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Faecal incontinence (FI) is a socially isolating condition

that can adversely impact upon one’s quality of life [1].

Depending on the definitions used, the population surveyed

and the method of reporting, between 2 and 24 % of the

population has some degree of FI [2]. Incontinence caused

by deficiencies of the internal sphincter, regardless of the

underlying cause, is characterized by reduced resting

pressures and passive incontinence [3]. Unfortunately,

there is little targeted therapy available for this type of

incontinence [4, 5]. Aside from anti-diarrhoeals and bio-

feedback which form the backbone of conservative man-

agement, the only other available options are either

complex or major surgery, such as sacral nerve stimulation,

artificial bowel sphincter implantation or the formation of a

permanent colostomy [4, 6]. The use of injectable bulking

agents, a safe and minimally invasive procedure that seems

to be effective at least in the short term, is therefore

inherently attractive as it fills the wide chasm between

conservative and surgical management of FI.

Bulking agents were first adopted for use in FI in 1993

following successes in the treatment of stress urinary

incontinence. The mechanism by which they work is to

augment the internal sphincter where it is deficient thereby

facilitating anal canal closure. To date, at least 10 different

agents have been described using different routes (trans-

anal, transsphincteric, intersphincteric) to deposit the bio-

material at different sites (submucosa, intersphincteric,

directly into the internal sphincter) [7].

This issue of the journal features a small randomized

controlled trial by Morris et al. [8] comparing two

injectable bulking agents. The authors have to be applau-

ded for their efforts considering the paucity of randomized

trials on the subject and demonstration of a positive result

despite unforeseen problems with product withdrawal by

the Pharmaceutical Benefits Scheme (the medication

approval agency of Australia) which led to premature ter-

mination of the trial. The authors demonstrated that bul-

king agents improved continence by at least the minimal

change detectable by Wexner continence scores [9].

Encouragingly, this improvement in Wexner scores was

also accompanied by a modest improvement in resting

pressures which would lend weight to treatment efficacy by

bulking agents [8]. However, in the absence of a control

arm to answer pertinent questions about treatment efficacy,

this study is in a way similar to all the other published case

series.

Although conceptually attractive, its efficacy and its

durability, if there is indeed a benefit, are both question-

able. In a recent Cochrane review by Maeda et al. [4], only

5 randomized controlled trials could be identified. Further,

although the pooled number of patients was 382, most

(206) were derived from the recent placebo controlled trial

by Graf et al. [10]. Of the 5 trials, only two have assessed

the efficacy of bulking agents against placebo [5, 10]. The

study by Siproudhis et al. [5] did not demonstrate a dif-

ference between PTQTM (Uroplasty BV, Geleen, The

Netherlands) and placebo (77 and 72 % response rates,

respectively), and while the study by Graf et al. [10]

reported greater improvements in the treatment arm (53 vs.

32 %), there was a considerable placebo effect in the

control arm. Pooled analysis of observational studies,

however, would suggest that bulking agents are more

effective than they actually are. In the review by Hussain

et al. [7], pooled analysis of case series found that 70 % of

patients treated reported a positive treatment response of
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which 56 % were classified as good response and 13 % as

having achieved complete continence.

In order to provide objective evidence of improvement,

some studies have looked at the effect of bulking agents on

resting and squeeze pressures [11, 12]. Tjandra et al. [11]

reported a clinically and statistically significant increase in

the maximum resting pressures at 3 months after treatment

(23–38 mmHg), whereas Altomare et al. [12] reported

significant increases in both resting (34–42 mmHg) and

squeeze pressures (66–79 mmHg). However, it is also

important to highlight that many others have not been able

to demonstrate corroborative increases in anal pressures to

support the improvements in continence scores or quality

of life [13].

In terms of durability, few studies have reported long-

term outcomes [7, 13]. Most studies seem to suggest that

the benefits of bulking agents appear to dissipate by

6–12 months, including the current study by Morris et al.

[8]. Loss of treatment efficacy is likely to be related to

migration of the bulking agent. In a study by Maeda et al.

[14], 9 of 10 patients had evidence of agent dissipation on a

repeat endoanal ultrasound performed just 6 weeks after

injection. More interestingly, despite deterioration of con-

tinence back to pre-treatment levels, quality of life

improvement seems more sustained, which again suggests

that it is the care and medical attention received that might

be responsible for the sense of well-being rather than

treatment efficacy [15].

Whether or not treatment efficacy is affected by the use

of different agents is also currently unclear. To date, three

studies have compared treatment outcomes between dif-

ferent agents. The current study by Morris et al. [8] and the

one by Tjandra et al. [11] compared PTQTM and Dura-

sphereTM (pyrolytic carbon-coated beads, Carbon Medical

Technologies Inc, Minnesota, United States of America),

whereas the study by Maeda et al. [14] compared Bulk-

amidTM (hydrogel cross-linked with polyacrylamide,

Contura, Soeborg, Denmark) and PermacolTM (porcine

dermal collagen, Tissue Science Laboratories, Covington,

Georgia, United States of America), Of these, the only

study to suggest that one agent is superior to the other was

the Tjandra study which reported that more patients who

received PTQTM had [50 % reduction in incontinence

scores compared to those who received DurasphereTM [11].

However, there is inadequate data at present to support the

use of one agent rather than the other.

In conclusion, evidence on bulking agents is relatively

scant. There is at least one large randomized trial that

would support the use of bulking agents prior to consid-

eration of more invasive surgical options [10]. Although

bulking agents are unlikely to be durable in the long term,

they may be a reasonable short- to medium-term solution.

Bulking agents are safe, minimally invasive, and impor-

tantly, they do not preclude future surgical options should

treatment fail. Their role in the treatment algorithm of

faecal incontinence continues to evolve but for now, they

‘‘plug’’ the gap between conservative and complex surgical

options.
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