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Comparative data on venous vs. capillary blood measurement
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Clinical efficacy/ serum concentration; adalimumab in RAs
A 457
3:5-
2:5-

2.04

1.5

1.01

mean ADAS28

0.51

0.0

12 4 6 8 10 12 14 16 18
0.5

adalimumab concentration (ug/mL)
-1.0-

-1.5-

Reade

revalidatie | reumatologie

ePouw M. F. et al. Ann. Rheum. Dis. 2013



=

N\
\> Sanquin

Lower dose based on serum level
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Increasing interval of administration — clinical efficacy remains

Adalimumab level [Lg/mL]
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Modelling of concentrations curves per patient

— infliximab
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Adapted from Wolbink GJ, et al. Curr Opin Rheumatol. 2009
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Capillary Blood sampling for biologics:
A tool in Therapeutic Drug Monitoring

Auto sampling at home

» Logistics cheap and easy

* No need for nurse nor visit to the clinic

« Easy to sample frequently

« Clinician/ clinic receives serum concentration in
advance

« Easy sampling to support PK studies
« Model concentration curve per patient
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« Personal advice on dosing schedule
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« From DBS to DBS eluate |
« Measure surface of DBS / 4 — 4
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Serum equivalents of DBS eluates
Based on volumetric method
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Adalimumab in venous vs capillary blood correlates well
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100% recovery of spiked proteins in spotted DBS eluates
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% deviation in anti-ADL concentration

(DBS vs spotted concentration)
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DBS are stable

on filter cards for 3 months
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Infliximab study; real-life data

simultaneous venous/finger prick and home sampling

How well does home-sampling work for DBS?

T1 T2 T3 T4 (Timepoints)
| IFX infusion
@ Venepuncture
O DBS at the clinic
Q@0 o A O DBS at home
A Bayesian estimate
0 21-35 53  (days)
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infliximab study

Recovery
(Y% compared to plasma)

From DBS to DBS eluate

2x20ul sampled by fixed-volume device
Elute overnight on shaker in tube

Take supernatant (~500 pl)

2 days recovery adalimumab
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Finger prick sampling

paper or fixed volume sampling

Stability:

« Good stability

e Atroom temperature

» both eluate and filter paper
Easy to use

» For patient

« Forlab
Easy to implement GxP
Tips with fixed volume

+ Facilitates quantitative serum measurement
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Bioanalysis of Biologics

adalimumab, infliximab, etanercept,
certolizumab, golimumab

TNF inhibitors

vedolizumab, rituximab, nataluzimab,

B-cell and T-cell inhibitors
abatacept

ustekinumab, tocilizumab,
Other cytokine inhibitors mepolizumab, reslizumab, guselkumab,

dupilumab
Glycoprotein Iib/II_Ia receptor abciximab
antagonist
HER2 inhibitor trastuzumab
IgE inhibitor omalizumab

PD1 inhibitor nivolumab/pembrolizumab
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Sanquin  bridging ELISA for the detection of
Blood Supply anti-ustekinumab antibodies
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Reagents

cFLAG-tagging ustekinumab Biotin-tagging ustekinumab

+

Sulfo-SMCC NHS LC-LC-Biotin
USK cFLAG-tag
Assay
Detection of acid-dissociated anti-ustekinumab antibodies color TMB
streptavidin-HRP
CFLAG SN
1 acid
POST E R neutrallze / %é@

anti-USK USK-cFLAG! USK-bt cFLAG

SESSION antibody 3E jﬁ——ﬁ anti-FLAG



E= N

S
\> Sanquin

Questions?

Annick.deVries@sanquin.nl

www.sanguin.org/biologics
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