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Background

Cobas 4800 Automated system

Targets two CT
sequences

Targets direct repeat
region of NG (DR -9)
using two sets NG
primers




Background

Measures accumulation of PCR product by
monitoring emission intensity of the
fluorescent dyes released during
amplification process

A positive result is when an amount of
emission intensity for a specific number of
cycles (60cycle numberad

However, package I nser:t

he cobas® 4800 CT/NG Test provides qualitative results. No correlation can be drawn
between the Ct value reported for a positive cobas® 4800 CT/NG Test and the number of C.

trachomatis and N. gonorrhoeae cells within the infected specimen.




Picture equals 1000 words

Molecular beacon

Fluorophore Quencher
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Background

We rteeejve a 700 rlege
i ncl udi R2§0 eadoc2rOical swabs

Routine NG testing by PCR

Improved sensitivity with public health
benefit

Improved workflow with fewer endocervical
swabs being cultured

Cost savings ???



Practical issues

Referrer education
Chance to give feedback before change
Change to roster/staffing

Methods amendments



W=8  New workflow

All Cobas tubes received are processed for
CT and NG

Where NG Is positive, bacterial endocervical
swabs (if received) are put up on NYC agar

PCR positive, culture negative specimens sent
to Canterbury Health Lab for
supplementary testing (Abbott Real Time)



Culture

Performed same day where possible

But up to 40% cultured the following day (within
24 hours of arrival in lab)



Results

1st March - 30" June 2012
Total specimen tested = 40033

Positive NG PCR = 361



Results

Patients = 347
Females = 186 (54%)

Age (y)
Average = 23.7
Median = 21.0

Range =14- 77

Average age of females lower than males, 21.8 vs.
25.7 years
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Results — culture positivity

No culture
Endocervical 35 (32)
Eye 0

Rectal 0
1 (25)
7 (15)
Urethral 101 (93)




Results — assay performance

Total number 361

Culture confirmed 142 (39)
Culture negative 131 (36)
No culture result 89 (25)

Leaked in transit* 1
No culture but not sent to CHL* 28
Total tested CHL 190 (53)
Test positive CHL 181 (50)
Tested negative CHL 9 (2)
Total O6con3dBA)r medo 322 (97)

* excluded from this total

Estimate CHL negative *29 1.37




Results — assay performance

Sensitivity not possible to calculate

Per test calculation (estimated)

Specificity = 99.9%
Preval ence 1 n communi i

Positive predictive value = 97.1%



CHL negative specimens

..
no

Cx 37.9

Urine 25.1

Cx 39.3

32.2

37.4
41.5
36

Asym; other genital swabs (bacterial) negative;
sexually active for one year

Bacterial vaginal swab neg. Treated; not re -tested. CT pos
LTA,neg CHL

Asym; repeat testing 16 days later negative despite no
treatment

Bacterial vaginal swab neg. Treated ceclor presumed
UTI; repeat 2 days later - negative

CT pos LTA,neg CHL,; blood semen/urine; treated; no f/u

Neg two months later; not treated

CT pos both sites; not treated; declined follow up testing;
?sym

No repeat testing; no clinical info

Asym. Treated. No repeat testing




No evidence contamination/spillage in the
system

Weekly environmental testing of molecular
area has been clear



Male 27.5
Female 30.9
Culture positive

Culture negative

CHL positive

CHL negative

Endocervical
Urine
Urethral
Vaginal

Throat




