
Step forward 
in monitoring 
biological therapies

Efficient and high-quality testing for 
drug levels and immunogenicity

DRUG MONITORING

CLINICAL DIAGNOSTICS



Therapeutic 
drug monitoring: 
a real need
Therapeutic drug monitoring is being increasingly adopted to try to 
optimize patients outcomes, particularly during maintenance treatment.41

Correlation between DL/ADA levels and clinical response3,27,28,33,37

Drug and anti-drug 
antibodies levels 
strongly correlate 

with clinical 
response

Positive antibodies to TNF 
inhibitors correlate to null or 
sub-therapeutic levels of the 

drug and poor clinical response

Therapeutic levels of TNF inhibitors 
correlate to low or null titer of 

anti-drug antibodies and good or 
moderate clinical response

Clinical Consequences
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Induction
Good response

Maintenance
Loss of response

Risk of infusion 
reactions 1,29

Increase of 
disease activity

Lower drug 
bioavailability

Example of secondary 
non-responder patient 
under IFX treatment
(3 mg/kg). (Based on 
Progenika internal study)1,2,3



Optimized methodology

   Multiple configurations. Removable strips

   Manual or automated mode

   Quick procedure: 2 hr 30 min

   Microplate precoated and ready-to-use reagents

High quality for reliable results

   Highly qualified professionals

   Supported by a large number of peer-reviewed articles

   High specificity and sensitivity

   Easy data interpretation

Simple Procedure

Testing for 
drug levels and 
immunogenicity

Quantitative 
determination of 
drug levels and anti-
drug antibodies 
levels for the main 
biological treatments 
in different therapy 
areas

Easy-to-use ELISA kits for routine use in clinical laboratories.

Add sample,
calibrators and

controls

Add conjugate

Incubate Incubate Incubate

Add substrate
solution 

Stop and read

STEP 1 STEP 2 STEP 3 STEP 4

Quick procedure: 2 hours 30 minutes
Hands-on time: 30 minutes

4 simple steps



Main benefits of therapeutic drug monitoring

By providing TDM tools, clinicians may improve patient 
treatment strategy, reducing the risk of inadequate treatments, 
inappropriate dosages and side effects.7,31,35,36,40,42 

It is widely accepted that there is a correlation between 
drug levels and therapeutic response. In consequence, drug 
monitoring and, if appropriate, tests for antibodies, may 
provide a more accurate analysis and help to adjust dosage 
in a personalized therapy strategy.7,35,42

TDM may shed light on the main situations encountered in 
the clinical practice: primary treatment failure, inadequate 
treatment response, adverse reaction to the injection, or 
secondary loss of response.31,36,40,42

Working together to administer the proper dose for the 
optimal treatment, resulting in efficient use of money15,30,32,34,38

A lack of information about serum drug levels and ADA can 
lead to non-optimal clinical treatment decisions and lead to 
unnecessary costs.15

In consequence, a test-based strategy with TDM of anti-
TNF is more cost-effective than an empirical strategy in 
both IBD and RA patients, with no negative impact on 
efficacy.30,34,38

TDM should be taken into consideration by physicians and 
healthcare authorities to guide decision-making in clinical 
practice and to reduce the costs of healthcare.38

Algorithm for Patient Management

Adequate response 
Consider lowering 

dosage and/
or frequency of 
administration

Negative for
anti-drug antibodies

Drug level in
therapeutic range

Negative for
anti-drug antibodies

Drug level in
therapeutic range

High titer of
anti-drug antibodies

Positive for
anti-drug antibodies

Negative for
anti-drug antibodies

Sub-therapeutic drug level

Primary Failure 
Optimal therapeutic 
target may not be 

TNFα. Consider 
switching to other 
non anti-TNF drug

Risk of infusion 
reaction

Secondary Failure 
Consider switching 
to another anti-TNF 

drug

Drug is rapidly 
cleared. Consider 
adjusting dosage 

and/or frequency of 
administration

Good Clinical 
Response

Poor Clinical Response

Illustrative internal algorithm for patient management using drug levels and immunogenicity testing. Not for use as sole input in clinical 
decisions. Based on published literature1,3,35,36,39
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Grifols International, S.A.
Parc Empresarial Can Sant Joan
Av. de la Generalitat, 152-158
08174 Sant Cugat del Vallès
Barcelona, Spain
Tel: (+34) 935 710 500

Diagnostic Service

Biosimilars

Manual or Automated Mode
   Promonitor kits can be fully automated in any open 

ELISA processor, leading to an increase in productivity 
and reliability

   Grifols provides adapted protocols for Triturus and is con-
tinuously working on the adaptation to other instruments

    Tests can also be performed manually (2 hours 30 min or 
1 hour 45 min) with minimal hands-on time (30 min) and 
the only platform required is a microplate reader

Grifols is offering TDM testing services in its facilities in Europe and North America. An easy-to-use sample 
collection and shipping service is provided (available in US). Physicians receive a complete report detailing 
results and reference values.

Evaluation studies have demonstrated that Promonitor kits are able to quantify the following biosimilars and 
the corresponding anti-biosimilar antibodies 21, 24, 25, 26, 43, 44 :

Tests can be 
fully automated 
in Triturus, SQII 
or any ELISA 
open processor

Current portfolio Under development
Promonitor Infliximab  

Promonitor anti-Infliximab

Promonitor Adalimumab

Promonitor anti-Adalimumab

Promonitor Etanercept

Promonitor anti-Etanercept

Promonitor Rituximab

Promonitor anti-Rituximab

Promonitor Golimumab

Promonitor anti-Golimumab

Promonitor Vedolizumab

Promonitor anti-Vedolizumab

Promonitor Ustekinumab

Promonitor anti-Ustekinumab

Promonitor Tocilizumab*

Promonitor anti-Tocilizumab*

*Already available for sale for RUO

San Marcos, TX, US Derio, Spain

Product registration and availability vary by country. Ask your local Grifols representative for more information.

Infliximab Remsima/Inflectra (CT-P13)
Flixabi (SB2)

Adalimumab Amgevita (ABP 501)
Imraldi (SB5)
Hyrimoz (GP 2017)

Etanercept Benepali (SB4)
Erelzi (GP 2015)

Rituximab Truxima (CT-P10)
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