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® Objective—The Becton Dickinson BDProbeTec ET Sys-
tem is a new semiautomated system using strand displace-
ment amplification technology that simultaneously ampli-
fies and detects Chlamydi: h is and Neisseria gon-
orrhoeae DNA. The strand displacement amplification
products are hybridized with a fluorescent detector probe
and are captured by a chemiluminescent assay in a micro-
well format. An amplification control is also included to
monitor assay inhibition. This study evaluated the perfor-
mance of the BDProbTec ET system in detecting C tra-
chomatis and N gonorrhoeae in male and female urine
specimens, calculated its ab to process large volumes
of speci and d i e inhibition rate.
Materials and hods.—Eight hundred twenty-fi

male and 399 female urine specimens were tested for both
C trachomatis and N gonorrhoeae with the BDProbeTec ET
system, and results were compared with those of the Roche
Amplicor Cobas system. All urine specimens were pro-
cessed on both assays on the same day they were received,
according to the manufacturers’ instructions. Discrepant
results were resolved by in-house polymerase chain reac-
tion assays. Internal or amplification controls were also

Chlamydia trachomatis and Neisseria gonorrhoeae are the 2
leading bacterial sexually transmitted infections
worldwide. Genital infection with Chlamydia is the most
common bacterial sexually transmitted disease in the
United States' and is responsible for about 40% of non-
gonococcal urethritis in men.2 In women, genital chlamyd-
ial infections are a major cause of pelvic inflammatory dis-
ease, which is an important cause of chronic pelvis pain,
ectopic pregnancy, and infertility. Perinatal transmission
of C trachomatis to infants can cause neonatal conjunctivitis
and pneumonia. In 1994, the estimated cost of untreated
chlamydial infections and their complications exceeded $2
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used in each specimen assay to monitor inhibition. The
throughput of the BDProbTec ET system was further tested
with 150 urine specimens on an 8-hour shift for 2 days.
Results.—The overall sensitivity, specificity, positive
predicative value, and negative predicative value for for
detection of chlamydia were 95.3%, 99.3%, 95.9%, and
99.2% for strand displacement amplification and 95.9%,
98.3%, 90.6%, and 99.3% for the Roche Amplicor system.
For detection of gonorrhea, these values were 100%,
99.7%, 88.2%, and 100% and 96.7%, 98.9%, 69%, and
99.9%, respectively. The overall inhibition rates for both
strand displacement amplification and Roche Amplicor
were less than 3.5%. The BDProbTec ET system was able
to produce 150 results each for chlamydia and gonorrhea
and the internal control within the 8-hour shift.
Conclusions.—The performance characteristics of the
BDProbeTec ET assay are similar to those of the Roche
Amplicor polymerase chain reaction for detection of chla-
mydia and gonorrhea in male and female urine specimens.
The system was able to produce 300 results in an 8-hour

shift.
(Arch Pathol Lab Med. 2000;124:1649-1652)

billion in the United States.? Screening and treatment of C
trachomatis in asymptomatic women reduced the incidence
of pelvic inflammatory disease by more than 50%,* thus
routine screening of women at moderate risk proved cost-
effective.s Gonorrhea is an important cause of urethritis in
men and cervicitis in women. Approximately 20% to 40%
of pelvic inflammatory disease and 14% of tubal infertility
can be attributed to g 1§ i e esti d
cost associated with female gonococcal infections to the
Canadian health care system is in excess of $43 million
(Canadian) annually; 82% of this cost relates to the diag-
nosis and treatment of pelvic inflammatory disease, ectop-
ic pregnancy, and tubal infertility.¢ Despite the overall de-
cline in the incidence of gonorrhea in the United States,
the prevalence of male rectal gonorrhea is increasing
among men who have sex with men.”

The Becton Dickinson BDProbTec ET system is a new
semiautomated system using strand displacement ampli-
fication technology for the simultaneous amplification and
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