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Abstract. Background: Antiphospholipid Syndrome (APS) is one of the most common acquired
causes of hypercoagulability. The 2023 American College of Rheumatology (ACR) / European
Alliance of Associations for Rheumatology (EULAR) APS Classification Criteria were specified
as new APS classification criteria with high specificity for use in observational studies and research.
The primary objective of this study was to evaluate the performance of the 2023 ACR/EULAR
APS classification criteria in a real-world rheumatology department.

Methods: This is a retrospective, single-center study evaluating the sensitivity and specificity of the
2006 revised Sapporo and 2023 ACR/EULAR APS classification criteria in patients diagnosed
with APS through clinical evaluation. A total of 184 patients, 103 of whom were diagnosed with
APS, were included in the study.

Results: The 2023 ACR/EULAR APS classification criteria demonstrate higher specificity 98.8%
(95% CI 93.3-99.8) and positive predictive value (PPV) 98.7% (95% CI 93.2-99.8). The revised
Sapporo criteria exhibit higher sensitivity 90.3% (95% CI 83-96.6), negative predictive value
(NPV) 88.1% (95% CI 79.4-93.4), and accuracy 90.8% (95% CI 85.7-94.1). When the diagnosis of
APS was accepted according to the revised Sapporo criteria, the sensitivity of the 2023
ACR/EULAR APS classification criteria was 77% (95% CI 67.8-84.2), specificity 97.6% (95% CI
91.7-99.3), PPV 97.5% (95% CI 69.3-84.9) and NPV 78.1% (95% CI 69.3-84.9).

Conclusion: The 2023 ACR/EULAR APS classification criteria have low sensitivity and high
specificity compared to the revised Sapporo APS classification criteria. The increase in specificity
is due to risk assessment in thromboses and strict obstetric and laboratory criteria.
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Introduction. Antiphospholipid Syndrome (APS) isone  characterized by the persistent presence of
of the most common acquired causes of antiphospholipid antibodies (aPL) and venous and/or
hypercoagulability. Clinical and laboratory diagnosis is  arterial thrombosis, pregnancy morbidity, and non-
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thrombotic clinical manifestations (e.g., heart valve
thickening, livedo reticularis/racemosa). APS may be
secondary to other systemic autoimmune diseases, such
as systemic lupus erythematosus (SLE), or it may present
as primary APS.12

The classification criteria for APS were first
established as the Sapporo Criteria in 1999.2 The
Sapporo criteria were revised in 2006 after new clinical,
laboratory, and experimental information became
available. The revised criteria required the presence of at
least one clinical and one laboratory criterion to classify
APS.* Recently, the 2023 American College of
Rheumatology (ACR) / European Alliance of
Associations for Rheumatology (EULAR) APS
Classification Criteria were specified as new APS
classification criteria with high specificity for use in
observational studies and research.® The 2023
ACR/EULAR classification criteria include 6 sets of
clinical (macrovascular venous thromboembolism,
macrovascular arterial thrombosis, microvascular,
obstetric, valvular, and hematologic) and 2 sets of
laboratory (lupus anticoagulant and anticardiolipin
(aCL) 1gG/IgM and/or anti-pB2-glycoprotein I (ap2GPI)
IgG/IgM) criteria to be applied if at least one positive
antiphospholipid antibody test within 3 years of the
definition of an antiphospholipid antibody-related
clinical criterion meets the entry criteria. Patients who
score at least 3 points in each of the clinical and
laboratory domains are classified as having APS.® It is
hoped that these new criteria with high specificity will
provide a solid basis for future APS research.

Clinicians diagnose APS based on clinical and
laboratory evaluations. While, as in the case with other
rheumatologic diseases, and as emphasized by
publications on all criteria sets, classification criteria are
not always applied in APS diagnosis. However,
classification criteria provide a guide in clinical practice
and have an important impact on real-life data. In this
study, we aimed to measure the performance of the 2023
ACR/EULAR APS Classification Criteria and the
Sapporo Classification Criteria revised in 2006 and to
reveal their differences in patients with APS.

Materials and Methods.

Participants. Between January 2010 and January 2024, a
total of 103 patients who were being monitored at the
Ankara University Faculty of Medicine Rheumatology
Outpatient Clinic and diagnosed with APS through
clinical evaluation by a rheumatologist were included in
the study. A control group of 81 patients of a similar age
and gender were selected. The members of the control
group had sought consultation at the rheumatology clinic
during the same period due to
thrombosis/thromboembolism, pregnancy-related

morbidities, or other clinical findings that suggested APS.

However, they had not been diagnosed as such based on

the clinical assessment of a rheumatologist. Patients with
known hereditary thrombophilia and systemic vasculitis
were excluded from the study. The study received
approval from the Ethics Committee of the Ankara
University Faculty of Medicine.

Data Collection and Classification. The clinical and
laboratory data were examined retrospectively by
reviewing digital patient records. The documentation
included the existence of venous thromboembolism,
arterial  thrombosis, livedo racemosa, livedoid
vasculopathy, APS nephropathy, pulmonary hemorrhage,
cardiac illness, adrenal hemorrhage, and obstetric
abnormalities. Serum aPL autoantibodies belonging to
the 1gG/IgM isotype were measured using an enzyme-
linked immunoassay (Orgentec Diagnostika GmbH,
Mainz, Germany). Highly purified cardiolipin is coated
on microwells saturated with beta-2-glycoprotein I, and
highly purified beta-2-glycoprotein | is bound to
microwells. Integrated activated partial thromboplastin
time (aPTT) test was used for lupus anticoagulant (LA)
detection according to updated International Society on
Hemostasis and Thrombosis (ISHT) guidelines.® The
revised Sapporo APS criteria® and 2023 ACR/EULAR
APS classification criteria® were tested on all participants.

Statistical Analysis. The SPSS version 21 software
(SPSS, Chicago, USA) was used to analyze the data. For
the purpose of comparing the characteristics of patients
diagnosed with APS and the control group, the statistical
analysis applied Pearson's chi-square or Fisher’s exact
test to the categorical data and the Mann-Whitney U test
to the quantitative data. A p-value below 0.05 was
deemed to have statistical significance. Since there is no
gold standard test for the diagnosis of APS, the
sensitivity, specificity, positive predictive value,
negative predictive value, and accuracy values for
classification tests were calculated with 95% confidence
intervals (Wilson score method), both in those who were
diagnosed with APS and those who were not diagnosed
with APS by clinical evaluation.

Results. The median age of patients diagnosed with APS
by clinical evaluation was 46.7 years (IQR 21.5), and
68.9% (71/103) were female. The median age of the
control group was 46.5 years (IQR 23), and 59.3%
(48/81) were female. There was no statistically
significant difference between the two groups in terms of
age (p =0.867) and gender (p = 0.173). The demographic,
clinical, and laboratory characteristics of all patients are
presented in Table 1.

Comparison of APS Classification Criteria. The 2023
ACR/EULAR APS classification criteria demonstrate
higher specificity of 98.8% (95% CI 93.3-99.8) and
positive predictive value (PPV) of 98.7% (95% CI 93.2-
99.8), whereas the Revised Sapporo criteria exhibit
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Table 1.

Comparison of demographic, clinical, and laboratory characteristics of patients with and without APS after clinical evaluation

APS No APS p
N=103 N=81
Sex, female 71 (68.9) 48 (59.3) 0.173
Age, year 46.7 IQR [21.5] 46.5 IQR [23] 0.867
Macrovascular Clinical Features
Venous thromboembolism 66 (64.1) 42 (51.9) 0.095
High Risk Profile 12 (11.7) 10 (12.3) 0.885
Low-Risk Profile 54 (52.4) 32 (39.5) 0.081
Avrtery thromboembolism 29 (28.2) 30 (37) 0.200
High-Risk Profile 4 (3.9) 11 (13.6) 0.017
Low-Risk Profile 25 (24.3) 19 (23.5) 0.898
Microvascular Clinical Features

Livedo Racemosa (suspected or established) 2(1.9) 1(1.2) >0.999
Ie_slzla%dl(i)sll‘?ed) vasculopathy  (suspected  or 1(1) 0 >0 999
APS Nephropathy 8(7.8) 0 0.010
Pulmonary hemorrhage 3 0

Myocardial Disease 2(1.9) 0 0.504

Obstetric Clinical Features
>3 consecutive pre-fetal death (<10w) 9(8.7) 5(6.2) 0.515
Early fetal death (10w-15w 6d) 5 (4.9) 2 (2.5) 0.468
]I;e;ﬁjrggit(qés\ll)?ggﬁ g(fj)PEC or Pl with severe 5 (4.9) 2 (2.5) 0.468
i without feal ceath (<34) 219 562) 0243
Egsggtgréc tc);rrtgls because of eclampsia or 2 (19) 5 (6.2) 0.243
Cardiac Valve
Thickening 3(2.9) 4 (4.9) 0.701
Vegetation 1(2) 1(1.2) >0.999
Hematology
Thrombocytopenia 22 (21.4) ‘ 8 (9.9) 0.036
Laboratory Features

Positive LAC (One time) 22 (21.4) 23 (28.4) 0.270
Positive LAC (Persistent) 64 (62.1) 5 (6.2) <0.001
gﬂﬁgtgflg?)te or high positive (IgM) (aCL and/or 9(8.7) 2 (2.5) 0.116
Moderate positive (1gG) (aCL and/or ap2GPTI) 27 (26.2) 0 <0.001
High positive (1gG) (aCL or ap2GPI) 15 (14.6) 0 <0.001
High positive (IgG) (aCL and aB2GPI) 14 (13.6) 0 <0.001

aCL; anticardiolipin antibody, ap2GPI; anti-p2-glycoprotein I, APS; antiphospholipid syndrome, IQR; interquartile range, LAC; lupus

anticoagulant, PEC, preeclampsia, PI; placental insufficiency.

higher sensitivity of 90.3% (95% CI 83-96.6), negative

predictive value (NPV) of 88.1% (95% CI 79.4-93.4),
and accuracy of 90.8% (95% CI 85.7-94.1) (Table 2).
When the diagnosis of APS was accepted according to
the Revised Sapporo criteria, the sensitivity of the 2023
ACR/EULAR APS classification criteria was 77% (95%
Cl167.8-84.2), specificity was 97.6% (95% CI 91.7-99.3),
PPV was 97.5% (95% CI 69.3-84.9) and NPV was
78.1% (95% CI 69.3-84.9) (Table 2).

Patients Who Are Considered to Have APS but Do Not
Meet at Least One APS Classification Criteria. Of the
103 patients who were accepted as APS after clinical
evaluation, 8 (7.8%) did not meet either the 2023
ACR/EULAR APS or the revised Sapporo APS
classification criteria (Supplemental Table S1). Two
patients (1.9%) did meet the 2023 ACR/EULAR APS
criteria but still need the revised Sapporo APS criteria.
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Table 2. Performance of APS Classification Criteria.

Classification Sensitivity Specificity Positive Predictive Negative Predictive Accuracy
Criteria (95% CI), % (95% CI), % Value (95% CI), % Value (95% CI), % (95% CI)
2023

ACR/EULAR APS 75.7 (66.6-83) 98.8 (93.3-99.8) 98.7 (93.2-99.8) 76.2 (67.2-83.3) 85.9 (80.1-90.2)
Criteriat

Revised Sapporo

APS Criteriat 90.3 (83-96.6)

91.4 (83.2-95.7)

93 (86.2-96.6) 88.1 (79.4-93.4) 90.8 (85.7-94.1)

2023
ACR/EULAR APS
Criteria%

77 (67.8-84.2) 97.6 (91.7-99.3)

97.5 (69.3-84.9) 78.1(69.3-84.9) 86.4 (80.7-90.6)

APS; antiphospholipid syndrome, CI; confidence interval. § Considering clinical evaluation by rheumatologist as the gold standard for the
diagnosis of APS. % Considering the Revised Sapporo APS Criteria as the gold standard for the diagnosis of APS.

Both of these patients had thrombocytopenia, suspicion
of aPL nephropathy, persistent LA positivity, moderate-
high titer aCL 1gG, and anti-B2GPI IgG. On the other
hand, seventeen patients (16.5%) met the revised
Sapporo APS criteria but not the 2023 ACR/EULAR
APS criteria (Table 3).

Patients Who Were not Considered As Having APS but
Did Meet at Least One APS Classification Criteria. As a
result of clinical evaluation, seven patients (8.6%) who
were not accepted for APS met the revised Sapporo APS
classification. Of these seven patients, one also met the
2023 ACR/EULAR APS criteria (Table 4). Among the
patients who were not accepted for APS, there were no
patients who met the 2023 ACR/EULAR APS criteria
but not the revised Sapporo APS.

Discussion. In the present study, the 2023 ACR/EULAR
APS classification criteria were shown to have high
specificity and PPV in patients undergoing APS
diagnostic evaluation by rheumatologists but lower
sensitivity, NPV, and accuracy, when compared to the
revised Sapporo APS classification criteria (Table 2).
The ACR/EULAR APS Classification Criteria
Collaborators aimed to achieve high specificity in the
new 2023 ACR/EULAR APS classification criteria and
in order to obtain a more homogeneous APS patient
profile for research,® which in our case series supports
the high specificity of the 2023 ACR/EULAR APS
classification criteria.

Classification criteria aim to create more
homogeneous cohorts to compare clinical studies rather
than to make a diagnosis. Therefore, the classification
criteria include more stringent standardized definitions.
The 2023 ACR/EULAR APS classification criteria
consist of different weighted criteria that assess the
likelihood of APS in an individual, and these clinical and
laboratory criteria increase the reliability and accuracy of
the classification. In the study in which the criteria set
was created, patients who met the 2006 revised Sapporo
APS classification criteria were evaluated in the
validation cohort, and sensitivity and specificity were
found to be 84% and 99%, respectively.® There are very

few studies evaluating the performance of 2023
ACR/EULAR APS classification criteria in APS cohorts.
Zhao Y et al.” evaluated the performance of the 2023
ACR/EULAR APS classification criteria in APS patients
diagnosed by expert rheumatologists and observed a
sensitivity of 81.8% and a specificity of 98.3%. When Lu
Q et al.® tested the new criteria in their APS cohort, they
found a sensitivity of 78% and a specificity of 98%.
Compared to the 2006 revised Sapporo APS
classification criteria, the 2023 ACR/EULAR APS
classification criteria appear to have high specificity and
low sensitivity in the APS cohorts mentioned above. In
our study, we evaluated the sensitivity and specificity of
the 2023 APS classification criteria in two ways: firstly,
in patients diagnosed with APS by a rheumatologist and
secondly, in patients who met the revised Sapporo APS
classification criteria. We found a sensitivity of 75.7%, a
specificity of 98.8% in patients diagnosed with APS by
clinical evaluation, a sensitivity of 77%, and a specificity
of 97.6% in patients who met the revised Sapporo criteria.
As in the studies mentioned above, when we compared
the 2023 ACR/EULAR APS classification criteria with
the Revised Sapporo APS classification criteria, we
showed that they have high specificity and low
sensitivity.

There were eight patients for whom we accepted APS
based on clinical evaluation, but neither of the
classification criteria was met (Supplemental Table S1).
All eight patients had inadequate scores in terms of the
revised Sapporo laboratory criteria. Furthermore, one
patient also did not meet the clinical criteria. Naturally,
patients who did not meet the revised Sapporo laboratory
criteria did not have enough points for the laboratory
domain in the 2023 ACR/EULAR APS classification
criteria. Among these patients, three patients also did not
have a sufficient score for the clinical domain. In
Supplemental Table S1, Patient 8, who did not have
thrombosis or pregnancy morbidity, was a patient whom
we followed up together with the department of
hematology with a diagnosis of APS due to
thrombocytopenia, autoimmune hemolytic anemia, and
low titer aCL IgM positivity. The characteristics of
patients who met the revised Sapporo APS classification
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Table 3. Patients who meet Revised Sapporo APS Criteria but not 2023 ACR/EULAR APS Criteria.

Clinical Features Laboratory features 2023 A(.:R/ .EULAR APS
Criteria Status
Patient 1 Early fetal death (10w-15w 6d) High positive IgG (aCL and ap2GPI) C"”'“}'ﬂgg;ﬂ;‘tscore 'S
Patient 2 Fetal death (16w-33w 6d) in the absence of High positive IgG (aCL and aB2GPI) Clinical domain score is
PEC or PI and persistent positive LAC inadequate
Patient 3 >3 consecutive pre-fetal (<10w) death High positive Ig_G_ (aCL ) and one-time Cllnlca_l domain score is
positive LAC inadequate
Patient 4 Venous thromboembolism with a high-risk Moderate positive IgG (aCL and Clinical domain score is
VTE profile aP2GPI) and persistent positive LAC inadequate
Patient 5 Fetal death (16w-33w 6d) in the absence of Moderate positive 1gG (aCL and Clinical domain score is
PEC or Pl a2GPI) and persistent positive LAC inadequate
Patient 6 Venous thromboembolism with a high-risk Moderate positive IgG (aCL ) and one Clinical domain score is
VTE profile time positive LAC inadequate
Patient 7 Venous thromboembolism with a high-risk Moderate positive 1gG (aCL and Clinical domain score is
VTE profile aB2GPI) and one-time positive LAC inadequate
. . Moderate positive 1gG (aCL and Clinical domain score is
Patient 8 >3 consecutive pre-fetal (<10w) death aP2GPI) inadequate
Patient 9 >3 consecutive pre-fetal (<10w) death Moderate positive IgG (ap2GPI) Cllnlcziinggfﬂgtgcore 1S
Patient 10 Early fetal death (10w-15w 6d) Moderate positive 12G (aB2GPI) C"”'“}ng;’;‘t‘;‘tgcore Is
Venous thromboembolism with a high-risk Clinical domain score is
Patient 11 VTE profile and Fetal death (16w-33w 6d) in Persistent positive LAC .
inadequate
the absence of PEC or PI
. Venous thromboembolism with a high-risk . . Clinical domain score is
Patient 12 VTE profile and early fetal death (10w-15w 6d) Persistent positive LAC inadequate
. Venous thromboembolism with a high-risk " . Clinical domain score is
Patient 13 VTE profile Persistent positive LAC inadequate
Patient 14 Arterial thrombosis Wlthout a high-risk CVD Moderate positive M aB2GPI Laboratqry domain score is
profile inadequate
. Avrterial thrombosis with a high-risk CVD . .. Laboratory domain score is
Patient 15 profile and Early fetal death (10w-15w 6d) High positive [gM af2GPI inadequate
. . L Clinical and laboratory
Patient 16 Venous thromboembollsr_n with & high-risk High positive IgM aB2GPI domain scores are
VTE profile .
inadequate
. .. Clinical and laboratory
Patient 17 >3 consecutive pre-fetal (<10w) death High positive IgM af2GP1 and one- domain scores are
time positive LAC inadequate

aP2GPl; anti-beta2glikoprotein I, aCL; anticardiolipin antibody, APS; antiphospholipid syndrome, CVD; cardiovascular disease, LAC; lupus
anticoagulant, PEC, preeclampsia, PI; placental insufficiency, VTE; venous thromboembolism.

criteria  but not the 2023 ACR/EULAR APS
classification criteria are presented in Table 3. 13/17
(76.4%) patients did not meet just the clinical criteria,
2/17 (11.8%) patients did not meet just the laboratory
criteria, and 2/17 (11.8%) patients did not meet either of
the clinical and laboratory criteria. Having a high-risk
profile for thromboembolism accounted for almost half
of the reasons for not meeting the clinical criteria of the
2023 ACR/EULAR APS classification criteria. The Euro
Phospholipid Project showed that in APS, 37.1% of
patients were diagnosed with just venous thrombosis,
27% with just arterial thrombosis, 15% with arterial and
venous thrombosis, and 8.6% with microvascular
thrombosis.® An important reason for the low sensitivity
of the 2023 ACR/EULAR APS Classification criteria is
that the presence of thrombosis alone is not sufficient for
clinical criteria. In the 2023 ACR/EULAR APS
classification criteria, patients with macrovascular
arterial and venous thrombosis are classified according

to their risk profile for thrombosis. The presence of
thrombosis in patients with a high-risk profile alone does
not fulfill the clinical criteria requirement of the 2023
ACR/EULAR APS classification criteria.> Another
reason for the low sensitivity is the strict scoring of
obstetric criteria. At least three unexplained spontaneous
abortions before 10 gestational weeks, early fetal loss (10
weeks-15 weeks 6 days), fetal death in the absence of
severe pre-eclampsia (PEC) or severe placental
insufficiency (PI) (16 weeks 0 days - 33 weeks 6 days)
are sufficient for the 2006 revised Sapporo APS
classification criteria. However, these pregnancy
morbidities/mortalities alone are not sufficient to meet
the 2023 ACR/EULAR APS classification criteria.*®
The low sensitivity and high specificity of the 2023
ACR/EULAR APS classification criteria in obstetric
APS patients has recently been shown and is an expected
result.® Barbhaiya et al.!° state that recurrent pre-fetal
deaths and early fetal deaths are not specific to APS, the
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Table 4. Patients who do not considered APS but meet at least one classification criteria.

. 2023 ACR/EULAR Revised Sapporo
Clinical Features Laboratory features APS Criteria Status APS Criteria Status
. Arterial thrombosis without a Moderate positive Laboratory domain .
Patient 1 high-risk CVD profile IgM aB2GPI score is inadequate Classified as APS
Arterial thrombosis with a Moderate positive Laboratory domain
Patient 2 high-risk CVD profile and TeM aBSGPI score is in);de uate Classified as APS
Early fetal death (10w-15w 6d) & g
Avrterial thrombosis without a Persistent positive
Patient 3 high-risk CVD profile and LAg Classified as APS Classified as APS
thrombocytopenia
. Arterial thrombosis with a Persistent positive Clinical domain .
Patient 4 high-risk CVD profile LAC score is inadequate Classified as APS
. Avrterial thrombosis with a Persistent positive Clinical domain -
Patient 5 high-risk CVD profile LAC score is inadequate Classified as APS
. Venous thromboembolism with Persistent positive Clinical domain .
Patient 6 a high-risk VTE profile LAC score is inadequate Classified as APS
. Venous thromboembolism with Persistent positive Clinical domain .
Patient 7 a high-risk VTE profile LAC score is inadequate Classified as APS

aPB2GPlI; anti-beta2glikoprotein I, APS; antiphospholipid syndrome, CVD; cardiovascular disease, LAC; lupus anticoagulant, VTE; venous

thromboembolism.

most common causes being chromosomal abnormalities.
It is also emphasized that fetal deaths without severe
PEC or Pl may be due to many non-APS causes.
Therefore, these findings alone are not considered
sufficient for the clinic in the new criteria.

Changes in laboratory criteria are another factor in the
decrease in sensitivity. The detection of moderate or high
titers of IgG and/or IgM aCL and/or af2GPI in serum
determined by standard ELISA is sufficient for the 2006
revised Sapporo APS classification criteria. In the 2023
ACR/EULAR APS classification, only a single LAC
positivity and/or the presence of medium-high titer aCL
and/or aB2GPI IgM-type antibody in the laboratory
domain is insufficient. Persistent LAC positivity and/or
the presence of medium-high titer aCL and/or aB2GPI
IgG-type antibody is required.*® In addition, in APS
patients, the association of IgA-type aPL antibodies with
thrombosis is controversial, and they are not included in
the 2023 ACR/EULAR APS and Revised Sapporo
criteria due to a lack of sufficient data.'! In our cohort,
the main reason for inadequate laboratory criteria was the
presence of IgM-type aPL. aPL antibodies can also be
detected in the course of infectious diseases and are
usually IgM-type aPL antibodies.!? In addition, some
drugs such as phenytoin, hydralazine, procainamide, and
the presence of malignancy may lead to IgM type aPL
positivity.131¢ The presence of extensive thrombosis may
affect activated partial thromboplastin time (aPTT) test
in the acute phase and lead to false LAC positivity. In
addition, anticoagulant use may also lead to the
misevaluation of LAC antibodies.!’ In the new
classification criteria, the power of aPL IgM-type
antibodies and non-persistent LAC positivity in APS
classification has been reduced. This change was an
important contribution to the increase in the specificity
of the new criteria. The factors mentioned above are the
primary causes of the low sensitivity, but they are also

the main reasons why the 2023 ACR/EULAR APS
classification criteria have an extremely high specificity
compared to the revised Sapporo criteria. This high
specificity is a highly desirable performance
characteristic of the new criteria for clinical trials and
studies.

It is important to remember that the 2023
EULAR/APS classification criteria should not be
employed for diagnostic purposes, and it is crucial to
interpret the criteria accurately. The phrase "otherwise
unexplained” is present in numerous domains in new
criteria. For instance, thrombocytopenia that is caused by
drug use or another factor should not be considered as
being APS-related. It is also crucial to thoroughly assess
the clinical findings that may be associated with systemic
lupus erythematosus and to determine whether they are
the result of APS or secondary to SLE.

The current study has certain limitations, such as a
single-center retrospective study design, a lack of a gold-
standard method for the diagnosis of APS, and utilizing
a smaller number of patients compared to large APS
cohorts. However, it also has the strength of being one of
the few studies to evaluate the performance of the 2023
ACR/EULAR APS classification criteria on real-life
data.

Conclusions. The 2023 ACR/EULAR APS
classification criteria have low sensitivity and high
specificity when compared to the revised Sapporo APS
classification criteria. This increase in specificity is due
to risk assessment in thromboses and strict obstetric and
laboratory criteria.

Data availability. The datasets generated during and/or
analyzed during the current study are available from the
corresponding author upon reasonable request.
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