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Intended use
The PreventID® Dermatophyte is an immunochromatographic rapid test for the qualitative determination of dermatophyte-derived 
antigens in nails.

Introduction
A fungal infection of nails, also nail mycosis or onychomycosis, is an infection of the toenails or fi ngernails, usually caused by 
dermatophytes (fi lamentous fungi). Internal (endogenous) disposition factors could be for example metabolic diseases, genetic 
predispositions causing a susceptibility to onychomycosis, and immune defi ciencies. Especially patients with diabetes mellitus, 
circulatory disorders, nail eczema and nail psoriasis are susceptible for fungal infections. Favouring is a moist-warm environment, 
toenails, therefore, are more frequently a� ected than fi ngernails. Another cause might also be a prolonged therapy with antibiotics.

Test Principle
The PreventID® Dermatophyte is based on an 
immunochromatographic method for the deter-
mination of dermatophyte-antigens in nails infected 
with dermatophytes. The test device contains a 
fi xed antibody against dermatophyte antigen in 
the test zone and a gold-conjugated monoclonal 
antibody against dermatophyte-antigen in the 
reagent zone. With the extraction solution the 
dermatophyte antigen is solubilised from the nail 
substance before the test run. 

In case there is dermatophyte-antigen in the extrac-
tion solution this antigen binds during the test 
run to the colloidal-gold antibody. This complex 
migrates to the fi xed second monoclonal antibody 
forming a coloured precipitate at the test line and 
indicating a positive result – an infection with 
dermatophytes. A coloured control line is formed 
as internal control and proves the correct test run.    

Material
Material Provided:
• test strips, single packed*
• extraction bu� er
• test tube 
• stir rods
• manual

Material Required but not Provided:  Timer or stop watch, gloves, clippers or scissors

Storage and Stability
Store the test between 2 °C and 30 °C; do not freeze. The test device is sensitive to humidity, direct sunlight as well as to heat. Perform 
the test immediately after removing the test device from the pouch. Do not use it beyond the expiry date.

Precautions
  If the extraction bu� er comes in contact with the eyes, mouth, or skin, rinse thoroughly with running water as fi rst aid, and seek 
medical treatment if necessary.

1. For in vitro diagnostic use only.
2. Do not eat or smoke while handling specimen. 
3. Wear protective gloves and wash hands thoroughly after performing the test.
4. Avoid splashing or aerosol formation while handling specimen and performing the test.
5.  All samples and materials used should be treated as potentially infectious and disposed in a biohazard container. Clean all conta-

minated objects and surfaces carefully. 
6. Do not use test if the pouch is torn or if the membrane of the test device is visibly damaged.
7. Read the instruction carefully before performing the test.
8. Do not mix reagents from di� erent lots.
9. If you have any questions please contact Preventis GmbH.

Specimen Preparation and Specimen Collection
This kit is intended for the detection of Dermatophyte-derived antigen in nails. Scales, scalp specimens, hair or other specimens 
cannot be used.

1.  Preparation for specimen collection: Take a specimen of 1 mg or more according to the guidelines for diagnosis and treatment of 
cutaneous fungal infection (1, 2, 3). 

  An inappropriate procedure for specimen collection or an insu� icient amount of specimen taken may lead to false negative 
results or an incorrect judgment.

   Use clean nail clippers or scissors when taking a specimen and place it in a test tube from the kit. 

2.  Specimen collection must be performed by a professional 
who is qualifi ed by appropriate education, training and/or 
experience according to the guidelines for diagnosis and 
treatment of cutaneous fungal infection. The procedure 
for specimen collection stated in the guidelines is partially 
shown below.

 a) Distal and Lateral Subungual Onychomycosis
   Remove the area of onycholysis or the tip of the nail, 

and take a specimen from the deep portion of the nail, 
as close to the nail bed as possible (Fig. 2). If a specimen 
cannot be taken from the deep portion of the nail, take 
a specimen from the surface of the skin (actually the nail 
bed), where onycholysis is present.

 b) Superfi cial White Onychomycosis
   Remove a whitish superfi cial spot on the nail plate using 

nail clippers or scissors, and use it as a specimen (Fig. 3).

3. Infl uence of Drugs
  The infl uence of oral antifungals1 (terbinafi ne, itracona-

zole) that are commonly used for the treatment of tinea 
unguium on this assay were evaluated. When the negative 
control specimen, the positive control specimen and the 
weakly positive specimen which was prepared by diluting 
the positive control specimen with the negative control 
specimen was mixed with the antifungals and subjected 
to this kit, no infl uences of these drugs were observed. The 
concentration of each drug added was approximately 100 
times the MIC (minimum inhibitory concentration).

Antifungal Concentration (µg/mL) Infl uence

Terbinafi ne 0.5 Not observed

Itraconazole 100 Not observed

Table 1:  Infl uence of Antifungals coexisting in Specimens

Test Procedure
1.  Specimen and test device should be at room temperature and the following procedure should be performed at room tempera-

ture.
2.  Prepare the required quantities of test strips, stir rods and extraction bu� er. Do not touch the sample pad (Fig. 4).
3. Label tubes and test strips with patient name or number.
4.  Add 0.25 to 0.5 mL of the extraction bu� er to the test tube (Fig. 4). Put the specimen in the test tube and stir at least 20 times with 

a stir rod while pushing the specimen down. After stirring, stand the test tube in a test tube rack for at least 1 minute. 
5.  Stand the test strip in the test tube with the sample pad down. Confi rm that the sample pad has reached the bottom of the test 

tube.
6.  Let the test strip stand for at least 5 minutes and determine the result (positive, negative or invalid) by visually checking the pres-

ence or absence of coloured bands in the control line zone and the test line zone, within 30 minutes after standing the test strip in 
the test tube.

Test Interpretation (Fig. 5)
Positive: If a pink line appears in the control line zone and a purple line appears in the test line zone, it indicates a dermatophyte-
derived antigen positive result.

Negative: If a pink line appears in the control line zone and no visible line appears in the test line zone, it indicates a negative 
result. If a line appears in the test line zone after 30 minutes or longer, it indicates a negative result.

Invalid: If no pink line appears in the control line zone after 5 to 30 minutes, the test is invalid. 

Precautions for interpretation: If the amount of dermatophyte in the nail specimen is small, the result may become negative. The user 
should comprehensively evaluate the result of this assay in conjunction with other test results and clinical symptoms.
This kit is cross-reactive with other fungi than dermatophyte, such as Aspergillus and Penicillium. These fungi may be present in the 
soil or other environments and infect the skin of immune-compromised patients. Professionals should be careful when making a 
diagnosis.

Test Characteristics
1)  Results of Clinical Performance Study (5):
  In 222 patients (at 11 centers) suspected of having tinea unguium on visual inspection, a specimen was collected from a foot or 

hand nail according to the guidelines for diagnosis and treatment of cutaneous fungal infection. The specimen was aliquoted 
into three portions and subjected to measurement with PreventID® Dermatophyte, direct microscopy and PCR (only specimens 
for which the results of PreventID® Dermatophyte and direct microscopy were inconsistent), respectively. Specimen collection, 
direct microscopy, PreventID® Dermatophyte and PCR were performed by di� erent persons under blinded conditions.

 a)  Comparison between the results of PreventID® Dermatophyte and PCR incorporating direct microscopy. Analyses were performed 
on 222 patients. In 5 patients in whom the results of PreventID® Dermatophyte and direct microscopy were inconsistent and 
PCR could not be performed because the amount of specimen was insu� icient, the result of direct microscopy was used.

PCR incorporating direct microscopy
Positive Negative Total

PreventID®

Dermatophyte

Positive 196 5 201
Negative 6 15 21

Total 202 20 222

Table 2:  Comparison between the Results of PreventID® Dermatophyte and PCR incorporating 
Direct Microscopy

b)  Comparison between the results of PreventID® Dermatophyte and the dermato-logist‘s fi nal diagnosis (based on the results 
of direct microscopy, PCR, clinical manifestation, specimen collection site, etc.). Analyses were performed on 217 patients, excluding 
5 patients in whom PCR could not be performed because the amount of specimen was insu� icient and a fi nal diagnosis could 
not be made. 

Final Diagnosis

Dermatophytes Non-
Dermatophytes Total

PreventID®

Dermatophyte

Positive 196 2 198
Negative 4 15 19

Total 200 17 217

Table 3:  Comparison between the Results of PreventID® Dermatophyte and the 
Final Diagnosis

2)  Sensitivity and Accuracy: When a negative control specimen was tested, this kit provided a negative result. When a weakly positive 
specimen and a positive control specimen were tested, this kit provided positive results.

3)  Within-run reproducibility: When a negative control specimen was tested 4 times, the kit provided a negative result every time. 
When a weakly positive specimen and a positive control specimen, respectively, were tested 4 times, the kit provided a positive 
result every time.

4) Minimum Detectable Sensitivity:Trichophyton rubrum (NBRC 9185), 0.5 µg dry weight/mL

5) Reference Standard for Calibration: Dry cells of Trichophyton rubrum (NBRC 9185)

6)  Cross-reactivity: Autoclaved dry cells of various other fungi than Dermatophyte were added to the extraction bu� er at a concen-
tration of 300 µg/mL to evaluate the infl uence of each fungus on the assay. In addition, colonies of various bacteria grown on agar 
plates were added to the extraction bu� er to evaluate the infl uence of each bacterium on the assay. 

  This kit was not reactive with the tested fungi (non dermatophyte) shown below: Aspergillus nidulans, Penicillium citrinum, 
Scopulariopsis brevicaulis, Alternaria alternate, Pseudallescheria boydii, Scedosporium apiospermum, Prototheca wickerhamii, 
Schizophyllum commune (1 nucleus), Schizophyllum commune (2nucleii), Absidia corymbifera, Basidiobolus ranarum, Cunning-
hamella bertholletiae, Mortierella isabellina, Mucor circinelloides, M. racemosus, Rhizomucor pusillus, Rhizopus microsporus 
var. rhizopodiformis, R. oryzae, R. stolonifer var. refl exus, Syncephalastrum racemosum, Zygorhynchus exponens, Candida albi-
cans, C. dubliniensis, C. tolopicalis, C. parapsilosis, C. guilliermondii, C. glabrata, C. krusei, Geotrichum candidium, Trichosporon 
asahii, Cryptcoccus neoformans serotype A, C. neoformans serotype B, C. neoformans serotype C, C. neoformans serotype D, 
C. neoformans serotype AD, Sporothirix schenckii, Fonsecaea pedrosoi, Exophiala. jeanselmei, Phialophora verrucosa, P. richardsiae, 
Rhinocladiella atrovirens, Cladophialophora bantiana, Malbranchea albolutea, M. aurantiaca, M. chrysosporioidea hrysospori-
oidea, M. cinnamomea, M. dendritica, M. fi lamentosa, M. fl ava, M. fl occiformis, M. fulva, M. graminicola, M. gypsea, M. multicolor, 
M. pulchella, Malassezia furfur, Gymnoascoideus petalosporus, Auxarthron reticulatum, Gymnoascus intermedius, G. petalosporus, 
G. reessii, G. udagawae, Emmonsia parva var. crescens, E. parva var. parva, Phanerochaete chrysosporium, Apinisia queenslandica, 
Arthroderma multifi dum, Uncinocarpus reesii, Chrysosporium carmichaelii, C. indicum, C. keratinophilum, C. pseudomerdarium

  The kit was reactive with the fungi (non dermatophyte) shown below: Aspergillus fl avus, A. fumigatus, A. niger, A. terreus, Neosar-
torya fi scheri, Paecilomyces lilacinus, Penicillium griseofulvum, Veronaea botryosa, Fusarium solani, Exophiala dermatitidis (M-Y 
form), E. dermatitidis (G form), E. spinifera, Hortaea werneckii, Malbranchea circinata, M. fl avorosea

 The kit was not reactive with the bacterium shown below: Escherichia coli, Bacillus subtilis, Staphylococcus aureus, S. faecalis

7)  Reaction with dermatophyte: Autoclaved dry cells of dermatophyte were added to the extraction bu� er at a concentration of 
300 µg/mL to evaluate the reactivity of the assay. The kit was reactive with the dermatophyte shown below: Trichophyton men-
tagrophytes, T. rubrum, T. tonsurans, T. violaceum, T. verrucosum, Microsporum gypseum, M.canis, Epidermophyton fl occosum

Clinical Signifi cance 
PreventID® Dermatophyte, unlike direct microscopy, does not require special skills to determine whether dermatophyte is present or 
absent4, and this kit, unlike PCR, does not require special equipment. PreventID® Dermatophyte, which is easy to use and provides quick 
results, is an e� ective assay for the rapid diagnosis of Tinea unguium. 

Test Limitations
Test results are only reliable if you follow the instructions for use carefully. The test is limited to the detection of dermatophyte 
in human nails. Use the test only once. Although the test is very accurate, a low incidence of false results can occur. If negative or 
questionable results are obtained, the test should be repeated on a fresh specimen using a new test device.
As with all diagnostic tests, a defi nitive clinical diagnosis should not be based on the results of a single test, but should only be made 
by the physician after all clinical and laboratory fi ndings have been evaluated. 
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*    To prevent the test strip from kinking, the test pack contains a stabilising cardboard strip 
that can be disposed of together with the packaging after having taken out the test strip.

• Sensitivity: 97.0%
• Specifi city: 75.0%
• Accuracy: 95.0%
• Negative predictive value: 71.4%
• Positive predictive value: 97.5%

• Sensitivity: 98.0%
• Specifi city: 8.2%
• Accuracy 97.2%
• Negative predictive value: 78.9%
• Positive predictive value: 99.0%
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[Allgemeine Vorsichtshinweise]
1. Diafactory Tinea Unguium (dieser Kit) ist für die in vitro Diagnose. 

Bitte nicht für andere Zwecke verwenden.
2. Bitte stellen Sie eine umfassende Diagnose in Verbindung mit anderen 

Untersuchungsergebnissen und den klinischen Befunden.
3. Für andere Verwendungszwecke als die in der Packungsbeilage 

beschriebenen wird keine Garantie übernommen.

[Form, Zusammensetzung (Kit Zusammenstellung)]

Bezeichnung der 
Reagenzien Bestandteile

1 Teststreifen
Monoklonale Antikörper gegen Dermatophyten
Mit kolloidalem Gold markierte monoklonale 
Antikörper gegen Dermatophyten

2 Extraktionslösung Puffer etc.

Zubehör: Reagenzglas, Rührstab

[Verwendungszweck]
Zum Nachweis von Dermatophyten Antigen aus Nägeln (Diagnosehilfe bei Tinea 
unguium)

[Messprinzip]
Dieser Kit verwendet auf Nitrozellulose fixierte monoklonale Antikörper gegen 
Dermatophyten, um im Nagel enthaltene von Dermatophyten herstammende 
Antigene mit einem Immunchromatverfahren nachzuweisen.
Die mit diesem Kit verwendeten Teststreifen setzen sich wie in Figur 1 dargestellt 
aus der Probenaufnahme, dem Reagenzpapier, dem Indikatorpapier und dem 
Filterkissen. Als Reagenz dienen mit kolloidalem Gold markierte monoklonale 
Antikörper gegen Dermatophyten, die in getrocknetem Zustand erhalten werden. 
Auf der Kontrolllinie ist der Farbstoff in getrocknetem Zustand in fester Phase 
fixiert. Dieser Farbstoff ist bei einem pH von 3 farblos, oberhalb von pH 4 färbt 
sich der Farbstoff jedoch rosa, so dass bestätigt werden kann, dass die Proben die 
Testlinie richtig überschritten haben.

Figur 1 Messprinzip

Die in der Probenaufnahme eingedrungene Probe (im Folgenden 
Extraktionsprobe genannt) wird auf das Reagenzpapier übertragen, das in der 
Extraktionsprobe enthaltene, aus Dermatophyten stammende Antigen und  mit 
kolloidalem Gold markierte monoklonale Antikörper gegen Dermatophyten
reagieren gelassen, so dass Immunkomplexe gebildet werden. Diese 
Immunkomplexe werden dann auf das Indikatorpapier übertragen und binden im 
Testlinienabschnitt an die monoklonalen Antikörper gegen Dermatophyten, 
wodurch eine durch das kolloidale Gold hervorgerufener Testlinie entsteht (bei 
positivem Testergebnis). Falls im Messmaterial kein aus dem Dermatophyten
stammendes Antigen vorliegt, kommt es nicht zur Bildung von Immunkomplexen 
und daher auch nicht zur Ausbildung der Testlinie, wenn das Messmaterial und 
die mit kolloidalem Gold markierten monoklonalen Antikörper gegen 
Dermatophyten die Testlinie überschreiten. Unabhängig davon, ob die Reaktion 
positiv oder negativ ist, kommt es durch Reaktion mit dem in fester Phase 
fixiertem Farbstoff jedoch zur Bildung einer rosafarbenen Kontrolllinie, wenn die 
mit kolloidalem Gold markierten monoklonalen Antikörper gegen Dermatophyten
ohne Bildung von Immunkomplexen den Kontrolllinienabschnitt überschreiten.

[Die Handhabung betreffende Vorsichtsmaßnahmen]
1. Das Messmaterial betreffende Punkte

(1) Dieser Kit dient zum Nachweis von aus Nägeln gewonnenem 
Dermatophyten Antigen. Er kann nicht für Hautschuppen, Kopfhaut oder 
Haare verwendet werden. 

(2) Bitte sammeln Sie Proben von mehr als 1 mg entsprechend der 
Richtlinien zur Diagnose und Behandlung von Hautmykosen1,2,3. Bei 
ungeeigneter Probenentnahme oder unzureichendem Probenmaterial 
kann es zu falsch negativen Ergebnissen kommen oder diese sich nicht 
bewerten lassen. 

2. Probensammlung und Vorbereitung

(1) Vorbereitung zur Probensammlung   
Die Proben werden entsprechend der Richtlinien zur Diagnose und 
Behandlung von Hautmykosen1,2,3 gewonnen und in das zum Testkit 
gehörige Reagenzglas gegeben. Bitte verwenden Sie als Instrumente zur 
Probensammlung eine sauberen Nagelschere oder eine Schere 
(chirurgische Schere). 

(2) Bitte lassen Sie Proben von einem ausreichend ausgebildeten Arzt unter 
Einhaltung der Richtlinien zur Probensammlung sammeln. Nachstehend 
ist ein die Probensammlung betreffender Auszug aus den Richtlinien zur 
Diagnose und Behandlung von Hautmykosen.
1) Bei Onykomykosen unter dem distalen Nagelrand wird das 

Probenmaterial so weit als möglich aus der Tiefe, in der Nähe der 
Nagelbasis (proximal vom Nagelbett) gewonnen, nachdem die 
abgelösten Teile des betroffenen Nagels sowie der vordere Rand 
entfernt wurden. Wenn es nicht möglich sein sollte, aus tiefen 
Nagelbereichen Proben zu entnehmen, kann Probenmaterial auch 
von der unter der sich ablösenden Nagelplatte liegenden 
Hauptoberfläche (in Wirklichkeit das Nagelbett) gewonnen werden.

2) Bei weißen oberflächlichen Nagelmykosen
Die Oberfläche des getrübten Nagels mit einer Nagelzange oder 
Schere (chirurgische Schere) abschaben und als Probenmaterial 
verwenden.

(3) Es ist wünschenswert mehr als 1 mg Material zu entnehmen.

3. Einfluss von Medikamenten

Hinsichtlich des Einflusses von häufig zur Behandlung von Nagelmykosen 
verwendeter oraler Antimykotika1 (Terbinafin, Itraconazole) wurden diese 
negativen Kontrollproben, positiven Kontrollproben und durch Verdünnung 
mit negativen Kontrollproben gewonnenen schwach positiven 
Kontrollproben zugesetzt und dann Messungen durchgeführt. Dabei wurde 
kein durch diese Materialien hervorgerufener Einfluss beobachtet. Für alle 
Versuche wurde das 100-fache der MIC (minimal inhibitory concentration) 
für die einzelnen Antimykotika angesetzt.

Tabelle 1  Einfluss gleichzeitig vorliegender Antimykotika

Antimykotikum Testkonzentration 
(μg/mL) Einfluss

Terbinafin 0.5 kein

Itraconazole 100 kein

4. Anderes
(1) Den Test bitte unmittelbar nach Öffnen der Verpackung des Teststreifens 

durchführen.
(2) Den Teststreifen bitte nicht knicken.
(3) Die Probenaufnahme auf dem Teststreifen bitte nicht mit den Händen 

berühren oder beschädigen.
(4) Die Extraktionslösung in das Reagenzglas geben und dabei die in der 

Gebrauchsanleitung vorgegebene Menge einhalten.
(5) Einmal verwendete Teststreifen, Extraktionslösung, Reagenzgläser und 

Rührstäbe können nicht wiederverwendet werden.
(6) Bitte halten Sie die in der Gebrauchsanleitung vorgegebene Messzeit ein. 

Wenn sich nach Ablauf von mehr als 5 Minuten innerhalb eines 
Zeitraumes von 30 Minuten auf dem Testlinienabschnitt und dem 
Kontrolllinienabschnitt Linien ausbilden, kann das Testergebnis als 
positiv gewertet werden. Wenn sich andererseits nach Ablauf von mehr 
als 5 Minuten innerhalb eines Zeitraumes von 30 Minuten auf dem 
Testlinienabschnitt keine Linie ausbildet, kann das Testergebnis als 
negativ gewertet werden. 

[Verwendung, Dosierung (Gebrauch)]

1. Gebrauch

Bitte führen Sie die folgenden Schritte bei Raumtemperatur (1-30°C) durch.
(1) Nur die erforderliche Anzahl an Teststreifen, Rührstäben und Menge an 

Extraktionslösung entnehmen.
(2) Etwa 0.25-0.5 ml Extraktionslösung in das Reagenzglas geben (Figur 2), 

die gewonnene Probe dazugeben, diese mit dem mitgelieferten Rührstab 
zerdrücken und dabei mehr als 20 Mal umrühren. Nach dem Umrühren 
das Reagenzglas aufstellen und so 1 Minute stehen lassen.

Figur 2

(3) Den Teststreifen herausnehmen. Den aluminierten Beutel aufreißen und 
den Teststreifen am Griffteil herausnehmen. Achten Sie dabei bitte 
darauf, die Probenaufnahme nicht mit den Händen zu berühren (Figur 3).

(4) Die Probenaufnahme des Teststreifens nach unten gewandt (2) in das 
Reagenzglas stellen. Dabei bitte darauf achten, dass die Probenaufnahme 
bis auf den Boden des Reagenzglases reicht.

(5) In diesem Zustand nach mehr als 5 Minuten über einen Zeitraum von 30 
Minuten beobachten, ob sich Indikatorabschnitt eine Kontrolllinie und 
eine Testlinie ausbildet und darauf basierend das Testergebnis als positiv, 
negativ oder ungültig werten.

Figur 3

[Auswertung der Messergebnisse]
Auswertung

(1) Wenn sich im Kontrolllinenabschnitt eine rosa und im 
Testlinienabschnitt eine violette Linie ausbildet, wird das Ergebnis als 
positiver Nachweis von Dermatophyten Antigen gewertet. Wenn sich nur 
im Kontrolllinenabschnitt eine rosa Linie ausbildet, wird das Ergebnis 
als negativ gewertet.  

(2) Wenn sich nach Ablauf von mehr als 5 Minuten innerhalb eines 
Zeitraumes von 30 Minuten auf dem Kontrolllinienabschnitt keine rosa 
Linie ausbildet, ist das Testergebnis ungültig. 

(3) Wenn sich nach Ablauf von mehr als 30 Minuten im Testlinienabschnitt 
eine Linie bildet, wird das Testergebnis als negativ gewertet.

Figur 4

Bei der Auswertung zu beachtende Punkte

1. Wenn das gewonnene Nagelprobenmaterial nur wenig Dermatophyten enthält, 
kann das Testergebnis negativ ausfallen. Stellen Sie die Diagnose daher in 
umfassender Weise in Verbindung mit anderen Untersuchungsergebnissen 
und den klinischen Befunden.

2. Bei Vorliegen anderer Fungi als Dermatophyten wie Aspergillus oder 
Penicillium Arten und dergleichen gibt es Kreuzreaktionen. Bitte beachten 
Sie bei der Diagnosestellung, dass diese von den Boden- und anderen 
Umweltbedingungen abhängig sind und bei Patienten mit eingeschränkter 
Immunfunktion Hautinfektionen mit diesen Organismen vorliegen können.

[Klinische Bedeutung]
Im Vergleich zur Direktmikroskopie sind bei diesem Kit keine besonders hohen 
technischen Fertigkeiten erforderlich, um die Funguselemente zu identifizieren4

und ein Spezialinstrumentarium wie für die PCR ist ebenfalls nicht nötig. 
Aufgrund des einfachen Gebrauchs und des schnell erhaltenen Ergebnis erlaubt 
dieses Testverfahren eine rasche und effektive Dermatophyten Diagnose. 

[Leistung]
1. Leistung

(1) Empfindlichkeitstest, Genauigkeitsprüfung
Bei Messung negativer Kontrollproben wurde das Ergebnis als negativ 
gewertet.
Bei Messung schwach positiver und positiver Kontrollproben wurde das 
Ergebnis als positiv gewertet. 

(2) Gleichzeitiger Reproduzierbarkeitsversuch
Negative Kontrollproben wurden 4 Mal gemessen und alle Ergebnisse 
als negativ gewertet. 
Schwach positive und positive Kontrollproben wurden 4 Mal gemessen 
und alle Ergebnisse als positiv gewertet.

(3) Geringste Nachweisempfindlichkeit
Trichophyton rubrum (NBRC 9185) entspricht einer getrockneten 
Fungusmenge von 0.5 μg/mL

(4) Urtitersubstanz zur Kalibrierung
Trichophyton rubrum (NBRC 9185) getrockneter Fungus

(5) Kreuzreaktivität
Von anderen Fungi als Dermatophyten wurden autoklavierte und 
getrocknete Fungi der Extraktionslösung zugegeben, um eine 300 μg/mL 
Lösung zu erhalten und daran der Einfluss auf die Messung mit diesem 
Kit untersucht. Die Arten der Mikroorganismen wurden auf 
Agar-Agar-Nährboden gezüchtet, der Extraktionslösung zugegeben und 
dann der Einfluss auf die Messung mit diesem Kit untersucht. Die 
Ergebnisse zeigten, dass mit Ausnahme des nachstehenden Organismus 
keine anderen Fungi außer Dermatophyten reagierten:

Aspergillus nidulans, Penicillium citrinum, Scopulariopsis brevicaulis, 
Alternaria alternate, Pseudallescheria boydii, 
Scedosporium apiospermum, Prototheca wickerhamii, 
Schizophyllum commune (1 nucleus), Schizophyllum commune (2nucleii), 
Absidia corymbifera, Basidiobolus ranarum, 

Bitte lesen Sie die Packungsbeilage vor Gebrauch sorgfältig durch.

Fig. 3:  PreventID® Dermatophyte sample colleciton in case of 
superficial white onychomycosis 

[Allgemeine Vorsichtshinweise]
1. Diafactory Tinea Unguium (dieser Kit) ist für die in vitro Diagnose. 

Bitte nicht für andere Zwecke verwenden.

2. Bitte stellen Sie eine umfassende Diagnose in Verbindung mit anderen 
Untersuchungsergebnissen und den klinischen Befunden.

3. Für andere Verwendungszwecke als die in der Packungsbeilage 
beschriebenen wird keine Garantie übernommen.

[Form, Zusammensetzung (Kit Zusammenstellung)]

Bezeichnung der 
Reagenzien Bestandteile

1 Teststreifen
Monoklonale Antikörper gegen Dermatophyten
Mit kolloidalem Gold markierte monoklonale 
Antikörper gegen Dermatophyten

2 Extraktionslösung Puffer etc.

Zubehör: Reagenzglas, Rührstab

[Verwendungszweck]
Zum Nachweis von Dermatophyten Antigen aus Nägeln (Diagnosehilfe bei Tinea 
unguium)

[Messprinzip]
Dieser Kit verwendet auf Nitrozellulose fixierte monoklonale Antikörper gegen 
Dermatophyten, um im Nagel enthaltene von Dermatophyten herstammende 
Antigene mit einem Immunchromatverfahren nachzuweisen.
Die mit diesem Kit verwendeten Teststreifen setzen sich wie in Figur 1 dargestellt 
aus der Probenaufnahme, dem Reagenzpapier, dem Indikatorpapier und dem 
Filterkissen. Als Reagenz dienen mit kolloidalem Gold markierte monoklonale 
Antikörper gegen Dermatophyten, die in getrocknetem Zustand erhalten werden. 
Auf der Kontrolllinie ist der Farbstoff in getrocknetem Zustand in fester Phase 
fixiert. Dieser Farbstoff ist bei einem pH von 3 farblos, oberhalb von pH 4 färbt 
sich der Farbstoff jedoch rosa, so dass bestätigt werden kann, dass die Proben die 
Testlinie richtig überschritten haben.

Figur 1 Messprinzip

Die in der Probenaufnahme eingedrungene Probe (im Folgenden 
Extraktionsprobe genannt) wird auf das Reagenzpapier übertragen, das in der 
Extraktionsprobe enthaltene, aus Dermatophyten stammende Antigen und  mit 
kolloidalem Gold markierte monoklonale Antikörper gegen Dermatophyten
reagieren gelassen, so dass Immunkomplexe gebildet werden. Diese 
Immunkomplexe werden dann auf das Indikatorpapier übertragen und binden im 
Testlinienabschnitt an die monoklonalen Antikörper gegen Dermatophyten,
wodurch eine durch das kolloidale Gold hervorgerufener Testlinie entsteht (bei 
positivem Testergebnis). Falls im Messmaterial kein aus dem Dermatophyten
stammendes Antigen vorliegt, kommt es nicht zur Bildung von Immunkomplexen 
und daher auch nicht zur Ausbildung der Testlinie, wenn das Messmaterial und 
die mit kolloidalem Gold markierten monoklonalen Antikörper gegen 
Dermatophyten die Testlinie überschreiten. Unabhängig davon, ob die Reaktion 
positiv oder negativ ist, kommt es durch Reaktion mit dem in fester Phase 
fixiertem Farbstoff jedoch zur Bildung einer rosafarbenen Kontrolllinie, wenn die 
mit kolloidalem Gold markierten monoklonalen Antikörper gegen Dermatophyten
ohne Bildung von Immunkomplexen den Kontrolllinienabschnitt überschreiten.

[Die Handhabung betreffende Vorsichtsmaßnahmen]
1. Das Messmaterial betreffende Punkte

(1) Dieser Kit dient zum Nachweis von aus Nägeln gewonnenem 
Dermatophyten Antigen. Er kann nicht für Hautschuppen, Kopfhaut oder 
Haare verwendet werden. 

(2) Bitte sammeln Sie Proben von mehr als 1 mg entsprechend der 
Richtlinien zur Diagnose und Behandlung von Hautmykosen1,2,3. Bei 
ungeeigneter Probenentnahme oder unzureichendem Probenmaterial 
kann es zu falsch negativen Ergebnissen kommen oder diese sich nicht 
bewerten lassen. 

2. Probensammlung und Vorbereitung

(1)Vorbereitung zur Probensammlung   
Die Proben werden entsprechend der Richtlinien zur Diagnose und 
Behandlung von Hautmykosen1,2,3 gewonnen und in das zum Testkit 
gehörige Reagenzglas gegeben. Bitte verwenden Sie als Instrumente zur 
Probensammlung eine sauberen Nagelschere oder eine Schere 
(chirurgische Schere). 

(2) Bitte lassen Sie Proben von einem ausreichend ausgebildeten 
Professional unter Einhaltung der Richtlinien zur Probensammlung 
sammeln. Nachstehend ist ein die Probensammlung betreffender Auszug 
aus den Richtlinien zur Diagnose und Behandlung von Hautmykosen.
1) Bei Onykomykosen unter dem distalen Nagelrand wird das 

Probenmaterial so weit als möglich aus der Tiefe, in der Nähe der 
Nagelbasis (proximal vom Nagelbett) gewonnen, nachdem die 
abgelösten Teile des betroffenen Nagels sowie der vordere Rand 
entfernt wurden. Wenn es nicht möglich sein sollte, aus tiefen 
Nagelbereichen Proben zu entnehmen, kann Probenmaterial auch 
von der unter der sich ablösenden Nagelplatte liegenden 
Hauptoberfläche (in Wirklichkeit das Nagelbett) gewonnen werden.

2) Bei weißen oberflächlichen Nagelmykosen
Die Oberfläche des getrübten Nagels mit einer Nagelzange oder 
Schere (chirurgische Schere) abschaben und als Probenmaterial 
verwenden.

(3) Es ist wünschenswert mehr als 1 mg Material zu entnehmen.

3. Einfluss von Medikamenten

Hinsichtlich des Einflusses von häufig zur Behandlung von Nagelmykosen 
verwendeter oraler Antimykotika1 (Terbinafin, Itraconazole) wurden diese 
negativen Kontrollproben, positiven Kontrollproben und durch Verdünnung 
mit negativen Kontrollproben gewonnenen schwach positiven 
Kontrollproben zugesetzt und dann Messungen durchgeführt. Dabei wurde 
kein durch diese Materialien hervorgerufener Einfluss beobachtet. Für alle 
Versuche wurde das 100-fache der MIC (minimal inhibitory concentration) 
für die einzelnen Antimykotika angesetzt.

Tabelle 1  Einfluss gleichzeitig vorliegender Antimykotika

Antimykotikum Testkonzentration 
(μg/mL) Einfluss

Terbinafin 0.5 kein

Itraconazole 100 kein

4. Anderes
(1) Den Test bitte unmittelbar nach Öffnen der Verpackung des Teststreifens 

durchführen.
(2) Den Teststreifen bitte nicht knicken.
(3) Die Probenaufnahme auf dem Teststreifen bitte nicht mit den Händen 

berühren oder beschädigen.
(4) Die Extraktionslösung in das Reagenzglas geben und dabei die in der 

Gebrauchsanleitung vorgegebene Menge einhalten.
(5) Einmal verwendete Teststreifen, Extraktionslösung, Reagenzgläser und 

Rührstäbe können nicht wiederverwendet werden.
(6) Bitte halten Sie die in der Gebrauchsanleitung vorgegebene Messzeit ein. 

Wenn sich nach Ablauf von mehr als 5 Minuten innerhalb eines 
Zeitraumes von 30 Minuten auf dem Testlinienabschnitt und dem 
Kontrolllinienabschnitt Linien ausbilden, kann das Testergebnis als 
positiv gewertet werden. Wenn sich andererseits nach Ablauf von mehr 
als 5 Minuten innerhalb eines Zeitraumes von 30 Minuten auf dem 
Testlinienabschnitt keine Linie ausbildet, kann das Testergebnis als 
negativ gewertet werden. 

[Verwendung, Dosierung (Gebrauch)]

1. Gebrauch

Bitte führen Sie die folgenden Schritte bei Raumtemperatur (1-30°C) durch.
(1) Nur die erforderliche Anzahl an Teststreifen, Rührstäben und Menge an 

Extraktionslösung entnehmen.
(2) Etwa 0.25-0.5 ml Extraktionslösung in das Reagenzglas geben (Figur 2), 

die gewonnene Probe dazugeben, diese mit dem mitgelieferten Rührstab 
zerdrücken und dabei mehr als 20 Mal umrühren. Nach dem Umrühren 
das Reagenzglas aufstellen und so 1 Minute stehen lassen.

Figur 2

(3) Den Teststreifen herausnehmen. Den aluminierten Beutel aufreißen und 
den Teststreifen am Griffteil herausnehmen. Achten Sie dabei bitte 
darauf, die Probenaufnahme nicht mit den Händen zu berühren (Figur 3).

(4) Die Probenaufnahme des Teststreifens nach unten gewandt (2) in das
Reagenzglas stellen. Dabei bitte darauf achten, dass die Probenaufnahme 
bis auf den Boden des Reagenzglases reicht.

(5) In diesem Zustand nach mehr als 5 Minuten über einen Zeitraum von 30 
Minuten beobachten, ob sich Indikatorabschnitt eine Kontrolllinie und 
eine Testlinie ausbildet und darauf basierend das Testergebnis als positiv, 
negativ oder ungültig werten.

Figur 3

[Auswertung der Messergebnisse]
Auswertung

(1) Wenn sich im Kontrolllinenabschnitt eine rosa und im 
Testlinienabschnitt eine violette Linie ausbildet, wird das Ergebnis als 
positiver Nachweis von Dermatophyten Antigen gewertet. Wenn sich nur 
im Kontrolllinenabschnitt eine rosa Linie ausbildet, wird das Ergebnis 
als negativ gewertet.  

(2) Wenn sich nach Ablauf von mehr als 5 Minuten innerhalb eines 
Zeitraumes von 30 Minuten auf dem Kontrolllinienabschnitt keine rosa 
Linie ausbildet, ist das Testergebnis ungültig. 

(3) Wenn sich nach Ablauf von mehr als 30 Minuten im Testlinienabschnitt 
eine Linie bildet, wird das Testergebnis als negativ gewertet.

Figur 4

Bei der Auswertung zu beachtende Punkte

1. Wenn das gewonnene Nagelprobenmaterial nur wenig Dermatophyten enthält, 
kann das Testergebnis negativ ausfallen. Stellen Sie die Diagnose daher in 
umfassender Weise in Verbindung mit anderen Untersuchungsergebnissen 
und den klinischen Befunden.

2. Bei Vorliegen anderer Fungi als Dermatophyten wie Aspergillus oder 
Penicillium Arten und dergleichen gibt es Kreuzreaktionen. Bitte beachten 
Sie bei der Diagnosestellung, dass diese von den Boden- und anderen 
Umweltbedingungen abhängig sind und bei Patienten mit eingeschränkter 
Immunfunktion Hautinfektionen mit diesen Organismen vorliegen können.

[Klinische Bedeutung]
Im Vergleich zur Direktmikroskopie sind bei diesem Kit keine besonders hohen 
technischen Fertigkeiten erforderlich, um die Funguselemente zu identifizieren4

und ein Spezialinstrumentarium wie für die PCR ist ebenfalls nicht nötig. 
Aufgrund des einfachen Gebrauchs und des schnell erhaltenen Ergebnis erlaubt 
dieses Testverfahren eine rasche und effektive Dermatophyten Diagnose. 

[Leistung]
1. Leistung

(1) Empfindlichkeitstest, Genauigkeitsprüfung
Bei Messung negativer Kontrollproben wurde das Ergebnis als negativ 
gewertet.
Bei Messung schwach positiver und positiver Kontrollproben wurde das 
Ergebnis als positiv gewertet. 

(2) Gleichzeitiger Reproduzierbarkeitsversuch
Negative Kontrollproben wurden 4 Mal gemessen und alle Ergebnisse 
als negativ gewertet. 
Schwach positive und positive Kontrollproben wurden 4 Mal gemessen 
und alle Ergebnisse als positiv gewertet.

(3) Geringste Nachweisempfindlichkeit
Trichophyton rubrum (NBRC 9185) entspricht einer getrockneten 
Fungusmenge von 0.5 μg/mL

(4) Urtitersubstanz zur Kalibrierung
Trichophyton rubrum (NBRC 9185) getrockneter Fungus

(5) Kreuzreaktivität
Von anderen Fungi als Dermatophyten wurden autoklavierte und 
getrocknete Fungi der Extraktionslösung zugegeben, um eine 300 μg/mL 
Lösung zu erhalten und daran der Einfluss auf die Messung mit diesem 
Kit untersucht. Die Arten der Mikroorganismen wurden auf 
Agar-Agar-Nährboden gezüchtet, der Extraktionslösung zugegeben und 
dann der Einfluss auf die Messung mit diesem Kit untersucht. Die 
Ergebnisse zeigten, dass mit Ausnahme des nachstehenden Organismus 
keine anderen Fungi außer Dermatophyten reagierten:

Aspergillus nidulans, Penicillium citrinum, Scopulariopsis brevicaulis,
Alternaria alternate, Pseudallescheria boydii,
Scedosporium apiospermum, Prototheca wickerhamii,
Schizophyllum commune (1 nucleus), Schizophyllum commune (2nucleii),
Absidia corymbifera, Basidiobolus ranarum,

Bitte lesen Sie die Packungsbeilage vor Gebrauch sorgfältig durch.

Fig. 2:  PreventID® Dermatophyte sample collection in case of onychomycosis

Dermatophyte moves with the 
growth of the nail plate.

Dermatophyte enters
from a skin lesion (e. g. tinea pedis)

Take specimen from deep inside, 
close to the nail base.

Dermatophyte enters from a wound 
on the surface of the nail plate.

Cut a whitish superfi cial spot
on the nail plate, and use it as a specimen.

Fig. 4: PreventID® Dermatophyte test procedure

[General Precautions]
1. Diafactory Tinea Unguium (this kit) is only intended for in vitro

diagnostic use, and must not be used for any other purposes.

2. The user should evaluate the result of this assay comprehensively in 
conjunction with other test results and the clinical symptoms.

3. This kit should only be used as directed. The reliability of values cannot be 
guaranteed if this kit is used for other purposes or if tests are conducted by 
other methods than stated in the manual.

[Description (Kit Components)]

Components Ingredients

1 Test Strips Anti-Dermatophyte Antibody
Anti-Dermatophyte Antibody with Gold Colloid

2 Extraction Buffer Buffer etc.

Accessories: Test tubes, stir rods

[Intended Use]
Detection of Dermatophyte-derived antigens in nails (in support of a diagnosis of 
tinea unguium)

[Principle of the Test]
Diafactory Tinea Unguium is a lateral flow immunoassay intended to detect 
Dermatophyte-derived antigens in nails using anti-Dermatophyte antibody that 
has been immobilized on a nitrocellulose membrane.
The test strip used in this kit is composed of a sample pad, a reagent pad, a test 
paper and an absorbent pad (Figure 1). The reagent pad contains 
anti-Dermatophyte antibody with gold colloid in the dry state, and the test paper
contains anti-Dermatophyte antibody in the dry state affixed on the test line zone 
and the dye in the dry state affixed on the control line zone. This dye is a colorless 
dye at a pH of 3 that turns pink at a pH of approximately 4 or higher, and allows 
the user to confirm that a specimen has correctly passed through the test line zone.

Figure 1. Principle of the Test

A sample that has infiltrated the sample pad (hereinafter called, "the extracted 
sample") moves to the reagent pad, on which a Dermatophyte-derived antigen in 
the extracted sample binds to an anti-Dermatophyte antibody with gold colloid to 
form an immune complex. While proceeding through the test paper, the immune 
complex is captured by the anti-Dermatophyte antibody affixed on the test line 
zone, resulting in the appearance of a purple line of gold colloid (in case it is 
positive). If the specimen does not contain Dermatophyte-derived antigen, no 
immune complexes are formed and the extracted sample containing unbound 
anti-Dermatophyte antibody with gold colloid passes over the test line zone 
without producing a visible band on the test line zone. The extracted sample 
containing unused anti-Dermatophyte antibody with gold colloid, whether it is 
Dermatophyte-derived antigen positive or negative, passes through the test line 
zone and reaches the control line zone, where the extracted sample reacts with 
immobilized dye, resulting in the appearance of a pink band.

[Procedural Precautions]
1. Precautions regarding specimens

(1) This kit is intended for the detection of Dermatophyte-derived antigen in 
nails. Scales, scalp specimens, hair or other specimens cannot be used.

(2) Take a specimen of 1 mg or more according to the guidelines for 
diagnosis and treatment of cutaneous fungal infection.1,2,3 An 

inappropriate procedure for specimen collection or an insufficient 
amount of specimen taken may lead to false negative results or an 
incorrect judgment.

2. Specimen Collection and Preparation

(1) Preparation for Specimen Collection
According to the guidelines for diagnosis and treatment of cutaneous 
fungal infection,1, 2, 3 take a specimen and place it in a test tube from the 
kit. Use clean nipper-type nail clippers or surgical scissors when taking a 
specimen.

(2) Specimen collection must be performed by a professional who is 
qualified by appropriate education, training and/or experience according 
to the guidelines for diagnosis and treatment of cutaneous fungal 
infection. The procedure for specimen collection stated in the guidelines 
is partially shown below.

1) Distal and Lateral Subungual Onychomycosis
Remove the area of onycholysis or the tip of the nail, and take a 
specimen from the deep portion of the nail, as close to the nail bed 
as possible. If a specimen cannot be taken from the deep portion of
the nail, take a specimen from the surface of the skin (actually the 
nail bed), where onycholysis is present.

2) Superficial White Onychomycosis
Remove a whitish superficial spot on the nail plate using nipper-type 
nail clippers or surgical scissors, and use it as a specimen.

(3) It is desirable that the specimen amount should be 1 mg or more.

3. Influence of Drugs

The influence of oral antifungals1 (terbinafine, itraconazole) that are 
commonly used for the treatment of tinea unguium on this assay were 
evaluated. When the negative control specimen, the positive control specimen
and the weakly positive specimen which was prepared by diluting the 
positive control specimen with the negative control specimen was mixed with 
the antifungals and subjected to this kit, no influences of these drugs were 
observed. The concentration of each drug added was approximately 100 
times the MIC (minimum inhibitory concentration).

Table 1. Influence of Antifungals coexisting in Specimens

Antifungal Concentration 
(μg/mL) Influence

Terbinafine 0.5 Not observed

Itraconazole 100 Not observed

4. Other Precautions

(1) Once the aluminum pouch of a test strip is opened, the test should be 
conducted immediately.

(2) Do not bend or fold the test strip.

(3) Do not touch or damage the sample pad zone of the test strip.

(4) Put the set volume of extraction buffer in a test tube.

(5) Each test strip, extraction buffer, test tube and stir rod in the kit can only 
be used once. Do not re-use these.

(6) Read the result within 30 minutes. The result may be judged to be 
positive if colored bands are found both on the test line zone and the 
control line zone after at least 5 minutes have elapsed. Similarly, the 
result may be judged to be negative if no visible band appears on the test 
line zone and a band appears on the control line zone after at least 5 
minutes have elapsed.

[Assay Procedure]
1. Assay Procedure

The following procedure should be performed at room temperature (1 to 
30ºC).

(1) Prepare the required quantities of test strips, stir rods and extraction 
buffer.

(2) Add 0.25 to 0.5 mL of the extraction buffer to the test tube (Figure 2). 
Put the specimen in the test tube and stir at least 20 times with a stir rod 
while pushing the specimen down. After stirring, stand the test tube in a 
test tube rack for at least 1 minute.

Figure 2

(3) Cut the slit of the aluminum pouch and remove a test strip. Hold the test 
strip by the handle only. Do not touch the sample pad (Figure 3).

(4) Stand the test strip in the test tube with the sample pad down. Confirm 
that the sample pad has reached the bottom of the test tube.

(5) Let the test strip stand for at least 5 minutes and determine the result 
(positive, negative or invalid) by visually checking the presence or 
absence of colored bands in the control line zone and the test line zone, 
within 30 minutes after standing the test strip in the test tube.

Figure 3

[Interpretation of Results]
Interpretation

(1) If a pink band appears in the control line zone and a purple band appears 
in the test line zone, it indicates a Dermatophyte-derived antigen positive 
result. If a pink band appears in the control line zone and no visible band 
appears in the test line zone, it indicates a negative result.

(2) If no pink band appears in the control line zone after 5 to 30 minutes, the 
test is invalid.

(3) If a band appears in the test line zone after 30 minutes or longer, it 
indicates a negative result.

Figure 4

Precautions for Interpretation

1. If the amount of Dermatophyte in the nail specimen is small, the result may 
become negative. The user should comprehensively evaluate the result of this 
assay in conjunction with other test results and clinical symptoms.

2. This kit is cross-reactive with other fungi than Dermatophyte, such as 
Aspergillus and Penicillium. These fungi may be present in the soil or other 
environments and infect the skin of immune-compromised patients. 
Professionals should be careful when making a diagnosis.

[Clinical Significance]
Diafactory Tinea Unguium, unlike direct microscopy, does not require special 
skills to determine whether Dermatophyte is present or absent,4 and this kit, 
unlike PCR, does not require special equipment. Diafactory Tinea Unguium, 
which is easy to use and provides quick results, is an effective assay for the rapid 
diagnosis of tinea unguium.

[Performance]
1. Performance

(1) Sensitivity and Accuracy
When a negative control specimen was tested, this kit provided a 
negative result.
When a weakly positive specimen and a positive control specimen were 
tested, this kit provided positive results.

(2) Within-run reproducibility
When a negative control specimen was tested 4 times, the kit provided a 
negative result every time.
When a weakly positive specimen and a positive control specimen,
respectively, were tested 4 times, the kit provided a positive result every 
time.

(3) Minimum Detectable Sensitivity
Trichophyton rubrum (NBRC 9185), 0.5 μg dry weight/mL

(4) Reference Standard for Calibration
Dry cells of Trichophyton rubrum (NBRC 9185)

(5) Cross-reactivity
Autoclaved dry cells of various other fungi than Dermatophyte were 
added to the extraction buffer at a concentration of 300 μg/mL to 
evaluate the influence of each fungus on the assay. In addition, colonies 
of various bacteria grown on agar plates were added to the extraction 
buffer to evaluate the influence of each bacterium on the assay. This kit 
was not reactive with the tested fungi (non Dermatophyte) shown below,
except the one shown below.

Aspergillus nidulans, Penicillium citrinum, Scopulariopsis brevicaulis,
Alternaria alternate, Pseudallescheria boydii,
Scedosporium apiospermum, Prototheca wickerhamii,
Schizophyllum commune (1 nucleus), Schizophyllum commune (2nucleii),
Absidia corymbifera, Basidiobolus ranarum,
Cunninghamella bertholletiae, Mortierella isabellina,
Mucor circinelloides, M. racemosus, Rhizomucor pusillus,
Rhizopus microsporus var. rhizopodiformis, R. oryzae,

This package insert must be read carefully prior to use of this product.

[General Precautions]
1. Diafactory Tinea Unguium (this kit) is only intended for in vitro

diagnostic use, and must not be used for any other purposes.

2. The user should evaluate the result of this assay comprehensively in 
conjunction with other test results and the clinical symptoms.

3. This kit should only be used as directed. The reliability of values cannot be 
guaranteed if this kit is used for other purposes or if tests are conducted by 
other methods than stated in the manual.

[Description (Kit Components)]

Components Ingredients

1 Test Strips Anti-Dermatophyte Antibody
Anti-Dermatophyte Antibody with Gold Colloid

2 Extraction Buffer Buffer etc.

Accessories: Test tubes, stir rods

[Intended Use]
Detection of Dermatophyte-derived antigens in nails (in support of a diagnosis of 
tinea unguium)

[Principle of the Test]
Diafactory Tinea Unguium is a lateral flow immunoassay intended to detect 
Dermatophyte-derived antigens in nails using anti-Dermatophyte antibody that 
has been immobilized on a nitrocellulose membrane.
The test strip used in this kit is composed of a sample pad, a reagent pad, a test 
paper and an absorbent pad (Figure 1). The reagent pad contains 
anti-Dermatophyte antibody with gold colloid in the dry state, and the test paper
contains anti-Dermatophyte antibody in the dry state affixed on the test line zone 
and the dye in the dry state affixed on the control line zone. This dye is a colorless 
dye at a pH of 3 that turns pink at a pH of approximately 4 or higher, and allows 
the user to confirm that a specimen has correctly passed through the test line zone.

Figure 1. Principle of the Test

A sample that has infiltrated the sample pad (hereinafter called, "the extracted 
sample") moves to the reagent pad, on which a Dermatophyte-derived antigen in 
the extracted sample binds to an anti-Dermatophyte antibody with gold colloid to 
form an immune complex. While proceeding through the test paper, the immune 
complex is captured by the anti-Dermatophyte antibody affixed on the test line 
zone, resulting in the appearance of a purple line of gold colloid (in case it is 
positive). If the specimen does not contain Dermatophyte-derived antigen, no 
immune complexes are formed and the extracted sample containing unbound 
anti-Dermatophyte antibody with gold colloid passes over the test line zone 
without producing a visible band on the test line zone. The extracted sample 
containing unused anti-Dermatophyte antibody with gold colloid, whether it is 
Dermatophyte-derived antigen positive or negative, passes through the test line 
zone and reaches the control line zone, where the extracted sample reacts with 
immobilized dye, resulting in the appearance of a pink band.

[Procedural Precautions]
1. Precautions regarding specimens

(1) This kit is intended for the detection of Dermatophyte-derived antigen in 
nails. Scales, scalp specimens, hair or other specimens cannot be used.

(2) Take a specimen of 1 mg or more according to the guidelines for 
diagnosis and treatment of cutaneous fungal infection.1,2,3 An 

inappropriate procedure for specimen collection or an insufficient 
amount of specimen taken may lead to false negative results or an 
incorrect judgment.

2. Specimen Collection and Preparation

(1) Preparation for Specimen Collection
According to the guidelines for diagnosis and treatment of cutaneous 
fungal infection,1, 2, 3 take a specimen and place it in a test tube from the 
kit. Use clean nipper-type nail clippers or surgical scissors when taking a 
specimen.

(2) Specimen collection must be performed by a professional who is 
qualified by appropriate education, training and/or experience according 
to the guidelines for diagnosis and treatment of cutaneous fungal 
infection. The procedure for specimen collection stated in the guidelines 
is partially shown below.

1) Distal and Lateral Subungual Onychomycosis
Remove the area of onycholysis or the tip of the nail, and take a 
specimen from the deep portion of the nail, as close to the nail bed 
as possible. If a specimen cannot be taken from the deep portion of
the nail, take a specimen from the surface of the skin (actually the 
nail bed), where onycholysis is present.

2) Superficial White Onychomycosis
Remove a whitish superficial spot on the nail plate using nipper-type 
nail clippers or surgical scissors, and use it as a specimen.

(3) It is desirable that the specimen amount should be 1 mg or more.

3. Influence of Drugs

The influence of oral antifungals1 (terbinafine, itraconazole) that are 
commonly used for the treatment of tinea unguium on this assay were 
evaluated. When the negative control specimen, the positive control specimen
and the weakly positive specimen which was prepared by diluting the 
positive control specimen with the negative control specimen was mixed with 
the antifungals and subjected to this kit, no influences of these drugs were 
observed. The concentration of each drug added was approximately 100 
times the MIC (minimum inhibitory concentration).

Table 1. Influence of Antifungals coexisting in Specimens

Antifungal Concentration 
(μg/mL) Influence

Terbinafine 0.5 Not observed

Itraconazole 100 Not observed

4. Other Precautions

(1) Once the aluminum pouch of a test strip is opened, the test should be 
conducted immediately.

(2) Do not bend or fold the test strip.

(3) Do not touch or damage the sample pad zone of the test strip.

(4) Put the set volume of extraction buffer in a test tube.

(5) Each test strip, extraction buffer, test tube and stir rod in the kit can only 
be used once. Do not re-use these.

(6) Read the result within 30 minutes. The result may be judged to be 
positive if colored bands are found both on the test line zone and the 
control line zone after at least 5 minutes have elapsed. Similarly, the 
result may be judged to be negative if no visible band appears on the test 
line zone and a band appears on the control line zone after at least 5 
minutes have elapsed.

[Assay Procedure]
1. Assay Procedure

The following procedure should be performed at room temperature (1 to 
30ºC).

(1) Prepare the required quantities of test strips, stir rods and extraction 
buffer.

(2) Add 0.25 to 0.5 mL of the extraction buffer to the test tube (Figure 2). 
Put the specimen in the test tube and stir at least 20 times with a stir rod 
while pushing the specimen down. After stirring, stand the test tube in a 
test tube rack for at least 1 minute.

Figure 2

(3) Cut the slit of the aluminum pouch and remove a test strip. Hold the test 
strip by the handle only. Do not touch the sample pad (Figure 3).

(4) Stand the test strip in the test tube with the sample pad down. Confirm 
that the sample pad has reached the bottom of the test tube.

(5) Let the test strip stand for at least 5 minutes and determine the result 
(positive, negative or invalid) by visually checking the presence or 
absence of colored bands in the control line zone and the test line zone, 
within 30 minutes after standing the test strip in the test tube.

Figure 3

[Interpretation of Results]
Interpretation

(1) If a pink band appears in the control line zone and a purple band appears 
in the test line zone, it indicates a Dermatophyte-derived antigen positive 
result. If a pink band appears in the control line zone and no visible band 
appears in the test line zone, it indicates a negative result.

(2) If no pink band appears in the control line zone after 5 to 30 minutes, the 
test is invalid.

(3) If a band appears in the test line zone after 30 minutes or longer, it 
indicates a negative result.

Figure 4

Precautions for Interpretation

1. If the amount of Dermatophyte in the nail specimen is small, the result may 
become negative. The user should comprehensively evaluate the result of this 
assay in conjunction with other test results and clinical symptoms.

2. This kit is cross-reactive with other fungi than Dermatophyte, such as 
Aspergillus and Penicillium. These fungi may be present in the soil or other 
environments and infect the skin of immune-compromised patients. 
Professionals should be careful when making a diagnosis.

[Clinical Significance]
Diafactory Tinea Unguium, unlike direct microscopy, does not require special 
skills to determine whether Dermatophyte is present or absent,4 and this kit, 
unlike PCR, does not require special equipment. Diafactory Tinea Unguium, 
which is easy to use and provides quick results, is an effective assay for the rapid 
diagnosis of tinea unguium.

[Performance]
1. Performance

(1) Sensitivity and Accuracy
When a negative control specimen was tested, this kit provided a 
negative result.
When a weakly positive specimen and a positive control specimen were 
tested, this kit provided positive results.

(2) Within-run reproducibility
When a negative control specimen was tested 4 times, the kit provided a 
negative result every time.
When a weakly positive specimen and a positive control specimen,
respectively, were tested 4 times, the kit provided a positive result every 
time.

(3) Minimum Detectable Sensitivity
Trichophyton rubrum (NBRC 9185), 0.5 μg dry weight/mL

(4) Reference Standard for Calibration
Dry cells of Trichophyton rubrum (NBRC 9185)

(5) Cross-reactivity
Autoclaved dry cells of various other fungi than Dermatophyte were 
added to the extraction buffer at a concentration of 300 μg/mL to 
evaluate the influence of each fungus on the assay. In addition, colonies 
of various bacteria grown on agar plates were added to the extraction 
buffer to evaluate the influence of each bacterium on the assay. This kit 
was not reactive with the tested fungi (non Dermatophyte) shown below,
except the one shown below.

Aspergillus nidulans, Penicillium citrinum, Scopulariopsis brevicaulis,
Alternaria alternate, Pseudallescheria boydii,
Scedosporium apiospermum, Prototheca wickerhamii,
Schizophyllum commune (1 nucleus), Schizophyllum commune (2nucleii),
Absidia corymbifera, Basidiobolus ranarum,
Cunninghamella bertholletiae, Mortierella isabellina,
Mucor circinelloides, M. racemosus, Rhizomucor pusillus,
Rhizopus microsporus var. rhizopodiformis, R. oryzae,
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[General Precautions]
1. Diafactory Tinea Unguium (this kit) is only intended for in vitro

diagnostic use, and must not be used for any other purposes.

2. The user should evaluate the result of this assay comprehensively in 
conjunction with other test results and the clinical symptoms.

3. This kit should only be used as directed. The reliability of values cannot be 
guaranteed if this kit is used for other purposes or if tests are conducted by 
other methods than stated in the manual.

[Description (Kit Components)]

Components Ingredients

1 Test Strips Anti-Dermatophyte Antibody
Anti-Dermatophyte Antibody with Gold Colloid

2 Extraction Buffer Buffer etc.

Accessories: Test tubes, stir rods

[Intended Use]
Detection of Dermatophyte-derived antigens in nails (in support of a diagnosis of 
tinea unguium)

[Principle of the Test]
Diafactory Tinea Unguium is a lateral flow immunoassay intended to detect 
Dermatophyte-derived antigens in nails using anti-Dermatophyte antibody that 
has been immobilized on a nitrocellulose membrane.
The test strip used in this kit is composed of a sample pad, a reagent pad, a test 
paper and an absorbent pad (Figure 1). The reagent pad contains 
anti-Dermatophyte antibody with gold colloid in the dry state, and the test paper
contains anti-Dermatophyte antibody in the dry state affixed on the test line zone 
and the dye in the dry state affixed on the control line zone. This dye is a colorless 
dye at a pH of 3 that turns pink at a pH of approximately 4 or higher, and allows 
the user to confirm that a specimen has correctly passed through the test line zone.

Figure 1. Principle of the Test

A sample that has infiltrated the sample pad (hereinafter called, "the extracted 
sample") moves to the reagent pad, on which a Dermatophyte-derived antigen in 
the extracted sample binds to an anti-Dermatophyte antibody with gold colloid to 
form an immune complex. While proceeding through the test paper, the immune 
complex is captured by the anti-Dermatophyte antibody affixed on the test line 
zone, resulting in the appearance of a purple line of gold colloid (in case it is 
positive). If the specimen does not contain Dermatophyte-derived antigen, no 
immune complexes are formed and the extracted sample containing unbound 
anti-Dermatophyte antibody with gold colloid passes over the test line zone 
without producing a visible band on the test line zone. The extracted sample 
containing unused anti-Dermatophyte antibody with gold colloid, whether it is 
Dermatophyte-derived antigen positive or negative, passes through the test line 
zone and reaches the control line zone, where the extracted sample reacts with 
immobilized dye, resulting in the appearance of a pink band.

[Procedural Precautions]
1. Precautions regarding specimens

(1) This kit is intended for the detection of Dermatophyte-derived antigen in 
nails. Scales, scalp specimens, hair or other specimens cannot be used.

(2) Take a specimen of 1 mg or more according to the guidelines for 
diagnosis and treatment of cutaneous fungal infection.1,2,3 An 

inappropriate procedure for specimen collection or an insufficient 
amount of specimen taken may lead to false negative results or an 
incorrect judgment.

2. Specimen Collection and Preparation

(1) Preparation for Specimen Collection
According to the guidelines for diagnosis and treatment of cutaneous 
fungal infection,1, 2, 3 take a specimen and place it in a test tube from the 
kit. Use clean nipper-type nail clippers or surgical scissors when taking a 
specimen.

(2) Specimen collection must be performed by a professional who is 
qualified by appropriate education, training and/or experience according 
to the guidelines for diagnosis and treatment of cutaneous fungal 
infection. The procedure for specimen collection stated in the guidelines 
is partially shown below.

1) Distal and Lateral Subungual Onychomycosis
Remove the area of onycholysis or the tip of the nail, and take a 
specimen from the deep portion of the nail, as close to the nail bed 
as possible. If a specimen cannot be taken from the deep portion of
the nail, take a specimen from the surface of the skin (actually the 
nail bed), where onycholysis is present.

2) Superficial White Onychomycosis
Remove a whitish superficial spot on the nail plate using nipper-type 
nail clippers or surgical scissors, and use it as a specimen.

(3) It is desirable that the specimen amount should be 1 mg or more.

3. Influence of Drugs

The influence of oral antifungals1 (terbinafine, itraconazole) that are 
commonly used for the treatment of tinea unguium on this assay were 
evaluated. When the negative control specimen, the positive control specimen
and the weakly positive specimen which was prepared by diluting the 
positive control specimen with the negative control specimen was mixed with 
the antifungals and subjected to this kit, no influences of these drugs were 
observed. The concentration of each drug added was approximately 100 
times the MIC (minimum inhibitory concentration).

Table 1. Influence of Antifungals coexisting in Specimens

Antifungal Concentration 
(μg/mL) Influence

Terbinafine 0.5 Not observed

Itraconazole 100 Not observed

4. Other Precautions

(1) Once the aluminum pouch of a test strip is opened, the test should be 
conducted immediately.

(2) Do not bend or fold the test strip.

(3) Do not touch or damage the sample pad zone of the test strip.

(4) Put the set volume of extraction buffer in a test tube.

(5) Each test strip, extraction buffer, test tube and stir rod in the kit can only 
be used once. Do not re-use these.

(6) Read the result within 30 minutes. The result may be judged to be 
positive if colored bands are found both on the test line zone and the 
control line zone after at least 5 minutes have elapsed. Similarly, the 
result may be judged to be negative if no visible band appears on the test 
line zone and a band appears on the control line zone after at least 5 
minutes have elapsed.

[Assay Procedure]
1. Assay Procedure

The following procedure should be performed at room temperature (1 to 
30ºC).

(1) Prepare the required quantities of test strips, stir rods and extraction 
buffer.

(2) Add 0.25 to 0.5 mL of the extraction buffer to the test tube (Figure 2). 
Put the specimen in the test tube and stir at least 20 times with a stir rod 
while pushing the specimen down. After stirring, stand the test tube in a 
test tube rack for at least 1 minute.

Figure 2

(3) Cut the slit of the aluminum pouch and remove a test strip. Hold the test 
strip by the handle only. Do not touch the sample pad (Figure 3).

(4) Stand the test strip in the test tube with the sample pad down. Confirm 
that the sample pad has reached the bottom of the test tube.

(5) Let the test strip stand for at least 5 minutes and determine the result 
(positive, negative or invalid) by visually checking the presence or 
absence of colored bands in the control line zone and the test line zone, 
within 30 minutes after standing the test strip in the test tube.

Figure 3

[Interpretation of Results]
Interpretation

(1) If a pink band appears in the control line zone and a purple band appears 
in the test line zone, it indicates a Dermatophyte-derived antigen positive 
result. If a pink band appears in the control line zone and no visible band 
appears in the test line zone, it indicates a negative result.

(2) If no pink band appears in the control line zone after 5 to 30 minutes, the 
test is invalid.

(3) If a band appears in the test line zone after 30 minutes or longer, it 
indicates a negative result.

Figure 4

Precautions for Interpretation

1. If the amount of Dermatophyte in the nail specimen is small, the result may 
become negative. The user should comprehensively evaluate the result of this 
assay in conjunction with other test results and clinical symptoms.

2. This kit is cross-reactive with other fungi than Dermatophyte, such as 
Aspergillus and Penicillium. These fungi may be present in the soil or other 
environments and infect the skin of immune-compromised patients. 
Professionals should be careful when making a diagnosis.

[Clinical Significance]
Diafactory Tinea Unguium, unlike direct microscopy, does not require special 
skills to determine whether Dermatophyte is present or absent,4 and this kit, 
unlike PCR, does not require special equipment. Diafactory Tinea Unguium, 
which is easy to use and provides quick results, is an effective assay for the rapid 
diagnosis of tinea unguium.

[Performance]
1. Performance

(1) Sensitivity and Accuracy
When a negative control specimen was tested, this kit provided a 
negative result.
When a weakly positive specimen and a positive control specimen were 
tested, this kit provided positive results.

(2) Within-run reproducibility
When a negative control specimen was tested 4 times, the kit provided a 
negative result every time.
When a weakly positive specimen and a positive control specimen,
respectively, were tested 4 times, the kit provided a positive result every 
time.

(3) Minimum Detectable Sensitivity
Trichophyton rubrum (NBRC 9185), 0.5 μg dry weight/mL

(4) Reference Standard for Calibration
Dry cells of Trichophyton rubrum (NBRC 9185)

(5) Cross-reactivity
Autoclaved dry cells of various other fungi than Dermatophyte were 
added to the extraction buffer at a concentration of 300 μg/mL to 
evaluate the influence of each fungus on the assay. In addition, colonies 
of various bacteria grown on agar plates were added to the extraction 
buffer to evaluate the influence of each bacterium on the assay. This kit 
was not reactive with the tested fungi (non Dermatophyte) shown below,
except the one shown below.

Aspergillus nidulans, Penicillium citrinum, Scopulariopsis brevicaulis,
Alternaria alternate, Pseudallescheria boydii,
Scedosporium apiospermum, Prototheca wickerhamii,
Schizophyllum commune (1 nucleus), Schizophyllum commune (2nucleii),
Absidia corymbifera, Basidiobolus ranarum,
Cunninghamella bertholletiae, Mortierella isabellina,
Mucor circinelloides, M. racemosus, Rhizomucor pusillus,
Rhizopus microsporus var. rhizopodiformis, R. oryzae,

This package insert must be read carefully prior to use of this product.

Fig 5: PreventID® Dermatophyte Test interpretation

[General Precautions]
1. Diafactory Tinea Unguium (this kit) is only intended for in vitro

diagnostic use, and must not be used for any other purposes.

2. The user should evaluate the result of this assay comprehensively in 
conjunction with other test results and the clinical symptoms.

3. This kit should only be used as directed. The reliability of values cannot be 
guaranteed if this kit is used for other purposes or if tests are conducted by 
other methods than stated in the manual.

[Description (Kit Components)]

Components Ingredients

1 Test Strips Anti-Dermatophyte Antibody
Anti-Dermatophyte Antibody with Gold Colloid

2 Extraction Buffer Buffer etc.

Accessories: Test tubes, stir rods

[Intended Use]
Detection of Dermatophyte-derived antigens in nails (in support of a diagnosis of 
tinea unguium)

[Principle of the Test]
Diafactory Tinea Unguium is a lateral flow immunoassay intended to detect 
Dermatophyte-derived antigens in nails using anti-Dermatophyte antibody that 
has been immobilized on a nitrocellulose membrane.
The test strip used in this kit is composed of a sample pad, a reagent pad, a test 
paper and an absorbent pad (Figure 1). The reagent pad contains 
anti-Dermatophyte antibody with gold colloid in the dry state, and the test paper
contains anti-Dermatophyte antibody in the dry state affixed on the test line zone
and the dye in the dry state affixed on the control line zone. This dye is a colorless 
dye at a pH of 3 that turns pink at a pH of approximately 4 or higher, and allows 
the user to confirm that a specimen has correctly passed through the test line zone.

Figure 1. Principle of the Test

A sample that has infiltrated the sample pad (hereinafter called, "the extracted 
sample") moves to the reagent pad, on which a Dermatophyte-derived antigen in 
the extracted sample binds to an anti-Dermatophyte antibody with gold colloid to 
form an immune complex. While proceeding through the test paper, the immune 
complex is captured by the anti-Dermatophyte antibody affixed on the test line 
zone, resulting in the appearance of a purple line of gold colloid (in case it is 
positive). If the specimen does not contain Dermatophyte-derived antigen, no 
immune complexes are formed and the extracted sample containing unbound 
anti-Dermatophyte antibody with gold colloid passes over the test line zone 
without producing a visible band on the test line zone. The extracted sample 
containing unused anti-Dermatophyte antibody with gold colloid, whether it is 
Dermatophyte-derived antigen positive or negative, passes through the test line 
zone and reaches the control line zone, where the extracted sample reacts with 
immobilized dye, resulting in the appearance of a pink band.

[Procedural Precautions]
1. Precautions regarding specimens

(1) This kit is intended for the detection of Dermatophyte-derived antigen in 
nails. Scales, scalp specimens, hair or other specimens cannot be used.

(2) Take a specimen of 1 mg or more according to the guidelines for 
diagnosis and treatment of cutaneous fungal infection.1,2,3 An 

inappropriate procedure for specimen collection or an insufficient 
amount of specimen taken may lead to false negative results or an 
incorrect judgment.

2. Specimen Collection and Preparation

(1) Preparation for Specimen Collection
According to the guidelines for diagnosis and treatment of cutaneous 
fungal infection,1, 2, 3 take a specimen and place it in a test tube from the 
kit. Use clean nipper-type nail clippers or surgical scissors when taking a 
specimen.

(2) Specimen collection must be performed by a professional who is 
qualified by appropriate education, training and/or experience according 
to the guidelines for diagnosis and treatment of cutaneous fungal 
infection. The procedure for specimen collection stated in the guidelines 
is partially shown below.

1) Distal and Lateral Subungual Onychomycosis
Remove the area of onycholysis or the tip of the nail, and take a 
specimen from the deep portion of the nail, as close to the nail bed 
as possible. If a specimen cannot be taken from the deep portion of
the nail, take a specimen from the surface of the skin (actually the 
nail bed), where onycholysis is present.

2) Superficial White Onychomycosis
Remove a whitish superficial spot on the nail plate using nipper-type 
nail clippers or surgical scissors, and use it as a specimen.

(3) It is desirable that the specimen amount should be 1 mg or more.

3. Influence of Drugs

The influence of oral antifungals1 (terbinafine, itraconazole) that are 
commonly used for the treatment of tinea unguium on this assay were 
evaluated. When the negative control specimen, the positive control specimen
and the weakly positive specimen which was prepared by diluting the 
positive control specimen with the negative control specimen was mixed with 
the antifungals and subjected to this kit, no influences of these drugs were 
observed. The concentration of each drug added was approximately 100 
times the MIC (minimum inhibitory concentration).

Table 1. Influence of Antifungals coexisting in Specimens

Antifungal Concentration 
(μg/mL) Influence

Terbinafine 0.5 Not observed

Itraconazole 100 Not observed

4. Other Precautions

(1) Once the aluminum pouch of a test strip is opened, the test should be 
conducted immediately.

(2) Do not bend or fold the test strip.

(3) Do not touch or damage the sample pad zone of the test strip.

(4) Put the set volume of extraction buffer in a test tube.

(5) Each test strip, extraction buffer, test tube and stir rod in the kit can only 
be used once. Do not re-use these.

(6) Read the result within 30 minutes. The result may be judged to be 
positive if colored bands are found both on the test line zone and the 
control line zone after at least 5 minutes have elapsed. Similarly, the 
result may be judged to be negative if no visible band appears on the test 
line zone and a band appears on the control line zone after at least 5 
minutes have elapsed.

[Assay Procedure]
1. Assay Procedure

The following procedure should be performed at room temperature (1 to 
30ºC).

(1) Prepare the required quantities of test strips, stir rods and extraction 
buffer.

(2) Add 0.25 to 0.5 mL of the extraction buffer to the test tube (Figure 2). 
Put the specimen in the test tube and stir at least 20 times with a stir rod 
while pushing the specimen down. After stirring, stand the test tube in a 
test tube rack for at least 1 minute.
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(3) Cut the slit of the aluminum pouch and remove a test strip. Hold the test 
strip by the handle only. Do not touch the sample pad (Figure 3).

(4) Stand the test strip in the test tube with the sample pad down. Confirm 
that the sample pad has reached the bottom of the test tube.

(5) Let the test strip stand for at least 5 minutes and determine the result 
(positive, negative or invalid) by visually checking the presence or 
absence of colored bands in the control line zone and the test line zone, 
within 30 minutes after standing the test strip in the test tube.
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[Interpretation of Results]
Interpretation

(1) If a pink band appears in the control line zone and a purple band appears 
in the test line zone, it indicates a Dermatophyte-derived antigen positive 
result. If a pink band appears in the control line zone and no visible band 
appears in the test line zone, it indicates a negative result.

(2) If no pink band appears in the control line zone after 5 to 30 minutes, the 
test is invalid.

(3) If a band appears in the test line zone after 30 minutes or longer, it
indicates a negative result.
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Precautions for Interpretation

1. If the amount of Dermatophyte in the nail specimen is small, the result may 
become negative. The user should comprehensively evaluate the result of this 
assay in conjunction with other test results and clinical symptoms.

2. This kit is cross-reactive with other fungi than Dermatophyte, such as 
Aspergillus and Penicillium. These fungi may be present in the soil or other 
environments and infect the skin of immune-compromised patients. 
Professionals should be careful when making a diagnosis.

[Clinical Significance]
Diafactory Tinea Unguium, unlike direct microscopy, does not require special 
skills to determine whether Dermatophyte is present or absent,4 and this kit, 
unlike PCR, does not require special equipment. Diafactory Tinea Unguium, 
which is easy to use and provides quick results, is an effective assay for the rapid 
diagnosis of tinea unguium.

[Performance]
1. Performance

(1) Sensitivity and Accuracy
When a negative control specimen was tested, this kit provided a 
negative result.
When a weakly positive specimen and a positive control specimen were 
tested, this kit provided positive results.

(2) Within-run reproducibility
When a negative control specimen was tested 4 times, the kit provided a 
negative result every time.
When a weakly positive specimen and a positive control specimen,
respectively, were tested 4 times, the kit provided a positive result every 
time.

(3) Minimum Detectable Sensitivity
Trichophyton rubrum (NBRC 9185), 0.5 μg dry weight/mL

(4) Reference Standard for Calibration
Dry cells of Trichophyton rubrum (NBRC 9185)

(5) Cross-reactivity
Autoclaved dry cells of various other fungi than Dermatophyte were 
added to the extraction buffer at a concentration of 300 μg/mL to 
evaluate the influence of each fungus on the assay. In addition, colonies 
of various bacteria grown on agar plates were added to the extraction 
buffer to evaluate the influence of each bacterium on the assay. This kit 
was not reactive with the tested fungi (non Dermatophyte) shown below.

Aspergillus nidulans, Penicillium citrinum, Scopulariopsis brevicaulis,
Alternaria alternate, Pseudallescheria boydii,
Scedosporium apiospermum, Prototheca wickerhamii,
Schizophyllum commune (1 nucleus), Schizophyllum commune (2nucleii),
Absidia corymbifera, Basidiobolus ranarum,
Cunninghamella bertholletiae, Mortierella isabellina,
Mucor circinelloides, M. racemosus, Rhizomucor pusillus,
Rhizopus microsporus var. rhizopodiformis, R. oryzae,
R. stolonifer var. reflexus, Syncephalastrum racemosum,

This package insert must be read carefully prior to use of this product.

Fig. 1:  PreventID® Dermatophyte Test Principle


