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BACKGROUND AND OBJECTIVE

Because of high rates of disease recurrence, bladder
cancer requires regular surveillance. Clinical benefits
of biomarkers in follow-up of bladder cancer remain a

controversial issue. The use of ImmunoCyt/uCyt+™
was reviewed in our hospital due to the weakness of
evidence and resources lacking to perform the test.
The aim was to review the effectiveness of
ImmunoCyt/uCyt+™ in bladder cancer management.

METHODS

Systematic reviews (SR) and guidelines/experts consensus were
searched in PubMed, the Cochrane Library and grey literature
(up to October 2010). Update of the last SR was performed.

> Inclusion criteria: ImmunoCyt/uCyt+™ compared with the
current recommended practice (urine cytology with
cystoscopy).

> Exclusion criteria: publications in another language than
French or English.

Article selection, quality assessment, data extraction, and
synthesis were performed by one reviewer, and appraisal was
carried out by two.

Synthesis review was shared with an expert group (pathologist,
urologist, medical laboratory technician).
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Table 1. Synthesis of data on the combined analysis of the results of

primary studies on ImmunoCyt/uCyt+™ and urine cytology

Parameters ImmunoCyt/uCyt+™ Urine cytology
Number of studies 8 36
Number of patients 2896 14,260
Sensitivity, % (95% Cl) 84 (77 a91) 44 (38 a 51)
Specificity % (95% Cl) 75 (68 a 83) 96 (94 a 98)
Positive predictive value, % (range) 54 (26 a 70) 80 (27 a 100)

Negative predictive value, % (range)

93 (86 a 100)

80 (38 a 100)

Source : Adapted from Mowatt et al., 2010

Table 2. Recommendations from guidelines and experts consensus

GUIDELINES

Authors, year Recommendations

European Association of
Urology, 2010

Urinary markers cannot safely replace cystoscopy for detecting
recurrence of low-grade tumours

For muscle-invasive and metastatic bladder cancer, although a
few biomarkers have shown potential, none has sufficient
evidence to support their clinical routine use

National Comprehensive
Cancer Network, 2010

The clinical benefit of urinary markers is uncertain.

AURQO.it (Associazione Urologi
Italiani), 2010

None of the studies on biological markers had enough evidence
to suggest the use of these tools in clinical practice.

European Society for Medical
Oncology, 2009

No mention of urinary markers as an option for the follow-up of
bladder cancer.

RESULTS

> One SR of very good quality, seven guidelines and two
expert panel consensus were retrieved.

> The aggregated results presented by Mowatt et al. regarding
sensitivity and specificity of ImmunoCyt/uCyt+™ in bladder
cancer detection were respectively 84 % and 75 % compared
to 44 and 96 % for cytology (see Table 1).

> According to international medical expert panel consensus,
urinary biomarkers are not recommended for use in clinical
practice for the follow-up after bladder cancer (see Table 2).

> Local context is presented in Table 3.

> In our hospital, weighted average cost per unit is 4.4 times
higher for ImmunoCyt/uCyt+™.

> Rarity of expertise among cytologists and pathologists to
perform the ImmunoCyt/uCyt+™ test was seen as critical to
maintain high standard of quality control.

Canadian Urological
Association, 2009

For non muscle invasive bladder cancer, although there is no
consensus for surveillance strategies, CUA general
recommendation is to perform a follow up cystoscopy with urine
cytology (or other urine marker).

American Urological
Association , 2007

The use and utility of urine-based molecular markers in the
follow-up of patients remains uncertain.

EXERTS CONSENSUS

Lokeshwar et al., 2005

Periodic cystoscopies are the standard of care for surveillance.

Nieder et al., 2005

Molecular markers do not have enough specificity for clinical use
in the management of T1 bladder cancer.

Table 3. Comparison of resources needed to perform ImmunoCyt/uCyt+™
and urine cytology analysis at the CHUQ

CONCLUSION

The contribution of ImmunoCyt/uCyt+™ in the follow-up of
bladder cancer patients is not well defined. Considering
scientific evidence and organisational factors such as
availability of experimented human resources, costs, and
quality insurance problems, it was recommended to give up the
use of this test in our hospital.

* Authors have no conflict of interest to declare.

Parameters

Number of cytologists trained

ImmunoCyt/uCyt+™

Urine cytology

7
to perform the test >
Number of cytologists trained 4 11 (all)
to read the test
Prepar?tmn and interpretation 23 min 23 min
(total time)
Ministry of Health's weighted value 60 units 13,5 units

Internal quality control

2 pathologists rewiew selected
slides after the cytologists

all slides are reviewed
by pathologists

External quality control

None
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