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BEZ =7 L L — & BT DR 2 AT D B OBUE D2k ONa i

FRIE - R
(217

Diagnosis :

In diagnosing the sensitive individual, the symptom history must be associated
with exposure to the allergen. Skin testing is used in conjunction with a definitive
history for diagnosing individual sensitivities.

An excellent method of recording results is to cover the skin reaction with trans-
parent tape, outline the erythema first then the wheal with an indelible pen, then
remove the tape and transfer it to the patient's permanent record. For preferred
results, it is recommended that the actual measurement of the extent of both re-
sponses be recorded. This can be accomplished by measuring the longest erythema
diameter, then selecting the mid - point of that line and measuring at a 90° angle to
that line to determine the orthogonal diameter. The sum of these two measure-
ments is the sum of erythema (ZE); the sum of wheal diameters is determined in a
similar manner.

Patient's response is graded on the basis of the size of erythema and/or wheal.

Percutaneous (prick/scratch/puncture) test:

Prick, scratch, or puncture skin tests should be performed initially using an extract
specially made for this purpose. The usual dose is one drop.

In a skin test study of 10 patients who were determined to be allergic to mite
(D.farinae), the mean puncture test (using a bifurcated needle) to a solution con-
taining 10,000 AU/mL had a sum of erythema of 73mm (range 43-138 mm) and a
sum of wheal of 17mm (range7-31mm).

In another skin test study of 11 patients who were determined to be allergic to mite
(D.pteronyssinus) , the mean puncture test (using a bifurcated needle) to a solution
containing 10,000 AU/mL had a sum of erythema of 84 mm (range 56 -112 mm) and
a sum of wheal of 20 mm (range 7-33 mm).

What follows are general guidelines for percutaneous testing. Different devices

and/or techniques influence the size of the reaction, therefore it is important to refer

_24 -




to the device manufacturer's or distributor's instructions when grading reactions.

0 No wheal. Erythema absent or very slight (not more than 1mm in diameter).

+ Wheal absent or very slight erythema present (not more than 3mm diameter).

++  Wheal not more than 3mm diameter, or erythema not more than 5mm diam-
eter.

+++ Wheal between 3mm and 5mm in diameter with erythema. Possible pseudo-
podia and itching.

++++ Any larger reaction with itching and possible pain.

Intradermal test:

On the forearm or upper outer aspect of the arm, using a 26-27 gauge, short bevel

needle, inject intradermally .05 mL of the intradermal test solution. Skin whealing

responses should be observed 10-20 minutes after administering the test.

In a skin test study of the 10 mite puncture reactive patients (D. farinae) described

above, the mean intradermal dose for XE = 50 mm was 0.01 AU/mL (range=<0.0003

to 0.4 AU/mL). In the skin test study of the 11 mite puncture reactive patients (D.

pteronyssinus) described above, the mean intradermal dose for ZE = 50 mm was

0.006 AU/mL (range =<0.0007 to 0.05 AU/mL).

Intradermal testing should start with a dilute solution, usually in the range of 1 AU

or less.

Glycerinated extracts diluted for intradermal testing may be diluted at least 25 fold

to less than 2% glycerin (by volume) as glycerin above this level can cause false

positive intradermal skin tests.

A negative skin test is one where the sum of erythema was 0 or equal to the sum of

the wheal. As a negative control, the diluent should be tested and included in the

interpretation of the skin reactions.

0 No increase in size of bleb since injection. No erythema.

+ An increase in size of bleb and a wheal not more than 5mm diameter with
associated erythema.

++  Wheal between 5mm and 8mm in diameter with erythema.

+++ Wheal between 8mm and 12mm in diameter with erythema and possible
pseudopodia, itching or pain.

++++ Any larger reaction with itching and pain and possible diffuse blush of the

skin surrounding the reaction area.

* T ZOEACE (2016 7TH . KE, BT Z KA F =2 TR CAEORMSCE 2 1)
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KIE FDA 7373 & 135 7 5,

(5 EoirE] Mk, Ehm, FIWE~DORE
E2AZ I NI EBINGEERZAT 522NN TNWDLDOT, FEPITE 24 I VRN E 2
DAVD INELTR RGOS T A MIRET 5 2 &,

73 ¥

FDA ®43%4 : Pregnancy Category C (2016 £ 7 H)

2% O
FDA® /3% : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and there are no
adequate and well-controlled studies in humans, but potential benefits may warrant use

of the drug in pregnant women despite potential risks.

(2) /NREF(ZBET S ECE
AT HHEH EoEE UNESE~O®KS ] OEOFLEIILLTOLEEBY THY | I FX O
ELIIRR D,

ﬁm&%im\ﬁiﬁ FLUE UL B AR DS IR KF T2 R AMEIEHET LT Ruy, (R BR S
23

aabii RLEN A

PEDIATRIC USE: Children can receive the same dose as adults, however,
1 OUHT SLE® | to minimize the discomfort associated with dose volume it may be advisable
(2016 7 H) to reduce the volume of the dose by half and administer the injection at two

different sites.

kB FFOUATCE (20164ETH ., KE, B FFROAF v aTERE CHAEDOTRMN CELHFEH)
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