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Methods

The Need for Cystoscopy

Rate of ureteric injury 3 — 5.1% after pelvic reconstructive surgeries
Recommended by American College of Obstetricians and
Gynecologists (ACOG) and American Urogynecologic Society (AUGS)

Cystoscopy increases the detection rate
of ureteric injuries from 18% to 95%
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The Need for a New Agent

Indigo carmine was previously the most commonly used agent
Given intra-operatively and colours the urine blue

A world-wide shortage of the active ingredient has prompted the
need to search for alternatives
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Vitamin B2 (Riboflavin)

*  Given pre-operatively

*  Colours the urine bright yellow

» Lack of adverse side effects

* Inexpensive - $0.11 USD ($0.14 CAD) per 100mg dose

(current market price)
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5% Dextrose in Water (D5W)

*  Given intra-operatively
* Relies on the difference in viscosity between D5W and urine

*  No previous studies on adverse effects
»  Evidence showing 50% and 10% dextrose in water to increase

the risk of post-operative UTls
* Inexpensive - $1.16 USD ($1.48 CAD) per 1000mL bag

(current market price)

n
=
O
=]
[}
=
E
-l

With Thanks




2022/04/26

n
4
c
©
=
—
=
=
=

)
c
o
7
]
o
c
o
O

Limitations

Methods

Objectives

To compare two highly available and inexpensive agents as
ureteric jet visualization methods: pre-operatively vitamin B2
versus intra-operative cystoscopy distension using D5W

Primary outcome:
» Rate of accurate detection of both ureteric jets

e Secondary outcomes:
» Time from start of cystoscopy to visualizing both ureteric jets
* Use of IV furosemide to aid visualization
» Use of IV fluorescein as a rescue agent for visualization
» Surgeon satisfaction
» UTI rates at one week after surgery
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Limitations

Study Design

Double-blinded, Health Canada authorized randomized controlled trial
Performed at 3 tertiary hospitals between Aug 2018 — June 2021

*  Mount Sinai Hospital

»  Sunnybrook Health Sciences Centre

*  Women'’s College Hospital

°
c
>
o
=
o

X
o
©

[11]

Disclosures




2022/04/26

With Thanks

(7]
c
o
-
1]
=
E
-

Study Design

Vit B2/Normal Saline Post-op Day 3-10
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D5W/Placebo Post-op Day 3-10

Simple randomization scheme in a 1:1 ratio

Allocation concealed from those involved in recruitment

Sample size

*  15% difference in detection rate chosen by consensus as significant

*  Given previous detection rate of vitamin B2 as 72% [ (226 patients
required (238 patients if estimating 5% drop-out rate)

Intent-to-treat analysis was used
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Results: CONSORT Flow of Study

Assessed for eligibility
{n=513)

Excluded (n=275)
+ Not meeting inclusion criteria {n+228)
oUnable to attend follow-up visit due to

i S 238 out of 513 patients

oRefused follow-up visit in 1 week (n=25)

+ Refused participation in research study (n=47) ag reed to participate

\iﬂ (the most common

reason of exclusion

Alocated to Allocated to
Vitamin 82 5% Dextrose in water

Completed su

intervention

(n=127)

Post-operative follow-up
(day 3-10)

{n=127)

Analyzed
(n=117)

s

was inability to attend
one-week follow-up)

(n*119)

Discontinued intervention (patient unable

to swallow stuy medication) (n=1)

2 out of 238 patients

Received study pill Received study pill
(n=118) (n=119)
were unable to

complete surgical
intervention

Discontinued intervention (surgical
plan changed) (ns1)

rgical Completed surgical

intervention
{ne118)

pe——— Follow-up data was

(day 3-10)
(=

119) available for all 236

P patients
(n=119)
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Results: Baseline Characteristics

_ 65 (53-71) 63 (53-70) ‘

[BMI(Kg/m2) I  26.0 (23.5-30.0) 27.3 (24.3-30.7)
GFavdity L 2 (2:3) 3(29)
PR 2 (23) 2(23)
1 Vaginal delivery i 2 (2:3) 223)
I Cesarean deliveny I 0 (00) 0(00)
[PosEmenopaUSEIL 1 90 (76.9) 91 (76.5)
ISMGKEr I 6 (5.1) 11(92)
Diabetic 1 19 (16.2) 0(76)
ImimGnGEomprOMISed 1 1(09) 108)
History of recurrent UTI 7(60) 9(76)

| Pre-operative vaginal estrogen use 62 (53.0) 67 (56.3)

|ICS stage of pelvic organ prolapse

0 Stage i 17 (14.5) 20 (6.8
0 Stage 200 36 (325) 7 311
[ Stage 1 50 (42.7) 49412
[ Stge AT 12(103) 13 (109)

Limitations
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Groups were similar for all variables with no significant difference

Results: Intra-Operative Outcomes
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Groups were similar for types of surgical procedure, medication

intake time, and time from study medication to looking for ureters
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Results: Intra-Operative Outcomes

112 (97.3) 108 (90.8)

4(3.4) 5(4.2) 0.181
1(0.9) 6 (5.0)

32.0 (12.3-93.0) 29.0 (15.0-115.0)  0.325
81.5 (35.8-178.5) 83.0 (43.5-201.0)  0.456
4(3.4) 7(5.9) 0.539
4(3.4) 14 (11.8) 0.025*

95 (81.2) 63 (52.9) <0.001**

Both vitamin B2 and D5W showed high rates of ureteric jet

detection with no significant difference between groups
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Results: Intra-Operative Outcomes

112 (97.3) 108 (90.8) 0.062
4 (3.4) 5 (4.2) 0.181
1(0.9) 6 (5.0)

32.0 (12.3-93.0) 29.0 (15.0-1150)  0.325
81.5 (35.8-178.5) 83.0 (43.5-201.0)  0.456

4(3.4) 7(5.9) 0.539
4(3.4) 14 (11.8) 0.025**

95 (81.2) 63 (52.9) <0.001*

There was no significant difference in the time

to visualization of both ureters
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Results: Intra-Operative Outcomes
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s o 4 (3.4) 7(5.9) 0.539 m Qo
4(3.4) 14 (11.8) 0.025"*
_ eera 52629 o

There was no difference in the use of IV

furosemide to aid visualization

Results: Intra-Operative Outcomes

112 (97.3) 108 (90.8) 0.062
4(3.4) 5(4.2) 0.181
1(0.9) 6 (5.0)

32.0 (12.3-93.0) 29.0 (15.0-115.0)  0.325
81.5 (35.8-178.5) 83.0 (435201.0)  0.456
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95 (81.2) 63 (52.9) <0.001*

Vitamin B2 group had significantly lower use

of IV fluorescein as a rescue for visualization
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Results: Intra-Operative Outcomes
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Vitamin B2 group was shown to have

significantly higher surgeon satisfaction rates

Results: Surgeon Satisfaction
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SURGEON SATISFACTION

= Vitamin B2 5% Dextrose in water
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Results: Ureter Jet Colours

70%
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PERCENTAGE OF CYSTOSCOPIES PERFORMED
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URETERIC JET COLOUR
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Results: Post-Operative Outcomes

85 (72.6)

71 (59.7)

1 ey eshter L 19102 1015
[ Suprapubistube L e a5 04

Postoperathe folowapdsy o 5@

Using ctheter tolowapvist 6115 wess oo

T wess oo

3(1-6) 0.014*

21 (17 9) 19 (16.1) 0.839

There was no significant difference in the rate of positive

urine cultures at one-week after surgery
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Limitations

« Tertiary centre setting llmany patients who were screened for
recruitment could not be enrolled due to inability to present for a
one-week post-operative assessment

 Routine urine culture at 1 week post-operative visit [Imay not be
as generalizable to other centres that diagnose/treat UTIs based on
symptoms alone +/- urinalysis and culture results

* Higher than expected detection rate for both agents [ llimited our
power and possibly ability to detect a difference

112 (97.3) 108 (90.8)
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Conclusions

» Both pre-operative vitamin B2 and intra-operative cystoscopy with
D5W showed high rates of ureteric jet detection
+ Vitamin B2 was shown to have
+ Significantly higher surgeon satisfaction rates
+ Significantly lower rate of IV fluorescein use
» There was no significant difference in the time to visualization of
both ureters or the use of IV furosemide
» There was no significant difference in the rate of positive urine
cultures at one week after surgery

Both are effective, inexpensive, and widely

available agents for ureteric jet visualization at
the time of pelvic reconstructive surgery
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