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Table 1 Overall performance of real-time PCR vs. SDA for detecting C. trachomatis

in all specimens

SDA
positive negative total Concordance
positive 66 2 68 Positive 97.1% (66/68)
Real-time PCR negative 2 206 208 Negative 99.0% (206/208)
total 68 208 276 Total 98.6% (272/276)

Real-time PCR refers to the Abbott RealTime PCR CT/NG assay.
Standard displacement amplification (SDA) refers to BD ProbeTec ET CT/GC.
Tested specimens were first-voided urine (FVU)and cervical swabs from 88 women with cervicitis and

FVU from 100 men with urethritis
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Table 2 Performance of real time PCR vs SDA in cervical swabs for detecting

C. trachomatis

SDA
positive negative total Concordance
positive 15 2 17 Positive 93.8% (15/16)
Real-time PCR negative 1 70 71 Negative 97.2% (70/72)
total 16 72 88 Total 96.6% (85/88)

Real-time PCR refers to the Abbott RealTime PCR CT/NG assay.
Standard displacement amplification (SDA) refers to BD ProbeTec ET CT/GC.
Tested specimens were the cervical swabs from 88 female patients with cervicitis

Table 3 Performance of real-time PCR vs. SDA in first-voided urine of women for

detecting C. trachomatis

SDA
positive negative total Concordance
positive 14 0 14 Positive 100% (14/14)
Real-time PCR negative 0 74 74 Negative 100% (74/74)
total 14 74 88 Total 100% (88/88)

Real-time PCR refers to the Abbott RealTime PCR CT/NG assay.
Standard displacement amplification (SDA) refers to BD ProbeTec ET CT/GC.
Tested specimens were the first voided urine from 88 female patients with cervicitis.

Table 4 Cervical swabs vs. first-voided urine from women in real time PCR for detect-

ing C. trachomatis

Cervical swabs
positive negative total Concordance
positive 14 0 14 Positive 82.4% (14/17)
First-voided urine negative 3 71 74 Negative 100% (71/71)
total 17 71 88 Total 96.6% (85/88)

Cervical swabs and first-voided urine from women with cervivitis used Abbott Real-time PCR.
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Table 5 Performance of real-time PCR and SDA in first-voided urine of men for de-

tecting C. trachomatis

SDA
positive negative total Concordance
positive 37 0 37 Positive 97.4% (37/38)
Real-time PCR negative 1 62 63 Negative 100% (62/62)
total 38 62 100 Total 99.0% (99/100)

Real-time PCR refers to the Abbott RealTime PCR CT/NG assay.
Standard displacement amplification (SDA) refers to BD ProbeTec ET CT/GC.
Tested specimens were first-voided urine from man with urethritis

Table 6 All results by real-time PCR vs. SDA for detecting N. gonorrhoeae

SDA
positive negative total Concordance
positive 33 0 33 Positive 100% (33/33)
Real-time PCR negative 0 243 243 Negative 100% (243/243)
total 33 243 276 Total 100% (276/276)

Real-time PCR refers to the Abbott RealTime PCR CT/NG assay.
Standard displacement amplification (SDA) refers to BD ProbeTec ET CT/GC.
Tested specimens were first-voided urine and cervical swabs from 88 women with cervicitis and first-

voided urine from 100 men with

urethritis

Table 7 Discordant results for real-time PCR and SDA by specimen type

C. trachomatis N. gonorrhoeae Final
Case Specimens det ination !
Real-time | SDA | TMA | Realtime | SDA | TMA etermmnation
FVU*2 - - NT*3 - - NT True positive of CT
Female 14 \

Swab *4 + + NT - - NT True negative of NG

F le 21 FVU - - NT - - NT True positive of CT
emale

swab + - + - - NT True negative of NG

F le 30 FVU - - NT - - NT True positive of CT
emale

swab - + + - - NT True negative of NG

F e 49 FVU + + NT - - NT True positive of CT

m

emaie swab + - NT*> - - NT True negative of NG

F e 66 FVU - - NT + + NT True positive of CT
emale

swab + + NT + + NT True positive of NG

True positive of CT

Male 77 FVU - + + + + NT .
ae True positive of NG

NT =not tested

*1: Two methods showing positive assume subjects are “true positive”

*2: First voided urine specimen
*3: not tested
*4: cervical swab specimen

*5: not tested by TMA due to insufficient volume.

and vice versa “true negative” .
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Table 8 Abbott RealTime CT/NG performance for detecting C. trachomatis and N. gonorrhoeae

Female Male

Pathogens First-voided urine Cervical swab First-voided urine
Real time SDA Real time SDA Real time SDA

true positive 14 14 17 16 37 38

false positive 0 0 0 0 0 0

C. trachomatis true negative 70 70 70 70 62 62

' false negative 4 4 1 2 1 0
% sensitivity 7738 7738 944 888 974 100

% specificity 100 100 100 100 100 100

true positive 3 3 3 3 27 27

false positive 0 0 0 0 0 0

N . true negative 85 85 85 85 73 73

- SOMOTTROCAC | folse negative 0 0 0 0 0 0
% sensitivity 100 100 100 100 100 100

% specificity 100 100 100 100 100 100
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Usefulness of Real-time PCR in Detecting Chlamydia trachomatis and Neisseria gonorrhoeae in Endocervical
Swabs and First-voided Urine Specimens

Ryoichi HAMASUNA", Shuichi KAWAT”, Yukiko ANDO?, Kenji ITO", Motoko KURASHIMA?,
Hirohumi NISHIMURA", Takamasa YAMAGUCHI”, Makoto YOSHIMURA®, Tomoko KOBAYASHI”,
Tetsuro MURATANI” & Tetsuro MATSUMOTO"

"Department of Urology, University of Occupational and Environmental Health, ?Kawai Urology Clinic,
»Ando Yukiko Ladies Clinic, “Ito Urology Clinic, *Sato Ladies Clinic, “Nishimura Urology Clinic,
"Yamaguchi Dermatology and Urology Clinic, ®Moritsune Ladies Clinic, ?’Kyurin Corporation

We evaluated performance of Abbott RealTime CT/NG assay (real-time PCR, Abbott Japan) for detect
Chlamydia trachomatis and Neisseria gonorrhoeae by real-time PCR in 88 female patients with cervicitis symp-
toms seen at gynecological clinics and 100 male patients with urethritis symptoms seen at urological or der-
matology clinics in Kitakyushu, Japan. Endocervical swab and first-voided urine (FVU) specimens were then
collected from women and FVU specimens from men. Detection rates of C. trachomatis and N. gonorrhoeae by
real-time PCR in the 3 types of specimens were compared to those by ProbeTec ET assay (ProbeTec, BD
Diagnostic System). The overall positive concordance between real-time PCR and ProbTec were 97.1% (66/
68) for C. trachomatis and 100% (33/33) for N. gonorrhoeae, C. trachomatis detection yielded 3 discordant results
in endocervical specimens and 1 discordant result in male FVU by real-time PCR and ProbTec. Three of 4
reexamined using Aptime Combo 2 Assay (Fuji Rebio Inc) were positive for C. trachomatis. Endocervical
swab and FVU specimen results for C. trachomatis were discordant in 3 cases in real-time PCR and 4 in
ProbeTec. Subjects with 2 or more positive endocervical awab results in female or male FVU specimens
were assumed to be “true positive” for C. trachomatis. The sensitivities of real-time PCR for detecting C. tra-
chomatis was 944% in endocervical swabs, 77.8% in female FVU and 974% in the male FVU. The sensitivi-
ties for real-time PCR for detectig N. gonorrhoeae was 100% in all 3 specimentypes. Abbott RealTime CT/NG
assay was useful for detecting C. trachomatis using endocervical swabs or male FVU specimens and for de-
tecting N. gonorrhoeae using endocervical swabs and all FVU specimens.
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