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The clinical evaluation of the S. pneumoniae antigen detection kit, RAPIRUN® S. pneumoniae

HS (otitis media/rhinosinusitis), and the H.influenzae antigen detection ELISA kit for middle

ear fluids and nasopharyngeal secretions

Akihiro UCHIZONO", Noboru YAMANAKA®’

1) Sendai ENT Clinic

2) Department of Otolaryngology-Head and Neck Surgery, Wakayama Medical University

The clinical performance of the S. pneumoniae antigen detection kit, RAPIRUN®

S.pneumoniae HS (otitis media/rhinosinusitis), and the H. influenzae antigen detection ELISA

kit for middle ear fluids and nasopharyngeal secretions were reported.

The sensitivity, specificity and agreement rate of RAPIRUN® S.pneumoniae HS(otitis me-
dia/rhinosinusitis) in Sendai ENT clinic were 91.7% (76.3% - all facilities average), 82.6% (83.3%)
and 84.9% (80.6%). On the other hand, A influenzae antigen detection kit yielded 83.3% sensi-
tivity (75.8%), 88.1% specificity (88.3%) and 86.4% agreement rate (82.4%).

It is considered that both kits are important tools to assist for determination of the thera-

peutic strategy in acute otitis media and acute rhinosinusitis.

i C & I

SRR BRSO 3BT,
Wi %3k # (S pneumoniae), 4 ¥ 7 VI Y HFH
(H. influenzae), €7 %7 - ¥V M
catarrhalis) T&® 5755, FAEFFICEERH LK
HERYER RERORKR & LT, <=2 Viiftk
fili%EkW (PRSP) % B 77 & < —¥HkELET ~
¥ ViEA 7 v ¥ E (BLNAR) 2%
BIZhoTwa D 23, JRIBMRE OBY) %5t
WEROBRPEETH 505, HERERLICLS

WOREE T2 ) ORMEEST 5720, &
ERBRFR TR, EREAHoEEFL ¥ vy
S E—DTTbNTVBEORBIRTHSL. Zhbd
DREKH % 72 5 BHITRIBCE WS H E 2
KHATH S Z EIZBBRICES 2w, ThET,
Mg ERE R 2 BWF v b (5 €5 VOli%kEk
B) 3WHHICHTWs 00, HRIEERER T
OB 5L EE 2 b o7z, EHEDMi
T, TOLPRERCHREOHEZRHET K
BRBHEASHT 72\ PSS U 7 5 IR B 2% BR B OB 1



-32- B A SR S T

Fv M (YT UOMARIKE HS (HE - 8AREK))
BLOA Y7 Vv U FREBUEME ELISA £ v T
URFr, DA Y7 VI Y HE XY b)) OREME
RERERICBIN ARz, ZOREITOVT
LB TORREE O, SEOBRE L 278
LW E v FOFHEEICOWTKRE L0 THE
T 5.

B #Y
RFREDF72ICHEL-T €T Ol KR
HS (FE-RIRKESR) RUA Y IV FRF
FORKE, BRE, 200N —EERERITTLS
L HME L.

& EH K

SUFERBEZ O VCICANRREREE LD
RIS N7tk (P - Bls - BIESE (&
MRKE) W - S4) 2W%y MCTEMELZ. —F
TH UMk % B mAEIcfit L CHoBRE 21T -
720 ¥y MK 2R MEREBEREIC L DHEE
ZHBLC, ¥y NOREBCICERE, —3K
ZRE L7z B, FUBAEEILERE NS F A
FAANT v A BIEFTIC T PCR EICTH OM
WMEfTo7:. PCRIFEICK AR E Lk
bITo7z. SEIOEHKABICSNL 2&EHD 7
BRI K "R E R, Table 1IZRTEBD

Table 1 The chairman and medical institutions
participated in this study
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Table 2 List of Samples from Sendai ENT Clinic
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Fig. 1 Assay principle of RAPIRUN Spneumococcal
HS (otitis media/rhinosinusitis)
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Fig. 2 Assay principle of H influenzae antigen
detection ELISA kit
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Table 3 The results of RAPIRUN® S.pneumoniae
HS (otitis media/rhinosinusitis) based
on culture test for Sendai ENT Clinic
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Fig. 3 Distribution of copy numbers of PspA
gene in positive/negative group for
middle ear fluids (left) and nasopharyngeal
secretions (right)

Black and gray circle showed culture
negative and positive, respectively.
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Table 4 The results of Hinfluenzae antigen
detection ELISA kit based on culture
test for Sendai ENT Clinic samples

BERE
1% 2t &Et
Bt 30 8 38
FybHE (£33 6 59 65
aFt 36 67 103




- 34 - H A S 0B R}  HehE

AEy MIRWTDH, Fv ML HEEREICD

THER R & R PERAR O IZI1E PCREEIC X B
BHFERCRVCTHL 2 FEE (P <0001) 2
Ao oh7: (Fig 4).

AV IN I EHRFRBRHEELISAT YD
B LR TOA T TP EPCRO LB

+
<EAREWERIENRR >
PEFER(RIEER R (RO Mt o enmE
8 P< 0001 * 8 Pooor * o BB
2 —— 2 X .
. . £, K
2 & B
G % 3 s
° H °
37 $ o 3 ° : &2
P . S 4 .
i . i
z 3 = 3 .o
: . i .
s 2 ¢ s 2 . .
_E <1.60 . g <160
2 bR 2 B
3.3 BHE 33 L33
(n=42) (0=22) (n=23) (0=16)

ELISAHIRER ELISARIER

*Mann-Whitney U 5

Fig. 4 Distribution of copy numbers of ompl
gene in positive/negative group for
middle ear fluids (left) and nasopharyngeal
secretions (right)

Black and gray circle showed culture
negative and positive, respectively.

Table 5 Comparison the result of RAPIRUN®
S.pneumoniae HS (otitis media/
rhinosinusitis) between in all facilities
and in this clinic
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Table 6 Comparison the result of Hinfluenzae
antigen detection ELISA test between
In all facilities and in this clinic
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