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Why Wait for Results?
The Benefits of Rapid and Point-of-Care Monitoring of Therapeutic Drugs
Biochemical testing to support clinical
decision making is essential, but certain
analytes are still not routinely tested
in-house. For these, patient samples are
sent away to a referral laboratory for
analysis or are stored and batch tested once
or twice a week. This means that it can take
several weeks before a result is available
and treatment decisions often have to be
made without the benefit of that analyte
information.
In these situations rapid testing within the
laboratory or even Point-of-Care (POC)
testing can aid the management of patients
significantly, by enabling rapid implementation
of the appropriate treatment. In addition to
the healthcare benefits, POC testing also gives
significant benefits to patients, enabling direct
discussion of results and the determination of
an appropriate treatment plan immediately.
Both of these can significantly relieve patient
anxiety that the delays from traditional
laboratory testing can cause.

Rapid Drug Monitoring
Knowledge of serum trough levels for biologic
drugs are extremely useful in determining
effective treatment. These compounds are
prone to either a primary loss of response (up
to 30% of patients) or a loss of response over
time (up to 46% of patients)1 with the level
varying depending on the compound.
Historically, testing has been performed
using ELISA methods which necessitates
batch testing in order to be cost efficient but
inevitably introduces a delay in obtaining the
result. This is compounded by the fact that
few hospitals run the analysis themselves –
most use a referral service which means results
can be delayed by several weeks. The optimal
time to assess a drug level is immediately prior
to the next infusion when it is at the trough
level. Consequently, due to the time taken
to obtain test results traditionally, patients
will receive at least the immediate dose
without adjustment. They may even receive
multiple further doses before the drug can be
optimised into the therapeutic window.

This rapid test strategy has the
potential to reduce patient risks and
improve patient outcomes without
negative cost implications2

BÜHLMANN Quantum Blue®
Therapeutic Drug Monitoring Assays

Figure 1:
Proportion of patients with therapeutic IFX levels increased over time.2
Standardisation
There are numerous tests available for the determination of trough level biologics and the
World Health Organisation (WHO) has recently introduced an international reference material
for infliximab (NIBSC 16/170), to improve comparability of the various testing methods.
A poster by Keller et al. presented at the
2020 Virtual UEGW evaluated samples
analysed with the BÜHLMANN Quantum
Blue Infliximab assay and WHO calibration
which showed excellent correlation3
[Figure 2].

Another poster presented at the 2020 Virtual
UEGW from R. Olson et al. compared the
BÜHLMANN rapid infliximab assay with
laboratory HPLC tandem mass spectrometry
analysis performed at the Mayo Clinic in
America4 with results giving an r of 0.965
[Figure 3].

The Quantum Blue therapeutic drug
monitoring assays are read using a small
bench top reader and can be performed
in the laboratory or infusion clinic to give
quantitative results. Studies have shown
that the results using the rapid method are
comparable to the traditional laboratory
result:

Rapid Test Time

Antibody Testing
These drugs can suffer from loss of response
due to the development of antibodies against
the drug molecules. This can occur in up to
46% of patients (depending on the drug). So,
in addition to the importance of determining
if the drug level is within the therapeutic
window, antibody levels should also be tested.
Monitoring patients on treatment is also very
important and therefore, anti-drug antibody
assays are also available to determine the free
antibody level within patients.
Following the same format as the drug
level assays, the antibody assays will give a
qualitative result within an hour enabling
immediate adjustment of therapy if required.

The total test time is approximately one hour
(actual assay time is 15 minutes). This makes
it practical for patients to attend clinic, have
their blood sample taken for analysis
by the nurse in the infusion clinic and
Quantum Blue tests can accurately be
then whilst the patient goes for a cup
performed
by a nurse which means that TDM
of tea the assay can be run. The
now
can
be
moved from a distant laboratory
results are then available in time
to the near patient facility like the infusion
to optimise the dose given at that
centre and ensure correct dosing in IBD and
appointment.Tests can be performed
other patients on IFX treatment6
in the laboratory, or by nurses in clinic
and still have a good correlation to the
laboratory result6.

Quantum Blue TDM Assay Range

In a poster presented by C. Rentsch et al. at
ECCO 20182, data showed 77% of patients
required dose adjustment based on the serum
trough levels achieved after the first dose,
with 51% requiring dose reduction and 26%
requiring dose escalation [Figure 1].
In the absence of timely trough level
information these patients are likely to receive
subsequent doses without the appropriate
adjustment, therefore compounding the
situation.

The BÜHLMANN Quantum Blue® Infliximab
and Adalimumab assays enable rapid,
individual testing of serum samples to give
trough level results in about an hour, enabling
the proactive management of patients
through adjustment of the next dose. Rapid
results like these not only enable optimisation
of treatment minimising loss of response and
side effects but also save valuable healthcare
resources.

It is a good alternative for the
conventional ELISA method for
the measurement of IFX serum
concentrations at trough in IBD5

Figure 2:
Passing-Bablok regression analysis
of serum samples analysed with
BÜHLMANN and WHO calibration.3

Figure 3: Passing-Bablok
regression analysis comparing
BÜHLMANN rapid infliximab assay
with laboratory HPLC tandem
mass spectrometry analysis.4

Code

Description

Pack size

LF-TLIF25

Serum trough level infliximab

25 tests

LF-TLIF10

Serum trough level infliximab

10 tests

LF-TLAD25

Serum trough level adalimumab

25 tests

LF-TLAD10

Serum trough level adalimumab

10 tests

LF-ADIF25

Serum trough anti-infliximab antibodies

25 tests

LF-ADIF10

Serum trough anti-infliximab antibodies

10 tests

LF-ADAD25

Serum trough anti-adalimumab antibodies

Coming soon

Flexible
There are a number of therapeutic drug
monitoring assays available for use with the
Quantum Blue reader with individually sealed
tests and small pack sizes to suit POC testing.
All the Quantum Blue assays offer:
■ Single use tests:
□ No need to batch samples
□ Individually packaged test to maintain
quality until use
■ Simple bench top reader
□ Touch screen data entry
□ Used as a stand-alone device or
connected to a PC/Hospital information
system
■ Controls included within each kit
■ High correlation to traditional ELISA
methods and WHO standard
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Find out more at:
www.alphalabs.co.uk/tdm or contact
Alpha Laboratories if you would like to do
an evaluation and see how POC testing can
impact patient care in your hospital.

www.alphalabs.co.uk
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