
IMMULITE 3gAllergy

Allergen Component Testing
A valuable diagnostic decision-making tool
siemens-healthineers.com

https://www.siemens-healthineers.com/
https://www.siemens-healthineers.com/


Introduction
Component allergen testing provides clinicians 
with improved specificity for IgE-mediated 
allergies as compared to allergen extract 
testing. Following extract testing, component 
testing allows for differential diagnoses, 
differentiation between co-sensitization and 
cross-reactivity, and improvement of inclusion 
criteria for immunotherapy as well as the 
follow-up of immunotherapy.1

Allergen extracts contain both allergenic and 
non-allergenic elements, offering direction  
as to whether reflex testing with component 
allergens should be conducted. Component 
allergens are purified, isolated allergenic 
proteins found within the extract. Allergen 
extracts provide high levels of sensitivity, 
whereas allergen components offer the 
advantage of high specificity and help to 
generate a comprehensive clinical picture. 
Thus, testing with extracts often  
precedes component testing, which may  
be recommended as a follow-up step.  
Without component testing, there may  
be not enough specificity in extract testing  
for a number of allergens to provide for  
a differential diagnosis.2

Component testing is also advantageous  
to differentiate between cross-reactivity  
and co-sensitization—key for both allergen  
and autoimmune testing. Cross-reactivity 
occurs when IgE antibodies recognize allergens 
from one source but react to a similar protein 
from another source. Co-sensitization involves 
the presence of IgE toward epitopes that are 
not shared between allergenic sources.1,2

As with allergen extracts, the quality of a 
component remains paramount, and the 
Siemens Healthineers portfolio of 3gAllergy™ 
specific allergens complies with the acceptable 
clinical and analytical performance standards. 
The IMMULITE® 3gAllergy™ component 
allergen menu, containing some of the most 
prevalent and reactogenic allergens, provides 
clinicians with the necessary tools to satisfy 
comprehensive allergen testing needs. And as 
an aid in clinical decision making, literature-
supported testing algorithms are provided to 
guide clinicians through the recommended 
step-by-step testing process.

For this white paper, 11 3gAllergy component 
allergens were selected with the goal of:
• �Briefly explaining component allergens 
• �Reviewing the testing algorithms based  

on published literature 
• �Showing clinical performance

The 11 selected allergens cover a spectrum  
of component allergens available from 
Siemens Healthineers:
• �Apple Component Allergen, rMal d 1  

(Malus domestica)
• �Apple Component Allergen, rMal d 4  

(Malus domestica)
• �Birch Pollen Component Allergen, nBet v 1 

(Betula verrucosa)
• �Birch Pollen Component Allergen, rBet v 2 

(Betula verrucosa)
• �Cherry Component Allergen, rPru av 1 

(Prunus avium)
• �Cherry Component Allergen, rPru av 3 

(Prunus avium)
• �Cherry Component Allergen, rPru av 4 

(Prunus avium)
• �Dust Mites Component Allergen, nDer p 1 & 

nDer p 2 (Dermatophagoides pternonyssinus)
• �Mugwort Pollen Major Allergen, nArt v 1 

(Artemisia vulgaris)*
• �Olive Pollen Component Allergen, nOle e 1 

(Olea europaea)
• �Peach Component Allergen, nPru p 3  

(Prunus persica)

*Not available for sale in the U.S.
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Apple Component Allergen, rMal d 1 (Malus domestica)
Mal d 1 is a PR-10 protein associated with oral allergy syndrome (OAS) to apple.3  
It is a homologous protein to Bet v 1, which has been identified as a primary pollen 
sensitizer eliciting specific IgE antibodies.4 Although Mal d 1 shares only 57% sequence 
homology with Bet v 1, 75% of the Mal d 1 tertiary structure binds anti-Bet v 1 antibodies.5 
Approximately 50–93% of birch pollen-allergic patients develop concomitant OAS 
reactions to fruits, nuts, and vegetables. Mal d 1-allergic individuals do not experience 
systemic reactions, as PR-10 proteins are susceptible to degradation by heat and  
gastric digestion.6,7 

Apple Allergenic Extract
F49

F49 (+)

F49 (–)

Investigate other birch and  
Rosaceae-related allergens.

Reported systemic reaction?

Testing with Peach Pru p 3  
as Mal d 3 surrogate (LTP).

Reported OAS?Seasonal pollen  
allergy symptoms?

Bet v 1

Bet v 1 (–) Bet v 1 (+) Mal d 1 (+) Mal d 1 (–)

Class 2 Allergy (Birch-Apple syndrome).  
Counsel apple avoidance; possible additional  

cross-reactions to PR-10 allergens.

Bet v 2 Bet v 2 (+)

Mal d 4 (+)

Consider other  
fruit/pollen allergens.

Class 2 Allergy. Counsel apple 
avoidance. Possible cross- 

reactions to profilin allergens.

Apple Allergy Symptoms 
Patient Questionnaire

Mal d 1

Mal d 4

Mal d 4 (–)

Testing algorithm according to published literature3,4,6,8

Clinical Performance61

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the rMal d 1-specific allergen. 
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 50 1 51
Negative 4 116 120
Total 54 117 171

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

92.6% (82.1–97.9%) 99.1% (95.3–100%)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

F49 (Reference Method)
A464 (Test Method) 145 92% (133/145) 77% (36/47) 99% (97/98)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
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Apple Component Allergen, rMal d 4 (Malus domestica)
Mal d 4, a member of the profilin family of allergens, is an approximately 14 kD protein 
associated with oral allergy syndrome (OAS) to apple.9 It is a homologous protein to  
Bet v 2, which has been identified as a minor pollen sensitizer in approximately 10–30% 
of pollen-allergic individuals.10 As with other profilins, Mal d 4 is highly thermolabile 
and rapidly enzyme-degradable, accounting for its inability to elicit systemic reaction 
and its loss of allergenicity in cooked foods.8 Primary sensitization to Mal d 4 develops 
through pollinosis and cross-reactivity to Bet v 2 and is not presumed to arise directly 
from apple ingestion without previous sensitization to birch or grass profilin.3,8,11

Testing algorithm according to published information3,4,8,10-12

Apple Allergenic Extract
F49

F49 (+)

F49 (–)

Investigate other birch and  
 Rosaceae-related allergens.

Reported systemic reaction?

Consider testing with Peach
Pru p 3 as Mal d 3 surrogate (LTP).

Reported OAS?Seasonal birch or grass 
pollen allergy symptoms?

Bet v 2

Bet v 2 (–) Bet v 2 (+) Mal d 4 (+) Mal d 4 (–)

Class 2 Allergy. Counsel apple avoidance; possible 
additional cross-reactions to profilin allergens.

Bet v 1 Bet v 1 (+)

Mal d 1 (+)

Consider other fruit/pollen allergens.

Class 2 Allergy (Birch-Apple  
syndrome). Counsel apple avoidance, 

consider birch immunotherapy; possible 
additional cross-reactions  

to PR-10 allergens. Possible cross-
reactions to profilin allergens.

Apple Allergy Symptoms 
Patient Questionnaire

Mal d 4

Mal d 1

Mal d 1 (–)

Clinical Performance61

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the rMal d 4-specific allergen. 
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 15 1 16
Negative 39 116 155
Total 54 117 171

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

27.8% (16.5–41.6%) 99.1% (95.3–100%)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

F49 (Reference Method) 
A796 (Test Method) 159 79% (126/159) 49% (27/55) 95% (99/104)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
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Birch Pollen Component Allergen, nBet v 1 (Betula verrucosa)
Birch (Betula verrucosa) pollen is a major cause of allergy in the northern parts of 
Europe and America that is attributed to about 22% of allergic individuals suffering 
from pollinosis.13 Six birch pollen allergens have already been identified (Bet v 1, Bet v 2, 
Bet v 3, Bet v 4, Bet v 6, Bet v 7). Bet v 1, a major allergenic protein of birch pollen, is a 
17 kDa protein consisting of several isoallergens14 and recognized by IgE antibodies 
from almost all birch pollen-allergic patients.15 Oral allergy syndrome (OAS) as a result 
of primary sensitization to Bet v 1 has been previously reported.

Testing algorithm according to published literature13,16-18

Birch Allergy Symptoms 
Patient Questionnaire

Birch Allergenic Extract
T3

T3 (−)

Bet v 1 (−) and
Bet v 2 (+)

Monitor or
investigate

for potential
cross-reactivity 
with profilin.

Immunotherapy

Bet v 1, Bet v 2

T3 (+)

Bet v 1 (+) and
Bet v 2 (−)

sIgG4

Clinical Performance60

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the nBet v 1-specific allergen.  
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 37 5 42
Negative 6 95 101
Total 43 100 143

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

86% (not available) 95% (not available)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

F49 (Reference Method) 
A796 (Test Method) 143 92% (132/143) 79% (42/53) 100% (90/90)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
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Birch Pollen Component Allergen, rBet v 2 (Betula verrucosa)
Profilin allergens are responsible for multiple pollen and food sensitization with 
extensive cross-reactivity.19,20 The IgE conformational epitopes in profilin are highly 
conserved, which is key to maintaining its cross-reactive nature in plant allergens.  
The Bet v 2 profilin from birch pollen may be used to evaluate IgE reactivity in patients 
with suspected birch allergy or other cross-reactivities between mugwort, grass pollen, 
celery, carrots, and hazelnut.21-23

Testing algorithm according to published literature16-18, 24

Birch Allergy Symptoms 
Patient Questionnaire

Birch Allergenic Extract
T3

Bet v 1, Bet v 2

T3 (–)

Bet v 1 (+) and Bet v 2 (–) Bet v 1 (–) and Bet v 2 (+)

Monitor or investigate for 
potential cross-reactivity 

with profilin.sIgG4

Immunotherapy

T3 (+)

Clinical Performance61

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the rBet v 2-specific allergen.  
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 25 1 26
Negative 45 116 161
Total 70 117 187

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

35.7% (24.6–48.1%) 99.1% (95.3–100%)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

T3 (Reference Method) 
A89 (Test Method) 156 80% (125/156) 51% (30/59) 98% (95/97)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
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Cherry Component Allergen, rPru av 1 (Prunus avium)
Pru av 1 is a 17.7 kDa PR-10 protein associated with oral allergy syndrome (OAS) to 
cherry.10,25 It is a homologous protein to Bet v 1, which has been identified as a primary 
pollen sensitizer eliciting specific IgE antibodies and is considered a major allergen.10,25,26 
Although Pru av 1 shares only 59–64% sequence homology with Bet v 1, 75% of the tertiary 
structures of the two proteins are virtually identical, and preincubation of cherry-allergic 
patient sera with Bet v 1 inhibits binding by Pru av 1.27 Up to 90% of cherry-allergic 
patients manifest a concomitant allergy to birch pollen, as primary sensitization arises 
via pollinosis.28,29 Pru av 1-allergic individuals typically do not experience systemic 
reactions, as PR-10 proteins are rapidly degraded by heat and gastric digestion.28,29

Testing algorithm according to published literature10,12,25-29

Cherry Allergy Symptoms 
Patient Questionnaire

F242 (+) F242 (−)

Reported systemic reaction? Reported OAS only?Cherry LTP slgE  
Pru av 1, Pru av 3, Pru av 4

Pru av 4 (+)

Bet v 2 (−) Bet v 2 (+)

Consider OFC.

OFC (+) OFC (−)

Pru av 3 (+) Pru av 1 (−)
Pru av 3 (−)
Pru av 4 (−)

Pru av 1 (+)

Bet v 1

Bet v 1 (−) Bet v 1 (+)
Consider other fruit/pollen 

allergens, especially Pru p 3.
Class 2 Allergy. Counsel  

cherry avoidance; possible 
additional cross-reactions  

to profilin allergens.

Class 2 Allergy. Counsel  
cherry avoidance; possible 
additional cross-reactions  

to PR-10 allergens.

Assess severity of symptoms; counsel avoidance (OAS) and possible  
need for emergency procedures (EPIPEN for systemic reaction).

Look for possible cross-reactives, 
especially Pru p 3 (peach).

Cherry Allergenic Extract
F242

Bet v 2

Clinical Performance61

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the rPru av 1-specific allergen. 
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 33 5 38
Negative 4 112 116
Total 37 117 154

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

89.2% (74.6–97.0%) 95.7% (90.3–98.6%)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

F242 (Reference Method) 
A597 (Test Method) 159 89% (142/159) 75% (46/61) 98% (96/98)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
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Cherry Component Allergen, rPru av 3 (Prunus avium)
Plant lipid transfer proteins (LTP) are highly conserved proteins of approximately 10 kDa.30 
They are typically associated with more-severe and systemic reactions such as urticaria  
and anaphylaxis in some populations, but less-severe reactions in the form of oral allergy 
syndrome (OAS) in others.28,29 Because these proteins are so highly conserved, sensitization to 
LTP from one plant can result in allergic responses to other taxonomically related or unrelated 
fruits and vegetables.28-30 Pru av 3 is an LTP isolated from cherry26,31 and may be used to evaluate 
specific IgE reactivity in patients with suspected cherry allergy.26,28-31 Monosensitization  
to Pru av 3 is rare; studies suggest that peach LTP (Pru p 3) is the likely primary allergic 
sensitizer, triggering allergic response to other Rosaceae via LTP cross-reactivity.28,29

Testing algorithm according to published literature12,26,28-31

Cherry Allergy Symptoms 
Patient Questionnaire

F242 (+) F242 (−)

Reported systemic reaction? Reported OAS only?Cherry LTP slgE  
Pru av 1, Pru av 3, Pru av 4

Pru av 4 (+)

Bet v 2 (−) Bet v 2 (+)

Consider OFC.

OFC (+) OFC (−)

Pru av 3 (+) Pru av 1 (−)
Pru av 3 (−)
Pru av 4 (−)

Pru av 1 (+)

Bet v 1

Bet v 1 (−) Bet v 1 (+)
Consider other fruit/pollen 

allergens, especially Pru p 3.Class 2 Allergy. Counsel  
cherry avoidance; possible 
additional cross-reactions  

to profilin allergens.

Class 2 Allergy. Counsel  
cherry avoidance; possible 
additional cross-reactions  

to PR-10 allergens.

Assess severity of symptoms; counsel avoidance (OAS) and possible  
need for emergency procedures (EPIPEN for systemic reaction).

Look for possible cross-reactives, 
especially Pru p 3 (peach).

Cherry Allergenic Extract
F242

Bet v 2

Clinical Performance61

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the rPru av 3-specific allergen. 
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 10 0 10
Negative 27 117 144
Total 37 117 154

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

27% (13.8–44.1%) 100% (96.9–100%)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

F242 (Reference Method) 
A599 (Test Method) 145 80% (116/145) 44% (21/48) 98% (95/97)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
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Cherry Component Allergen, rPru av 4 (Prunus avium)
Pru av 4, a member of the profilin family of allergens, is an approximately 15 kDa 
protein associated with oral allergy syndrome (OAS) to cherry.28,32 It is a homologous 
protein to Bet v 2, which has been identified as a minor pollen sensitizer in approximately 
10–30% of pollen-allergic individuals.10,20,28 Pru av 4 shares over 70% amino acid homology 
and a very similar tertiary structure with other profilins.20 It is highly thermolabile and 
rapidly enzyme-degradable, accounting for its inability to elicit systemic reaction and its 
loss of allergenicity in cooked foods.10 Primary sensitization to Pru av 4 develops through 
pollinosis and cross-reactivity to Bet v 2 and is not presumed to arise directly from 
cherry ingestion without previous sensitization to birch or grass profilin.10

Testing algorithm according to published literature12,20,26,28,29

Cherry Allergy Symptoms 
Patient Questionnaire

F242 (+) F242 (−)

Reported systemic reaction? Reported OAS only?Cherry LTP slgE  
Pru av 1, Pru av 3, Pru av 4

Pru av 4 (+)

Bet v 2 (−) Bet v 2 (+)

Consider OFC.

OFC (+) OFC (−)

Pru av 3 (+) Pru av 1 (−)
Pru av 3 (−)
Pru av 4 (−)

Pru av 1 (+)

Bet v 1

Bet v 1 (−) Bet v 1 (+)
Consider other fruit/pollen 

allergens, especially Pru p 3.Class 2 Allergy. Counsel  
cherry avoidance; possible 
additional cross-reactions  

to profilin allergens.

Class 2 Allergy. Counsel  
cherry avoidance; possible 
additional cross-reactions  

to PR-10 allergens.

Assess severity of symptoms; counsel avoidance (OAS) and possible  
need for emergency procedures (EPIPEN for systemic reaction).

Look for possible cross-reactives, 
especially Pru p 3 (peach).

Cherry Allergenic Extract
F242

Bet v 2

Clinical Performance61

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the rPru av 4-specific allergen. 
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 9 1 10
Negative 28 116 144
Total 37 117 154

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

24.3% (11.8–41.2%) 99.1% (95.3–100%)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

F242 (Reference Method) 
A600 (Test Method) 156 80% (125/156) 50% (26/52) 95% (99/104)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
9

Allergen Component Testing  ·  White Paper 



Dust Mites Component Allergen, nDer p 1 and nDer p 2 
(Dermatophagoides pternonyssinus)
Development of allergic asthma in adults and children is commonly associated  
with sensitization to house dust mites (HDM).33 IgE sensitivities are often directed 
toward major HDM allergens such as Der p 1 (24 kDa) and Der p 2 (15 kDa) from 
Dermatophagoides pteronyssinus (allergen code: D1).34,35 Der p 1 and Der p 2 
individually are recognized by more than 80% of D1-senstitized patient IgE and have a 
predictive value for D1 greater than 95%.36 Cross-reactivity has been observed between 
homologous proteins Der f 1 and Der f 2 from Dermatophagoides farinae, to which  
D. pteronyssinus shares 80–90% sequence identity.37

Testing algorithm according to published 
literature12,38,39

Immunotherapy

Mite Allergy Symptoms 
Patient Questionnaire

Mite Allergenic Extract
D1

Der p 1 and Der p 2

D1 (+) D1 (−)

Der p 1 (+) and/or
Der p 2 (+)

Der p 1 (−) and/or
Der p 2 (−)

Monitor or
investigate

for potential
cross-reactivity 

with tropomyosin.sIgG4

Clinical Performance62

Clinical performance was demonstrated 
by testing serum samples from clinically 
diagnosed atopic patients and 
apparently healthy individuals against 
the nDer p 1- and nDer p 2-specific 
allergen. The results were obtained 
using the IMMULITE 2000/XPi 3gAllergy 
Specific IgE assay. Overall agreement, 
sensitivity, and specificity are presented 
in the tables below.

Atopic Non-atopic Total

nDer p 1
Positive  
(≥0.10 kU/L) 49 3 52

Negative 7 109 116
Total 56 112 168

nDer p 2
Positive  
(≥0.10 kU/L) 51 2 53

Negative 5 110 115
Total 56 112 168

Table 1. Clinical performance: overall agreement.

nDer p 1 nDer p 2

Sensitivity (95% CI) Specificity (95% CI) Sensitivity (95% CI) Specificity (95% CI)
88% (79–96%) 97% (94–100%) 91% (84–99%) 98% (96–101%)

Table 2. Clinical performance: sensitivity and specificity.

nDer p 1 and nDer p 2
Number  

of Samples
Overall Percent 

Agreement
Positive Percent 

Agreement
Negative Percent 

Agreement

D1 (Reference Method) 
A310 and A316 (Test Method) 107 99% (106/107) 98% (50/51) 100% (56/56)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
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Mugwort Pollen Major Allergen, nArt v 1 (Artemisia vulgaris)*
Mugwort (Artemisia vulgaris) is one of the main causes of seasonal pollinosis in Europe 
and is also found throughout the Northern Hemisphere.40 Six mugwort pollen allergens 
have been identified (Art v 1, Art v 2, Art v 3, Art v 4, Art v 5, Art v 6).41 Art v 1,  
a glycoprotein, has an approximate molecular weight of 24–28 kDa and appears  
as a double-band due to its heterogenous glycosylation.40 Native Art v 1 is preferred 
over the recombinant molecule produced by E. coli due to only 30–50% recognition  
by nArt v 1-positive sera.42 Art v 1 is a major allergenic protein of mugwort pollen that 
is recognized by more than 70% of mugwort-sensitized patient IgE.43 A homologous 
protein in ragweed (Amb a 4) has been identified.44

Testing algorithm according to published literature12,45

Immunotherapy

Mugwort Allergy Symptoms 
Patient Questionnaire

Mugwort Allergenic Extract 
W6

Art v 1

W6 (+) W6 (−)

Art v 1 (+) Art v 1 (−)

Monitor or  
investigate for  

potential reactivity  
to profilins, 

polcalcin, LTPs.sIgG4

Clinical Performance60

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the nArt v 1-specific allergen.  
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 20 7 27
Negative 10 93 103
Total 30 100 130

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

67% (50–84%) 93% (88–100%)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

W6 (Reference Method) 
A753 (Test Method) 142 83% (117/142) 93% (25/27) 80% (92/115)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

*Not available for sale in the U.S.
†�This data is from Siemens Healthineers verification studies.
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Olive Pollen Component Allergen, nOle e 1 (Olea europaea)
Olive tree (Olea europaea) pollen is a major cause of type 1 seasonal allergy in the 
Mediterranean and can also be found in areas with a Mediterranean-type climate, 
including parts of Australia, South Africa, and North America.46,47 Ten olive tree pollen 
allergens have been identified (Ole e 1, Ole e 2, Ole e 3, Ole e 4, Ole e 5, Ole e 6, Ole e 7, 
Ole e 8, Ole e 9, Ole e 10).48 Ole e 1 is a major allergenic protein of olive tree pollen  
that exists in two main forms: glycosylated (~20 kDa) and non-glycosylated (~18.5 kDa).49 
Homologous proteins are found in other members of the Oleaceae family, such as ash 
(Fra e 1), privet (Lig v 1), and lilac (Syr v 1).50 More than 80% of patients sensitized  
to olive pollen have IgE reactivity to the Ole e 1 allergenic molecule, and common 
symptoms of exposure include asthma, rhinitis, and conjunctivitis.51-53

Testing algorithm according to published literature12,53,54

Immunotherapy

Olive Allergy Symptoms 
Patient Questionnaire

Olive Allergenic Extract  
T9

T9 (+)

T9 (–)

Ole e 1 (+) Ole e 1 (–)

Monitor or investigate
for potential reactivity to 
profilins, polcalcin, LTPs.

sIgG4

Ole e 1

Clinical Performance60

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the nOle e 1-specific allergen. 
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 37 3 40
Negative 2 97 99
Total 39 100 139

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

95% (not available) 97% (not available)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

T9 (Reference Method) 
A482 (Test Method) 139 97% (135/139) 98% (39/40) 97% (96/99)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
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Peach Component Allergen, nPru p 3 (Prunus persica)
Plant lipid transfer proteins (LTP) are highly conserved proteins of approximately 10 kDa.30 
They are found in the seeds, stems, flowers, leaves, and pollen of plants and are 
considered panallergens.30 LTPs are typically associated with more-severe and systemic 
reactions such as urticaria and anaphylaxis.30,55 Because these proteins are so highly 
conserved, sensitization to LTP from one plant can result in unexpected allergic 
responses to other taxonomically unrelated fruits or vegetables.30,55,56 Pru p 3 is an LTP 
isolated from peach skin and pulp30 and may be used to evaluate specific IgE reactivity 
in patients with suspected peach allergy.30,55-57 While peach LTP is typically the primary 
allergic sensitizer, cross-reactivity to LTP of other taxonomically related or unrelated 
plants may be responsible for peach allergy in some patients.57

Testing algorithm according to published literature12,55-59

Peach Allergy Symptoms 
Patient Questionnaire

Peach Allergenic Extract 
F95

Peach LTP sIgE Pru p 3 Reported OAS only?Reported systemic 
reaction?

F95 (+)

Counsel avoidance and possible need 
for emergency procedures (EPIPEN).

F95 (–)

Consider other fruit/pollen allergens.Look for possible cross-reactives.

OFC (+)

Pru p 3 (+)

OFC (–)

Pru p 3 (–) Consider OFC.

Clinical Performance61

Clinical performance was demonstrated by testing serum samples from clinically diagnosed 
atopic patients and apparently healthy individuals against the nPru p 3-specific allergen. 
The results were obtained using the IMMULITE 2000/XPi 3gAllergy Specific IgE assay. 
Overall agreement, sensitivity, and specificity are presented in the tables below.

Atopic Non-atopic Total
Positive (≥0.10 kU/L) 11 0 11
Negative 27 117 144
Total 38 117 155

Table 1. Clinical performance: overall agreement.

Sensitivity  
(95% CI)

Specificity  
(95% CI)

28.9% (15.4–45.9%) 100% (96.9–100%)

Table 2. Clinical performance: sensitivity  
and specificity.

Number  
of Samples

Overall Percent 
Agreement

Positive Percent 
Agreement

Negative Percent 
Agreement

F95 (Reference Method) 
A603 (Test Method) 156 84% (122/146) 49% (23/47) 100% (99/99)

Table 3. Clinical performance of the specific allergens in comparison to the whole extract allergen.†

Additional clinical performance of the specific allergens was demonstrated in comparison 
to the whole extract allergen. The results are presented below.

†�This data is from Siemens Healthineers verification studies.
13

Allergen Component Testing  ·  White Paper 



References:
	 1.	Hoffmann K, Hilger C, Santos A,  

de las Vecillas L, Dramburg S. Molecular 
Allergology Users Guide 2.0. EAACI 2022. 
Eds. https://hub.eaaci.org/resources_
guidelines/molecular-allergology-users-
guide-2-0/

	 2.	�Ansotegui I, et al. IgE allergy diagnostics 
and other relevant tests in allergy, a WHO 
position paper. WAO J. 2020;13:100080.

	 3.	Fernández-Rivas M, Bolhaar S, González-
Mancebo E, Asero R, van Leeuwen A, 
Bohle B, et al. Apple allergy across Europe: 
how allergen sensitization profiles 
determine the clinical expression of 
allergies to plant foods. J Allergy Clin 
Immunol. 2006;118(2):481-8.

	 4.	�Ebo DG, Bridts CH, Verweij MM, De Knop 
KJ, Hagendorens MM, De Clerck LS, et al. 
Sensitization profiles in birch pollen-
allergic patients with and without oral 
allergy syndrome to apple: lessons  
from multiplexed component-resolved  
allergy diagnosis.Clin Exp Allergy.  
2010 Feb;40(2):339-47.

	 5.	�Jenkins JA, Griffiths-Jones S, Shewry PR, 
Breiteneder H, Mills EN. Structural 
relatedness of plant food allergens  
with specific reference to cross-reactive 
allergens: an in silico analysis. J Allergy 
Clin Immunol. 2005 Jan;115(1):163-70.

	 6.	�Mauro M, Russello M, Incorvaia C, Gazzola 
G, Frati F, Moingeon P, et al. Birch-apple 
syndrome treated with birch pollen 
immunotherapy. Int Arch Allergy 
Immunol. 2011;156(4):416-22.

	 7.	�Wuthrich B, Schindler C, Leuenberger P, 
Ackermann-Liebrich U. Prevalence  
of atopy and pollinosis in the adult 
population of Switzerland (SAPALDIA 
study). Swiss Study on Air Pollution and 
Lung Diseases in Adults. Int Arch Allergy 
Immunol. 1995 Feb;106(2):149-56.

	 8.	�Andersen MB, Hall S, Dragsted LO. 
Identification of European allergy patterns 
to the allergen families PR-10, LTP,  
and profilin from Rosaceae fruits. Clin Rev 
Allergy Immunol. 2011;41(1):4-19.

	 9.	�Oberhuber C, Ma Y, Marsh J, Rigby N, 
Smole U, Radauer C, et al. Purification  
and characterisation of relevant natural 
and recombinant apple allergens. Mol Nutr 
Food Res. 2008;52(suppl 2):S208-19.

	10.	�Breiteneder H, Radauer C. A classification 
of plant food allergens. J Allergy Clin 
Immunol. 2004;113(5):821-30.

	11.	�Ma Y, Zuidmeer L, Bohle B, Bolhaar ST, 
Gadermaier G, Gonzalez-Mancebo E, et al. 
Characterization of recombinant Mal d 4 
and its application for component-
resolved diagnosis of apple allergy.  
Clin Exp Allergy. 2006;36(8):1087-96.

	12.	�Matricardi PM, et al. EAACI molecular 
allergology user’s guide. Pediatr Allergy 
Immunol. 2016 May;27 Suppl 23:1-250.

	13.	�Horak F, Jager S. Die Erreger des 
Heufiebers. 19 pp. Verlag Urban  
& Schwarzenverg Munich-Vienna-
Baltimore, 1979.

	14.	�Swoboda I, et al. J Biol Chem. 
1995;270:2607-13.

	15.	�Ipsen H, Lowenstein H. J Allergy Clin 
Immunol. 1983;72:150-9.

	16.	�Menz G, Dolecek C, Schonheit-Kenn U, 
Ferreira F, Moser M, Schneider T, Suter M, 
Boltz-Nitulescu G, Ebner C, Kraft D, 
Valenta R. Serological and skin-test 
diagnosis of birch pollen allergy with 
recombinant Bet v 1, the major birch 
pollen allergen. Clin Exp Allergy. 
1996;26(1):50-60. 

	17.	�Kazemi-Shirazi L, Pauli G, Purohit A, 
Spitzauer S, Froschl R, Hoffmann-
Sommergruber K, Breiteneder H,  
Scheiner O, Kraft D, Valenta R. 
Quantitative IgE inhibition experiments 
with purified recombinant allergens 
indicate pollen-derived allergens as the 
sensitizing agents responsible for many 
forms of plant food allergy. J Allergy Clin 
Immunol. 2000;105(1 Pt 1):116-25. 

	18.	�Moverare R, Westritschnig K, Svensson M, 
Hayek B, Bende M, Pauli G, Sorva R, 
Haahtela T, Valenta R, Elfman L. Different 
IgE reactivity profiles in birch pollen-
sensitive patients from six European 
populations revealed by recombinant 
allergens: an imprint of local sensitization. 
Int Arch Allergy Immunol. 
2002;128(4):325-35.

	19.	�Valenta R, Duchene M, Pettenburger K, 
Sillaber C, Valent P, Bettelheim P, 
Breitenbach M, Rumpold H, Kraft D, 
Scheiner O. Identification of profilin as  
a novel pollen allergen; IgE autoreactivity 
in sensitized individuals. Science. 
1991;253(5019):557-60.

	20.	�Scheurer S, Wangorsch A, Nerkamp J,  
Skov PS, Ballmer-Weber B, Wuthrich B, 
Haustein D, Vieths S. Cross-reactivity 
within the profilin panallergen family 
investigated by comparison of 
recombinant profilins from pear (Pyr c 4), 
cherry (Pru av 4) and celery (Api g 4) with 
birch pollen profilin Bet v 2. J Chromatogr 
B Biomed Sci Appl. 2001;756(1):315-25. 

	21.	�Valenta R, Sperr WR, Ferreira F, Valent P, 
Sillaber C, Tejkl M, Duchene M, Ebner C, 
Lechner K, Kraft D. Induction of specific 
histamine release from basophil with 
purified natural and recombinant birch 
pollen allergens. J Allergy Clin Immunol. 
1993;91(1):88-97.

	22.	�Van Ree R, Fernandez-Rivas M, Cuevas M, 
van Wijngaarden M, Aalberse RC. J Allergy 
Clin Immunol. 1995;95(3):726-34.

	23.	�Ferreira F, Hawranek T, Gruber N,  
Wopfner N, Mari A. Allergy.  
2004;59:243-67.

	24.	�Matricardi PM, et al. EAACI molecular 
allergology user’s guide. Pediatr Allergy 
Immunol. 2016;27(suppl 23):1-250. 

	25.	�Scheurer S, Metzner K, Haustein D,  
Vieths S. Molecular cloning, expression 
and characterization of Pru a 1, the major 
cherry allergen. Mol Immunol.  
1997;34(8-9):619-29.

Conclusion
Allergen component testing plays a critical role, as it allows clinicians to 
provide a better differential diagnosis than extract testing alone. The era  
of protein mixture testing has given way to this new frontier of highly specific, 
single-allergen component testing, proving it to be an aid in the clinical diagnosis 
of IgE-mediated allergic disorders. Being equipped with an in-house portfolio  
of rigorously tested and validated component allergens may provide for a more 
comprehensive and accelerated testing process.

The Siemens Healthineers portfolio of commonly tested component allergens  
is currently available for testing on the IMMULITE 2000/XPi platform and has 
undergone rigorous clinical and analytical scrutiny to validate the quality of the 
tests. Please refer to the IMMULITE 2000/XPi 3gAllergy menu online for the full 
list of available component allergens.

14

White Paper  ·  Allergen Component Testing

https://hub.eaaci.org/resources_guidelines/molecular-allergology-users-guide-2-0/
https://hub.eaaci.org/resources_guidelines/molecular-allergology-users-guide-2-0/
https://hub.eaaci.org/resources_guidelines/molecular-allergology-users-guide-2-0/


	26.	�Scheurer S, Pastorello EA, Wangorsch A, 
Kästner M, Haustein D, Vieths S. 
Recombinant allergens Pru av 1 and  
Pru av 4 and a newly identified lipid 
transfer protein in the in vitro diagnosis  
of cherry allergy. J Allergy Clin Immunol. 
2001;107(4):724-31.

	27.	�Neudecker P, Schweimer K, Nerkamp J, 
Scheurer S, Vieths S, Sticht H, et al. 
Allergic cross-reactivity made visible: 
solution structure of the major cherry 
allergen Pru av 1. J Biol Chem. 
2001;276(25):22756-63.

	28.	�Reuter A, Lidholm J, Andersson K, Ostling J, 
Lundberg M, Scheurer S, et al. A critical 
assessment of allergen component- 
based in vitro diagnosis in cherry allergy 
across Europe. Clin Exp Allergy.  
2006;36(6):815-23.

	29.	�Ballmer-Weber BK, Scheurer S, Fritsche P, 
Enrique E, Cistero-Bahima A, Haase T, et al. 
Component-resolved diagnosis with 
recombinant allergens in patients with 
cherry allergy. J Allergy Clin Immunol. 
2002;110(1):167-73.

	30.	�Asero R, Mistrello G, Roncarolo D,  
de Vries SC, Gautier MF, Ciurana CL, et al. 
Lipid transfer protein: a pan-allergen in 
plant-derived foods that is highly resistant 
to pepsin digestion. Int Arch Allergy 
Immunol. 2001 Jan-Mar;124(1-3):67-9.

	31.	�Hartz C, Lauer I, del Mar San Miguel 
Moncin M, Cistero-Bahima A, Foetisch K, 
Lidholm J, Vieths S, et al. Comparison  
of IgE-binding capacity, cross-reactivity 
and biological potency of allergenic 
non-specific lipid transfer proteins from 
peach, cherry and hazelnut. Int Arch 
Allergy Immunol. 2010;153(4):335-46.

	32.	�IUIS Allergen Nomenclature 
Sub-Committee Allergen Nomenclature. 
Available from: http://www.allergen.org/
viewallergen.php?aid=552.  
Accessed June 2012.

	33.	�Vallance G, et al. House dust mite control 
measures in the treatment of asthma. 
Ther Clin Risk Manag. 2006;2(4):347-54.

	34.	�Wong C, et al. House dust mite Der p 1 
elevates the release of inflammatory 
cytokines and expression of adhesion 
molecules in co-culture of human 
eosinophils and bronchial epithelial cells. 
Int Immunol. 2006;8(8):1327-35.

	35.	�Brown A, et al. House dust mite Der p 1 
down regulates defenses of the lung  
by inactivating elastase inhibitors. Am J 
Respir Cell Mol Biol. 2003;29:381-389.

	36.	�Trombone A, et al. Use of a chimeric ELISA 
to investigate immunoglobulin E antibody 
responses to Der p 1 and Der p 2 in  
mite-allergic patients with asthma, 
wheezing and/or rhinitis. Clin Exp Allergy. 
2002 Sep;32(9):1323-8.

	37.	�Thomas W, Smith W. Towards defining  
the full spectrum of important house dust 
mite allergens. Clin Exp Allergy.  
1999 Dec;29(12):1583-7.

	38.	�Pajno G, et al. Prevention of new 
sensitizations in asthmatic children 
monosensitized to house dust mite  
by specific immunotherapy. A six year 
follow-up study. Clin Exp Allergy.  
2001 Sep;31(9):1392-7.

	39.	�Aki T, et al. Immunochemical 
characterization of recombinant and 
native tropomyosins as a new allergen 
from the house dust mite, 
Dermatophagoides farinae. J Allergy  
Clin Immunol. 1995 Jul;96(1):74-83.

	40.	�Jahn-Schmid B, Kelemen P, Himly M,  
Bohle B, Fischer G, Ferreira F, et al.  
The T cell response to Art v 1, the major 
mugwort pollen allergen, is dominated  
by one epitope. J Immunol. 
2002;169:6005-11.

	41.	�Gadermaier G, Wopfner N, Wallner M, 
Egger M, Didierlaurent A, Regl G, et al. 
Array-based profiling of ragweed and 
mugwort pollen allergens. Allergy.  
2008 Nov;63(11):1543-9.

	42.	�Himly M, Jahn-Schmid B, Dedic A, 
Kelemen P, Wopfner N, Altmann F, et al. 
Art v 1, the major allergen of mugwort 
pollen, is a modular glycoprotein with  
a defensin-like and hydroxyprolinerich 
domain. FASEB J. 2003 Jan;17(1):106-8.

	43.	�Jimeno L, Duffort O, Serrano C, Barber D, 
Polo F. Monoclonal antibody-based  
ELISA to quantify the major allergen of 
Artemisia vulgaris pollen, Art v 1. Allergy. 
2004 Sep;59(9):995-1001.

	44.	�Leonard R, Wopfner N, Pabst M, 
Stadlmann J, Petersen B, Duus J, et al.  
A new allergen from ragweed  
(Ambrosia artemisiifolia) with homology 
to Art v 1 from Mugwort. J Biol Chem. 
2010 Aug;285:27192-200.

	45.	�Wopfner N, Gadermaier G, Egger M,  
Asero R, Ebner C, Jahn-Schmid B, et al. 
The spectrum of allergens in ragweed  
and mugwort pollen. Int Arch Allergy 
Immunol. 2005;138:337-46.

	46.	�Liccardi G, D’Amato G. Oleaceae pollinosis: 
a review. Int Arch Allergy Immunol. 
1996;111(3):210-7. 

	47.	�Wheeler AW. Review. Hypersensitivity to 
allergens of the pollen from the olive tree 
(Olea europaea). Clin Exp Allergy. 
1992;22:1052-7. 

	48.	�Barral P, et al. A major allergen from  
pollen defines a novel family of plant 
proteins and shows intra- and interspecies  
cross-reactivity. J Immunol.  
2004 Mar;172(6):3644-5. 

	49.	�Batanero E, et al. Glycosylation site for  
the major allergen from olive tree pollen. 
Allergenic implications of the 
carbohydrate moiety. Mol Immunol.  
1994 Jan;31(1):31-7. 

	50.	�Obispo T, et al. The main allergen of Olea 
europaea (Ole e 1) is also present in other 
species of the Oleaceae family. Clin Exp 
Allergy. 1993;23(4):311-6. 

	51.	�van Ree R, et al. A sensitive monoclonal 
antibody sandwich ELISA for the 
measurement of the major olive pollen 
allergen Ole e 1. Int Arch Allergy Immunol. 
2000 Jul;122(3):224-8. 

	52.	�Rodriguez R, et al. Allergenic diversity  
of the olive pollen. Allergy. 2002;57:6-16. 

	53.	�Vourdas D, et al. Double-blind, placebo-
controlled evaluation of sublingual 
immunotherapy with standardized olive 
pollen extract in pediatric patients with 
allergic rhinoconjunctivitis and mild 
asthma due to olive pollen sensitization. 
Allergy. 1998;53:662-72.

	54.	�Rodriguez R, et al. The spectrum of olive 
pollen allergens. Int Arch Allergy Immunol. 
2001;125:185-95.

	55.	�Metz-Favre C, Pauli G, Bessot JC,  
De Blay F. Molecular allergology in 
practice: an unusual case of LTP allergy. 
Eur Ann Allergy Clin Immunol.  
2011 Dec;43(6):193-5.

	56.	�Asero R. Lipid transfer protein cross-
reactivity assessed in vivo and in vitro  
in the office: pros and cons. J Investig 
Allergol Clin Immunol.  
2011;21(2):129-36.

	57.	�Asero R. Plant food allergies: a suggested 
approach to allergen-resolved diagnosis  
in the clinical practice by identifying easily 
available sensitization markers. Int Arch 
Allergy Immunol. 2005 Sep;138(1):1-11. 
Epub 2005 Aug 5.

	58.	�Vieira T, Lopes C, Pereira AM, Araújo L, 
Moreira A, Delgado L. Microarray based 
IgE detection in poly-sensitized allergic 
patients with suspected food allergy— 
an approach in four clinical cases.  
Allergol Immunopathol (Madr).  
2012 May;40(3):172-80.

	59.	�Gamboa PM, Sanz ML, Lombardero M, 
Barber D, Sánchez-Monje R, Goikoetxea MJ, 
Antépara I, Ferrer M, Salcedo G. 
Component-resolved in vitro diagnosis in 
peach-allergic patients. J Investig Allergol 
Clin Immunol. 2009;19(1):13-20.

	60.	�510(k) Substantial Equivalence 
Determination Decision Summary Assay 
Only Template.  [Accessed 3-19-2022]. 
Available from: https://www.accessdata.
fda.gov/cdrh_docs/reviews/K112523.pdf

	61.	�510(k) Substantial Equivalence 
Determination Decision Summary Assay 
Only Template. [3-18-2022]. Available 
from: https://www.accessdata.fda.gov/
cdrh_docs/reviews/K132801.pdf

	62.	�510(k) Substantial Equivalence 
Determination Decision Summary Assay 
Only Template. [Accessed 3-19-2022]. 
Available from: https://www.accessdata.
fda.gov/cdrh_docs/reviews/K093987.pdf

15

Allergen Component Testing  ·  White Paper 

http://www.allergen.org/viewallergen.php?aid=552
http://www.allergen.org/viewallergen.php?aid=552
https://www.accessdata.fda.gov/cdrh_docs/reviews/K112523.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/K112523.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/K132801.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/K132801.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/K093987.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/K093987.pdf


Published by Siemens Healthcare Diagnostics Inc.  · Order No. 30-22-DX-2004-76 · 10-2022 · © Siemens Healthcare Diagnostics Inc., 2022

Siemens Healthineers Headquarters
Siemens Healthcare GmbH
Henkestr. 127
91052 Erlangen, Germany
Phone: +49 9131 84-0
siemens-healthineers.com

Published by
Siemens Healthcare Diagnostics Inc.
Laboratory Diagnostics
511 Benedict Avenue
Tarrytown, NY 10591-5005
USA
Phone: +1 914-631-8000

At Siemens Healthineers, we pioneer breakthroughs in healthcare. 
For everyone. Everywhere. By constantly bringing breakthrough 
innovations to market, we enable healthcare professionals to deliver 
high-quality care, leading to the best possible outcome for patients.

Our portfolio, spanning from in-vitro and in-vivo diagnostics to 
image-guided therapy and innovative cancer care, is crucial for 
clinical decision-making and treatment pathways. With our strengths 
in patient twinning, precision therapy, as well as digital, data, and 
artificial intelligence (AI), we are well positioned to take on the 
biggest challenges in healthcare. We will continue to build on these 
strengths to help fight the world’s most threatening diseases, 
improving the quality of outcomes, and enabling access to care.

We are a team of 66,000 highly dedicated employees across more 
than 70 countries passionately pushing the boundaries of what’s 
possible in healthcare to help improve people’s lives around the world.

3gAllergy, IMMULITE, and all associated  
marks are trademarks of Siemens Healthcare 
Diagnostics Inc., or its affiliates. All other 
trademarks and brands are the property of  
their respective owners. 

Product availability may vary from country  
to country and is subject to varying regulatory 
requirements. Please contact your local 
representative for availability. 




