDA for use
by healthcare professionals, as well as for patient self-testing, and is also CE marked in Europe. The
system is targeted to both the professional, or point-of-care, market, as well as the patient self-testing
market. We also sell an improved version of the system, the Alere INRatio2 System, which targets the

patient self-testing market through enhanced ease of use.

We also distribute the epoc® Blood Analysis System for blood gas and electrolyte testing pursuant
to an agreement with Epocal, Inc., or Epocal. The epoc (enterprise point-of-care) platform is a
point-of-care analysis system which provides wireless bedside blood gas and electrolyte measurement
testing solutions and complements our Alere Triage products in cardiology and emergency room
settings. Utilizing easy to use, low-cost disposable Smart-Cards™, the epoc System produces
laboratory-quality results in critical and acute care settings in about 30 seconds. The epoc System
received FDA 510(k) clearance in 2006 for marketing in the U.S. and is also CE marked in Europe.

During 2010, we launched the Alere Heart Check System in Europe. The Alere Heart Check
System provides a quantitative reading of BNP in 10 minutes using a fingerstick sample (12 microliters)
with substantially equivalent performance to lab instruments. initially being marketed as a point-of-care
device, the Alere Heart Check System is ultimately designed for home use and is intended to enable
doctors to remotely monitor BNP levels of congestive heart failure patients and adjust their therapy
accordingly.

We also sell disposable, lateral flow rapid diagnostic tests for d-dimer and troponin | under our
Clearview brand. These tests offer efficiency, as well as ease of use and accuracy, to clinics, hospitals
and laboratories around the world.

Infectious Disease. We believe that the demand for infectious disease diagnostic products is
growing faster than many other segments of the immunoassay market due to the increasing incidence
and awareness of certain diseases or groups of diseases, including viral hepatitis, respiratory syncytial
virus (RSV), influenza, pneumonia, tuberculosis, human immunodeficiency virus (HIV) / acquired
immunodeficiency syndrome (AIDS), enteric disease, herpes and other sexually-transmitted diseases.
To meet this demand, we have continued to expand our product offerings and now offer one of the
world’s largest infectious disease test menus. We develop and market a wide variety of point-of-care
tests for influenza A/B, RSV, strep throat, pneumonia, C. difficile, infectious mononucleosis, HIV,
herpes simplex virus (HSV-2), hepatitis C (HCV), hepatitis B (HBV), malaria, lyme disease, chlamydia,
H.pylori, rubella and other infectious diseases. Our tests for infectious disease are currently sold under
brand names that include Alere, Alere Determine, Acceava, BinaxNOW, Clearview, DoubleCheckGold,
Panbio, Standard Diagnostics, TECHLAB and TestPack. We are also expanding commercialization of
the Alere CD4 Analyzer in several countries in Africa, Asia and Europe, as well as in North and South
America. The Alere CD4 Analyzer is the first point-of-care CD4 platform which measures absolute CD4
counts. A CD4 count is a measure of the number of helper T cells per cubic millimeter of blood used to
analyze the prognosis of patients with HIV. The Alere CD4 Analyzer provides results in 20 minutes or
less, using single-use, disposable fingerstick cartridges. CD4 results delivered quickly and at the point
of care can improve antiretroviral therapy-related patient retention and improve access to treatment.

In addition to point-of-care products, we also offer a line of indirect fluorescent antibody, or IFA,
assays for over 20 viral, bacterial and autoimmune diseases, a full line of serology diagnostic products

5



covering a broad range of disease categories and over 70 enzyme-linked immunosorbent assays, or
ELISA tests, for a wide variety of infectious and autoimmune diseases, as well as a full line of
automated instrumentation for processing ELISA tests. We are the exclusive U.S. distributor of the
AtheNA Multi-Lyte® Test System, a multiplexed, fluorescent bead-based system designed to
simultaneously perform multiple assays from a single sample using just one well. It offers a simple and
streamlined alternative to IFA and ELISA testing, providing improved clinical sensitivity and
comparable clinical specificity in a labor-saving, automation-friendly format. Our IFA, serology and
ELISA products, which generally serve the clinical diagnostics laboratory markets, are generally
marketed under our Wampole brand.

Demand for certain infectious disease tests, such as influenza A/B, or flu, is significantly affected
by the seasonal nature of the cold and flu season. As a result, we typically experience higher sales of
our flu tests in the first and fourth quarters. Sales of our flu products also vary widely from year to year
based in large part on the severity, duration and timing of the onset of the cold and flu season.

Toxicology. Drug abuse is a major global health problem, as well as a social and economic
burden. In addition to being a primary cause of lost workforce productivity, family conflict and drug-
related crime, drug abuse of illicit and prescription drugs is linked globally to the spread of HIV/AIDS,
hepatitis and other blood-borne pathogens through the use of contaminated needles. This misuse of
drugs and drug addiction are among the costliest health problems in the United States, and
increasingly abroad. As a result, employers, law enforcement officials, healthcare professionals and
others expend considerable effort to ensure that their employees, patients and other constituents are
free of substance abuse and misuse. This critical need creates a significant market for simple and
reliable laboratory-based, point-of-care and rapid toxicology tests to detect both the most commonly
abused substances and an ever-evolving set of esoteric and regional toxins. Additionally, physicians
are increasingly utilizing drug testing to identify and address signs of prescription drug misuse, whether
illicit or by prescription, and more broadly, to improve outcomes in addiction medicine. Urine and oral-
based screening and confirmation tests for drugs of abuse range from simple immunoassay tests to
complex analytical procedures. The speed and sensitivity of immunoassays have made them the most
widely-accepted method for toxicology screening at the point of care.

We offer one of the most comprehensive lines of drugs of abuse tests, reagent systems and
laboratory testing options available today. Our products include tests to detect alcohol, as well as
various device platforms for the detection of the following illicit and prescription drugs of abuse:
amphetamines/methamphetamines, cocaine, opiates, phencyclidine, tetrahydrocannabinol,
acetaminophen, barbiturates, benzodiazepines, methadone, propoxyphene and tricyclic
antidepressants, using urine and, for some applications, saliva, hair and other body fluids.

Our rapid toxicology tests are sold primarily under the brands Alere Triage, Alere iScreen,
Concateno and SureStep. The Alere Triage TOX Drug Screen panel sold for use with our Alere Triage
MeterPro system detects the presence of many of the illicit and prescription drugs listed above at the
point of care in approximately 15 minutes. It is widely used in hospital and clinical testing as a
laboratory instrument to aid in the detection of drug abuse. Our Drug Detection System, or DDS, is an
enhanced, on-site saliva drug detection system utilized in roadside testing which displays results for
the presence of two drugs in less than 90 seconds and six different drugs in less than five minutes.

We also offer comprehensive laboratory-based testing services throughout Europe under the
name Concateno and in the United States under the names Alere Toxicology Services, Inc., or Alere
Toxicology, and Redwood Toxicology Laboratory, Inc., or Redwood. Two of Alere Toxicology's
laboratories are certified to the highest standard by the U.S. Substance Abuse and Mental Health
Services Administration, or SAMHSA. In addition, we are expanding our offerings in the growing
market for pain management and addiction medicine services, or the monitoring and documentation of
adherence to prescription drug treatment or drug abstinence plans through complex laboratory testing.
In 2011 we acquired Avee Laboratories Inc. to further develop our efforts in this area. Finally, through
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Redwood, we offer comprehensive, low-cost laboratory testing services to multiple domestic clients,
including law enforcement agencies, penal systems, insurers and employers in the United States. In
addition, we are expanding our offerings in the growing market for pain management and addiction
medicine services, or the monitoring and documentation of adherence to prescription drug treatment or
drug abstinence plans through complex laboratory testing.

Diabetes. During the fourth quarter of 2011, we acquired Axis-Shield plc and Arriva Medical,
LLC, or Arriva. The point-of-care products of Axis-Shield include the Afinion Analyzer System and the
NycoCard System. The Afinion Analyzer System makes it possible to easily and rapidly determine the
level of glycated hemoglobin, or HbA1c, in a patient’s blood at the physician’s office during the visit,
which can provide information regarding the patient’s average blood sugar levels over a period of time.
This system will simplify monitoring of any type of diabetes, facilitating treatment management and
prevention of complications. By providing timely information regarding a patient’s blood sugar levels
over time, it may also increase the patient's motivation to comply with treatment and lifestyle changes
to optimize prognosis. The NycoCard System, which is a widely distributed, low-cost product suited to
countries with developing healthcare systems, includes tests for CRP, HbA1c and U-Albumin. The test
for U-Albumin is used for early identification of renal disease in patients with diabetes or hypertension.
Physicians test for elevated levels of CRP in a patient’s bloodstream to detect signs of inflammation or
tissue damage, which can be associated with a wide variety of chronic and acute conditions. With our
acquisition of Arriva, we are now a major, national mail order supplier of diabetic testing supplies,
including blood glucose monitors, test strips, lancets, lancing devices, and control solution, as well as
other related medical supplies in the United States. These products are usually covered by Medicare,
Medicaid and other third-party payers.

Oncology. Among chronic disease categories, we are focused on oncology diagnostics as an
area of significant future opportunity. The Alere NMP22 BladderChek Test is the only in-office test
approved by the FDA as an aid in the diagnosis of bladder cancer. The Alere NMP22 BladderChek
Test is a non-invasive assay, performed on a single urine sample that detects elevated levels of
NMP22 protein. The test can be performed in a physician’s office with results delivered during the
patient visit, allowing a rapid, accurate and cost-effective means of aiding the detection of bladder
cancer in patients at risk, when used in conjunction with standard diagnostic procedures. We also offer
the Alere NMP22 Test Kit, a quantitative ELISA test designed to detect elevated levels of NMP22
protein.

Our Clearview FOB and Uitra FOB rapid tests aid in the early detection of colorectal cancer, the
third most common type of cancer in men and women. Also, as a result of our November 2010
acquisition of AdnaGen AG, or AdnaGen, a German company specializing in the development of
cancer diagnostics through the detection and analysis of circulating tumor cells, we now sell the
AdnaTest ColonCancer and AdnaTest BreastCancer products, which are CE-certified for the detection
of circulating tumor cells.

Women’s Health. Since women’s health and general sexual health issues are a global health
concern, this area remains a priority for us. In the professional marketplace, we are a global leader in
pregnancy and fertility/ovulation testing. Our professional pregnancy tests are generally urine-based,
CLIA-waived rapid tests in dipstick or cassette format.

Our professional women'’s health products also target diseases or conditions, such as
pre-eclampsia, rubella, pre-term labor and premature rupture of membrane, which pose unique threats
to mothers, fetuses or newborn babies. Additionally, we offer bone therapy (osteoporosis monitoring).
We also market a portfolio of tests for sexually-transmitted diseases. Our women’s health products are
currently sold under our Alere, Acceava, Clearview, Osteomark, Sure-Step and TestPack brands.

Health Management. Our health management business strives to empower participants in our
programs and physicians so they can work together towards better health. We believe that by utilizing
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existing professional diagnostic devices and new devices under development to enhance the delivery
of health management and by improving the quality of medical data available to healthcare providers,
we can further facilitate cost containment and outcome-driven decision making. We also provide
services supporting home INR testing. Currently, our health management business is principally
conducted in the United States, but we have plans to expand further internationally.

Our expert-designed health management programs:

* embrace the entire lifespan, from pre-cradle to end-of-life, and targeted health states, from
wellness to prevention to total health management of the individual for those having various
chronic illnesses;

* target high-cost chronic conditions with programs designed to improve outcomes and reduce
expenditures;

* provide health coaches who engage and motivate participants during teachable moments;
* help participants improve their health by supporting their individual health goals;

* help payers, physicians, patients and accountable care organizations connect more efficiently
through the exchange of health information;

* bring greater clarity to healthcare with empowering technologies that lead to better outcomes;
and

« offer the expertise of more than 2,000 healthcare professionals who share a passion for patient
and customer care.

Our key health management programs are:

Disease and Case Management. The Alere Disease Management (Chronic Care) Program
provides technology-enabled, evidence-based solutions for managing chronic and high-cost conditions,
improving clinical outcomes and reducing healthcare costs. The Alere Disease Management Program
assists individuals with chronic diseases or conditions to better manage their care by increasing their
knowledge about their ilinesses, potential complications and the importance of medication and
treatment plan compliance. Our highly-trained nurses proactively contact participants to monitor their
progress and ensure they are following the plan of care set by their physician. They work with
participants to identify potential gaps in care, which occur when individuals are not treated in
accordance with national standards of care, or best practices, or when an individual fails to comply with
his or her treatment plan.

We offer a personal health support model of care. This model differs from providers of traditional,
total population health models in several ways, including how individuals are selected, as well as a
more disciplined approach to defining who can benefit from what kinds of ‘touches’ and how these
specific interactions are best accomplished. A second key differentiator is the use of the Alere DayLink
Monitor for persons participating in higher risk health management programs. The DayLink Monitor
records a participant’s weight and/or blood glucose, as well as answers to questions regarding their
symptoms. This information is gathered daily and sent to our clinicians for review. The Alere Disease
Management Program currently assists individuals with the following chronic diseases or conditions:
asthma, coronary artery disease, chronic obstructive pulmonary disease, diabetes, heart failure, pain,
weight management and depression. In addition, we also offer Complex Care Management for
participants who require more attention and care than a traditional disease management program
provides. What distinguishes our two programs is that Complex Care provides on-site care, and the
Disease Management (Chronic Care) Program involves telephone contact with Alere clinicians. Our
accountable care offerings are designed to provide wellness, decision support, care coordination, care
management and case management services to health care providers who agree to be accountable for
the quality, cost, and overall care of beneficiaries who are enrolled in such programs.
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Women’s & Children’s Health. Our Women’s and Children’s Health division delivers a wide
spectrum of obstetrical care services, ranging from a risk assessment to identify women at risk for
pregnancy complications to a neonatal program for early infant care management. In between are
home-based obstetrical programs to manage and monitor pregnant women who have medical or
pregnancy-related problems that could harm the health of the mother or baby. We deliver telephonic
and home-based nursing services that support improved clinical outcomes. We have developed and
refined these services over the years to accommodate physician plans of care. We focus on
assessment of patient data and providing education. Our high-risk pregnancy management program
revenues tend to be seasonal. Revenues tend to decrease with the onset of the holiday season
starting with Thanksgiving. As a result, first and fourth quarter revenues each year tend to be lower
than second and third quarter revenues.

Wellness. Wellness Solutions is a suite of integrated wellness programs and resources designed
to help organizations reduce health risks and improve the health and productivity of their employees
and health plan members, while reducing healthcare-related costs. Wellness programs include
screening for risk factors associated with diabetes, cardiovascular heart disease, hypertension and
obesity; screening for high-risk pregnancies; assessments of health risks for broad populations;
programs that promote better health by encouraging sustainable changes in behavior and health
coaching. Our Alere Wellbeing business specializes in web-based learning and phone-based cognitive
behavioral coaching to help employers, health plans and state governments improve the overall heaith
and productivity of their covered populations. Alere Wellbeing’s evidence-based programs address the
four key modifiable health risks that contribute to chronic disease: tobacco use, nutrition, physical
inactivity and stress.

Patient Self-Testing Services.. We also offer services designed to support anticoagulation
management for patients at risk for stroke and other clotting disorders who can benefit from home INR
monitoring. Our Alere Home Monitoring business assists patients in acquiring home INR monitors,
including our Alere INRatio2 monitors, and seeking Medicare reimbursement and insurance coverage,
while providing physicians with a comprehensive solution for incorporating home INR monitoring into
their practice. Our CoagNow program includes our Face-2-Face patient training model, which utilizes
experienced nurse educators, patient scheduling, collection and reporting of home testing results to the
physician and CoagClinic, our sophisticated web-based application that provides healthcare
professionals with real-time access to patient information.

Oncology. The Alere Oncology Program is the longest-running cancer management program
(since 1994) in the U.S. The Alere Oncology Program manages adults diagnosed with any cancer that
requires treatment beyond a single surgery and includes services for over 42 different tumor types and
over 200 stages of cancer. Since the program’s inception, we have managed more than 65,000
participants. Cancer continues to challenge employers and health plans as they search for tools to
compassionately manage this condition among their population in the most cost-effective manner. By
incorporating “best of breed” practices and coordinating with physicians and participants, we provide
an integrated solution to proactively manage this expensive and increasingly chronic disease.

Technology Solutions. Our technology solutions provide employers and health plans with a
powerful portal or “front door” to our continuum of healthcare services and allow individuals to create a
confidential on-line record of their personal healthcare data that is compliant with the requirements of
the Health insurance Portability and Accountability Act, or HIPAA, and its regulations. Our Apolio
technology platform, which was launched in January 2010, provides the framework and supporting
infrastructure for a series of significant enhancements to Alere’s services, including a dynamic,
interactive and personalized experience for employees via an enhanced health portal, and was
designed to provide us with the ability to integrate data from a variety of sources, including health
plans, pharmacy benefit managers, self-reported data and point-of-care devices.

Through our recent acquisition of Wellogic, a provider of software solutions designed to connect
the healthcare industry, we now also offer health information exchange solutions, care coordination
software solutions and electronic health record, or EHR, technology. These technologies are designed
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so that comprehensive patient information from muitiple venues of care is available at the point of care
and easily used by healthcare providers who depend on it. We also intend to include these
technologies and services in our accountable care offerings, which are designed to provide wellness,
decision support, care coordination, care management and case management services to healthcare
providers who agree to be accountable for the quality, cost and overall care of beneficiaries who are
enrolled in such programs. Our EHR solutions are certified under the Medicare and Medicaid EHR
Incentive Programs authorized under the Health Information Technology for Economic and Clinical
Health Act, or HITECH, to allow clients to qualify for incentive payments as they demonstrate
meaningful use of EHR technology.

Consumer Diagnostics. In 2007, we and affiliates of The Procter & Gamble Company, or P&G,
commenced a 50/50 joint venture for the development, manufacturing, marketing and sale of existing
and to-be-developed consumer diagnostic products, outside the cardiology, diabetes and oral care
fields. As part of this arrangement, we transferred essentially all of the assets of our consumer
diagnostics business, other than our manufacturing and core intellectual property assets, to the joint
venture, and P&G acquired its interest in the joint venture. Accordingly, substantially all of the
consumer diagnostics business conducted by us prior to the joint venture, including all of our products
targeting the worldwide over-the-counter pregnancy and fertility/ovulation test market, are now sold by
the joint venture, which is an unconsolidated entity operating primarily under the name SPD Swiss
Precision Diagnostics GmbH, or SPD.

As part of the SPD joint venture, we entered into a finished product purchase agreement, pursuant
to which we currently manufacture and sell to SPD substantially all of the consumer diagnostic
products which it sells. We also entered into certain transition and long-term services agreements with
SPD, pursuant to which we provide certain operational support services to the joint venture. Our
consumer diagnostics segment recognizes the revenue and costs arising from these arrangements.

Our other current consumer diagnostic products consist of our market-leading First Check brand of
over-the-counter drug tests for at-home testing for up to seven illicit drugs and five prescription drugs,
as well as First Check brand over-the-counter tests for cholesterol monitoring and colon cancer
screening. Taking advantage of our leadership in the field of women’s health, we also sell Balance
Activ Vaginal Gel directly to consumers and health care professionals for the effective treatment of
bacterial vaginosis without antibiotics.

Methods of Distribution and Customers

In the United States, Canada, the United Kingdom, Ireland, Germany, ltaly, Spain, Portugal,
Switzerland, the Netherlands, Belgium, France, Austria, Sweden, Norway, Denmark, Finland, Israel,
India, Japan, China, South Korea, Taiwan, Australia, New Zealand, South Africa, Brazil, Argentina and
Colombia, we distribute our professional diagnostic products to hospitals, reference laboratories,
physician offices and other point-of-care settings through our own sales forces and distribution
networks. In these countries, as well as in all other major world markets, we also utilize third-party
distributors to sell our products. Our Alere Home Monitoring business facilitates the distribution of our
Alere INRatio PT/INR coagulation monitors by contacting targeted customers and facilitating the
Medicare reimbursement process for physicians and for patients monitoring at home.

We market our health management programs primarily to health plans (both commercial and
governmental) and self-insured employers and, to a lesser extent, to government and governmental
programs, pharmaceuticai companies and physicians, through our empioyee saies force and channei
partners.

We market and sell our First Check consumer drug testing products in the United States through
retail drug stores, drug wholesalers, groceries and mass merchandisers. These products compete
intensively with other brand name drug testing products based on price, performance and brand
awareness.
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Manufacturing

Our primary manufacturing facilities are located in San Diego, California; Scarborough, Maine;
Dundee, Scotland; Oslo, Norway; Hangzhou and Shanghai, China; Matsudo, Japan; and Yongin,
South Korea. We also manufacture products at a number of other facilities in the United States,
Australia, Germany, india, Israel, South Africa, Spain and the United Kingdom.

Our primary manufacturing facilities are 1SO certified and registered with the FDA. We
manufacture substantially all of our consumable diagnostic products at these facilities. We also
manufacture the consumable diagnostic devices containing the diagnostic chemistry or other
proprietary diagnostic technology, which are used in conjunction with our diagnostic or monitoring
systems, including our Alere Triage system, our Alere Cholestech LDX monitoring devices, our Alere
INRatio monitoring devices and the digital pregnancy and ovulation prediction tests and fertility
monitors that we supply to the SPD joint venture. We contract with third parties to supply the electronic
reader portion of these diagnostic or monitoring systems and to supply various other products that we
sell, including our Alere Triage BNP Test for use on Beckman Coulter systems, a majority of our [FA
tests and our TECHLAB products.

Research and Development

Our primary research and development centers are in San Diego, California; Scarborough, Maine;
Jena, Germany and Cambridge, Stirling and Dundee, United Kingdom. We also conduct research and
development at some of our other facilities, including facilities in the United States, Australia, China,
Israel, Japan and South Korea. Our research and development programs focus on the development of
cardiology, women’s health, infectious diseases, diabetes, oncology and toxicology products together
with health management programs, as well as connectivity and information and data management
solutions related to our diagnostic products and our health management programs. Information about
research and development expenses for the last three fiscal years is provided on page F-4 of the
consolidated financial statements.

Global Operations

We are a global company with major manufacturing facilities in the United States, China, Japan,
Norway, Scotland, South Korea and significant research and development operations in the United
States, Germany and the United Kingdom. Our distribution network supporting our professional
diagnostics business includes offices in the United States, Argen