F E B R I D X® U S E R G U I D E

It Can Be Difficult to Determine the Cause
of Their Acute Respiratory Infection

FebriDx Point-of-Care Test Device
®

The first and only rapid, all-in-one point-of-care test device that can identify a clinically significant acute respiratory infection
(ARI) and differentiate viral from bacterial causes. FebriDx can be used to help triage patients at the point of care to reduce
®

uncertainty and avoid unnecessary antibiotics.

•

Reduce
Antibiotic Use

Results in 10 minutes increases confidence
in whether or not to prescribe an antibiotic.

•

Accurate
(99% NPV)

All-in-one test device allows doctors or nurses
to test during triage.

•

Instrument-free means no expensive equipment
and a fully portable solution.

•

Highly sensitive/specific dual biomarker technology
provides reliable differentiation of viral and bacterial
infections.
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ACTUAL SIZE OF TEST DEVICE
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Result window

Lower
Healthcare Costs

FebriDx Can Help Your Practice and Your Patients
®

Practice Efficiency and Improved Workflow
Time management is important for you and for your patients. FebriDx can assist with a diagnosis in 10 minutes for patients
®

with ARIs. The FebriDx test is easily performed by a nurse or healthcare worker—either at the point of triage or after—
®

freeing up valuable physician time. FebriDx can accurately determine whether your patient needs antibiotics within
®

a single clinic visit.

8 ARI PATIENTS SOLELY
MANAGED BY NURSE

NURSE-LED
TRIAGE WITH

FebriDx

®

10 PATIENTS PRESENT
WITH ARI DAILY

10
PATIENTS
DISCHARGED

2 ARI PATIENTS SEEN
BY DOCTOR

IN A 10,000 PATIENT PRACTICE, USING FEBRIDX SAVES DOCTORS ~ 43 DAYS ANNUALLY.1
®

Patient Satisfaction
Patients often insist on antibiotics. Since most coughs are caused by viral infections, antibiotics can often be prescribed
unnecessarily.2-3 Using FebriDx can help you explain why your patient may or may not need antibiotics, thereby improving
®

patient satisfaction and confidence in their treatment recommendations.

10

MINUTES

YOU MAY HAVE
JUST A FEW MINUTES
WITH EACH PATIENT. 4

HOW DO YOU KNOW
IF THEY NEED ANTIBIOTICS?
FEBRIDX ® CAN PROVIDE
HIGHLY ACCURATE RESULTS
WITHIN THAT TIME PERIOD.

GIVE YOUR PATIENTS
THE ANSWERS AND
EDUCATION THEY NEED
DURING THEIR
APPOINTMENT.
3

Acute Respiratory Infections Create Challenges.
FebriDx Provides Solutions.
®

Acute Respiratory Infections and Antibiotics
An ARI is the most common single reason for outpatient office visits and antibiotic prescriptions.5-9 Up to 80% of all
antibiotic prescriptions originate from primary care settings and 60% of those prescriptions are for ARI.5-9
More than 90% of patients who present to their healthcare providers with the most common symptom of an ARI—
an acute cough—have a syndrome caused by a virus.2-3

Antibiotics and Resistance
Almost 50% of antibiotics in primary care are not needed.5-6,10 Unnecessary use of antibiotics leads to antibiotic resistance,
causing more than 25,000 deaths in the EU, and 700,000 globally.11-12 Antibiotic resistance results in costs over €1.5 billion
in the EU and $20 billion in the U.S. annually.5,7,11
Antibiotic use in the primary care setting is one of the major risk factors for developing antibiotic-resistant organisms
and ARI is the most common reason for prescribing antibiotics.13-14 Knowing whether your patient has a virus or bacterial
infection could have a direct impact on the spread of resistant bacteria.15

MORE THAN

90%

OF PATIENTS
WHO PRESENT
WITH AN ACUTE COUGH
HAVE A SYNDROME
CAUSED BY A VIRUS. 2-3

4

FebriDx Can Reduce Unnecessary
Antibiotics and Risks
®

Antibiotics and Adverse Events
Routine use of antibiotics for ARI should be evaluated for safety as well as efficacy. Up to 1 in 5 drug-related emergency
department visits are due to adverse events from antibiotic use, and about 1 in 1,000 has a serious adverse event.5-6,10
Adverse events resulting from unnecessary antibiotic prescriptions increase medical burden, healthcare costs, and expose
patients to additional risks.15
When evaluating a patient with ARI symptoms, there is no evidence of benefit from antibiotics for the common cold or
acute rhinitis in children or adults. There is evidence that antibiotics cause significant adverse effects in all ages when given
for these conditions.16

Antibiotic Adverse Events17
COMMON

LESS COMMON

ALLERGIES

DIARRHOEA

KIDNEY STONES

RASH

NAUSEA

ABNORMAL BLOOD CLOTTING

SWELLING OF THE TONGUE

VOMITING

SUN SENSITIVITY

SWELLING OF THE FACE

RASH

BLOOD DISORDERS

DIFFICULTY BREATHING

UPSET STOMACH

DEAFNESS

FUNGAL/ YEAST INFECTIONS

SEVERE BLOODY DIARRHOEA

(IMMEDIATE OR DEL AYED)

C. difficile INFECTIONS

An Example of Antibiotic Overuse: Clostridium difficile
Clostridium difficile (C. difficile) is a spore-forming bacteria that can produce a toxin causing symptoms ranging from mild
diarrhoea to death.18-19 The estimated cost of this infection in Europe is €3 billion per year.20 It is associated with increased
mortality and length of stay in hospitalized patients.20 The most important risk factor for C. difficile infection is previous
antibiotic use.18-20 By eliminating unnecessary antibiotics and with continued antibiotic stewardship efforts, C. difficile rates
can be reduced.18-19
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FebriDx Instructions for Use
®

A drop of fingerstick blood and 10 minutes is all you need. Be sure to follow standard blood collection procedures
for a fingerstick blood sample.

1

Lance finger

Follow standard blood
collection procedures
for a fingerstick blood
sample.
Twist and pull to
remove the protective
lancet tab.
Firmly press the lancet
to puncture the skin.
Wipe away the first drop
of blood.

2 Collect blood sample

3 Deliver blood sample

4

Gently massage the
finger to encourage
blood flow to obtain
a drop of blood that
hangs from the finger.

Rotate the blood
collection tube over
the blood transfer zone
allowing it to lock
into position.

Activate the test by firmly
and fully pressing the
buffer release button.

Place the blood
collection tube at a
45 degree angle,
making contact with the
hanging drop of blood.
Avoid direct contact with
the patient’s ﬁnger.

Wait for most of the
blood to transfer to the
blood transfer zone
(~ 5-10 seconds).

Fill the blood collection
tube completely.
Gently squeeze the
finger to add more
blood if necessary. The
blood collection tube
must be full.
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If the blood does not
immediately begin
to transfer, reverse the
blood collection tube
back to its original
position and ensure the
tube is completely full
before rotating back onto
the blood transfer zone.

Deliver buffer solution

If no fluid is visible within
25-30 seconds, firmly
re-press the buffer
release button.
Place the test on a flat
surface. Results will
appear in the result
window in 10 minutes.

How to Read FebriDx Results
®

In 10 minutes, you will have reliable test results that you can use to make the most appropriate treatment and prescribing
decisions. Colour-coded lines make interpretation of the results easy.

A blue control line must appear in the result window for the test to be valid.

Bacterial Infection

Viral Infection

Negative Result

Black Only Result Line

Any Red Result Line

No Result Line

CRP

CRP

CRP

MxA

MxA

MxA

CTR

CTR

CTR

Bacterial Infection

Viral Infection

Negative Result

Important Notes
Even if result line is faint in colour, incomplete
over the width of the result window, or uneven
in colour, it should be interpreted as positive.

If there is no
blue control line,
the test is invalid.

CRP
MxA
CTR
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FebriDx = 2 Biomarkers
®

FebriDx produces a multiplexed result pattern combining C-reactive protein (CRP) and myxovirus resistance protein A (MxA).
®

CRP is an acute phase inflammatory protein that is elevated in the presence of a bacterial
infection. Bacterial infection is a potent stimulus of marked CRP elevation. CRP is elevated
within 4-6 hours of onset and is correlated with the severity of the infection. Normal CRP
is less than 3 mg/L.21 It has been demonstrated that 38-56% of patients with viral acute
respiratory infections have CRP levels greater than 20 mg/L which may lead to unnecessary
antibiotics being prescribed.22

MxA is an intracellular blood protein that is stimulated by interferon (IFN) alpha/beta
cells.23 IFN cells are induced by viruses and form an essential part of the immune system’s
defense against viral infections. MxA protein becomes elevated only in the presence of
acute viral infections and not in bacterial infections.24
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FebriDx Is Both Sensitive and Specific
®

By combining a marker of bacterial infection, CRP, and a marker of viral infection, MxA, the dual biomarker technology of
FebriDx improves the sensitivity and specificity of both markers. Neither CRP nor MxA alone is sensitive or specific enough
®

to differentiate viral from bacterial infections. At low levels, CRP is very sensitive but non-specific at confirming bacterial
infection. At high levels, the reverse is true. MxA is specific for viral infections only and will not be elevated in the presence
of a bacterial infection.
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SENSITIVITY AND SPECIFICITY VALUES
AT VARIOUS CUT-OFF LEVELS FOR CRP AND Mx A

FebriDx optimises the sensitivity and specificity of both markers to accurately and reliably differentiate between acute
®

viral and bacterial respiratory infections with a 97-99% negative predictive value (NPV).22,32
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FebriDx Is Supported by Science
®

Two prospective, multi-center clinical trials using FebriDx demonstrated high sensitivity and specificity in differentiating
®

clinically significant viral and bacterial ARIs. These studies reveal a greater accuracy for differentiating viral and bacterial
infections than CRP or procalcitonin alone. FebriDx has a 97-99% NPV to assist in ruling out a bacterial infection.22,32
®

In an UK outcome study in a general practice setting, FebriDx improved the clinical management in 48% of patients and
®

reduced antibiotic use in 80% of clinical cases without any adverse events.33

Sample size
Fever
(n)
(hyperthermia)

Clinical Sensitivity
Diagnosis [95% CI]

Specificity
[95% CI]

PPV
[95% CI]

NPV
[95% CI]

Bacterial

95%
[77-100]

94%
[88-98]

76%
[59-87]

99%
[93-100]

Viral

90%
[81-96]

78%
[62-89]

89%
[82-93]

80%
[67-89]

Reported within
220
Shapiro et al.22 last 3 days
(55% febrile)

Bacterial

85%
[69-95]

93%
[89-96]

69%
[56-79]

97%
[94-99]

Viral

90%
[83-94]

76%
[66-84]

83%
[77-87]

85%
[77-90]

Reported within
last 3 days
(13% febrile)

Bacterial

80%
[59-93]

93%
[90-97]

63%
[45-79]

97%
[94-99]

Viral

87%
[75-95]

83%
[77-89]

64%
[53-75]

95%
[90-98]

121
Shapiro et al.22

205
Self et al.32

Exhibited on
enrollment
(100% febrile)

PPV = positive predictive value

10

NPV = negative predictive value

FebriDx FAQs
®

What is the storage requirement of FebriDx ?
®

FebriDx tests can be stored at room temperature (4-25oC or 39-77oF).
®

What patients should be tested with FebriDx ?
®

 Patient with symptoms of a new ARI including: runny nose, nasal congestion, earache, sore throat, new cough,
hoarse voice, shortness of breath in the last 7 days
 Patient that is 2 years or older

Can FebriDx be used on children?
®

Patients 2 years and older can be tested with FebriDx .
®

What patient samples can be used on FebriDx test?
®

Only fresh fingerstick blood can be used with the FebriDx test. Venous whole blood cannot be used as MxA is an
intracellular protein and once it is removed from the body, it loses stability.
®

When can the FebriDx test results be interpreted?
®

FebriDx test results can be read when 10 minutes have elapsed. FebriDx test results are stable for up to one hour.
Do not attempt to interpret results beyond one hour of test initiation.
®

®

The result line is faint. Does this affect the interpretation of results?
Even if the result line is faint in colour, incomplete over the width of the test strip, or uneven in colour, it should be
interpreted as positive. A positive result indicates the presence of elevated MxA and/or CRP proteins.

The result line(s) is visible but the control line is absent. Can I still report the results?
A blue control line must appear in the result window for the test to be valid. The absence of the blue control line indicates
an invalid result and the patient must be retested with a new FebriDx test.
®

What is a clinically significant acute respiratory infection?
A “clinically significant” ARI is defined as the confirmation of a bacterial or viral pathogen in association with a host immune
response. Unlike rapid antigen tests, PCR and culture, FebriDx differentiates true infection from colonization/carriage
through elevated levels of CRP/MxA.
®

Why do I sometimes see a CRP and an MxA line for some viral infections?
CRP is elevated in many viral infections including adenovirus and influenza. This is why CRP alone cannot differentiate
between viral and bacterial infections. With FebriDx , if the red line (MxA) is present then the result is a viral infection
irrespective of CRP.
®
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