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PTQ™ bulking agent injection for the treatment of fecal 
incontinence: QoL and manometric evaluation
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INTRODUCTION 
Fecal incontinence (FI) is a distressing and socially 

debilitating symptom which causes the patient to 
gradually abandon all forms of social, family and working 
relationships.1 FI exists along a wide spectrum of variable 
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incontinence to complete loss of control of bowel emptying.  
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by this condition that they are reluctant to discuss the 
problem with a physician and FI is probably therefore an 
underestimated disease. The calculated prevalence of FI is 
between 0.5% and 18.4% in non-institutionalized adults, 
32% in the geriatric population and 56% in elderly people 
with psychiatric disorders. 2,3,4,5 Medical treatment should 
be offered in all cases. Conservative treatment, such as 
dietary changes and pelvic rehabilitation is reported to be 
effective in 65-70% of cases.6 In those patients who do not 
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must be proposed. Injection of bulking agents, already 
used in the treatment of urinary incontinence, 7 has been 
proposed recently as a substitute for surgical treatment of 
anal incontinence. 8

MATERIALS AND METHODS
Between April 2004 and June 2007 sixteen patients 

suffering from mild to moderate fecal incontinence (CCF-FI 
score< 15) were selected and treated with transanal injection 
of PTQ™  bulking agents.  All patients had undergone 
conservative therapy, including dietary changes and 
pelvic rehabilitative treatment with electrostimulation and 
biofeedback protocols with no satisfactory improvement 
of symptoms. Each patient was evaluated with clinical 
assessment including anoscopy at baseline and at 7, 30 and 
90 days and 24 months after treatment. To evaluate social and 
psychological impact for each patient, a Fecal Incontinence 
Quality of Life Scale (FIQL) was examined before and 3 
and 24 months after treatment. 9  An anorectal manometric 
study was also performed at baseline and at 3 and 24 
months after treatment. An anoscopic exam was performed 
to identify patients with ongoing anorectal and/or non-
anorectal diseases which may modify evaluations following 
the procedure. Patients with rectal prolapse, fecal impaction, 
symptomatic haemorrhoids, perianal and anal scarring, 

perianal sepsis, congenital anal sphincter defect, uncontrolled 
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or malignancy, pregnancy or within one year postpartum 
and patients who had undergone proctological surgery in the 
12 months preceding enrollment were excluded. All patient 
completed a consent form. Subsequent clinic evaluations, 
including anoscopic exam, were performed 7, 30 and 90 
days and 24 months after the injection to verify the correct 
positioning and possible dislocation of the prosthetic 
material. CCF-FI score calculation was needed at baseline to 
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which was proposed to patients with mild to moderate fecal 
incontinence (CCF-FI score < 15). Subsequent evaluations at 
3 and 24 months after treatment were used to assess clinical 
trend. Anorectal manometry was performed pretreatment, 
and at 3 and 24 months, using a manometric system (Dyno 
<"#$&!)6+=1(8*+>'"#10'!&+?+>"%",(&6+4)&%5@+&(0+&(".1!)&%+
manometry PVC catheter with balloon, 5 way,12 Fr. For 
each exam, maximum resting pressure and maximum 
squeeze pressures were registered. Each patient was 
treated under local anesthesia as an outpatient procedure, 
placed in Sims position after surgical cleaning of the area. 
Prophylactic broad-spectrum antibiotics were administered 
to each patient a few minutes before the implant.  A 18-gauge 
rigid needle, loaded onto the PTQ™  implants syringe, was 
used to inject PTQ™  in the internal sphincter-submucosal 
interface, entering the skin about 25 mm from the anal 
margin. By placing a digit through anal canal, attention was 
paid not to damage endoanal mucosa during the procedure.10 
Three equidistant (circumferentially about 90, 210 and 330 
degrees) boles of 2,5 ml of  PTQ™  were injected for each 
$&)'1()A+ BCDE+ '#$%&()*+ FBCDE+ + 4#$%&()*+ ?+ G."$%&*)5+
BV, The Netherlands) are solid, irregularly textured, 
medical grade polydimethylsiloxane elastomer implants 
suspended in a hydrogel carrier of polyvinylpyrrolidone 
(PVP or povidone). PTQ™  implants are held in place at 
the implantation site when the hydrogel carrier is replaced 
75+ 7"05+ 3/'0*+ &(0+ 2"*)+ 87."7%&*)+ */7*1H/1()%5+ 01$"*')+
collagen around the implants. 

RESULTS 
Sixteen patients with moderate fecal incontinence (CCFIS 

< 15) were selected for treatment with PTQ injectable anal 
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Summary: Fecal incontinence is a debilitating symptom that limits the social and working activities of the patient. Prevalence is probably 
underestimated, and it is higher in geriatric population and in elderly people with psychiatric disorders. First-line treatment consists of medical 
and rehabilitative therapy. Use of  bulking agents has been proposed in the last years for the treatment of anal incontinence after failure of 
conservative therapy.
Sixteen patients suffering from mild to moderate fecal incontinence were treated with PTQ™ bulking agent endoanal injection from April 
2004 to June 2007. Clinical and manometric evaluations were performed. Quality o Life questionnaires were administered. Good results were 
reported in almost all cases. CCF-FI score improved from a median of 10,4 before to 5,6 2 years after procedure. Manometry showed a marked 
increase in median resting and squeeze anal pressures. A limited improvement was observed in Quality of Life scores. No adverse events were 
registered.
Anal bulking agents should be considered for all patients suffering from fecal incontinence after failure of the conservative therapy being the 
procedure minimally invasive, repeatable, effective and safe.
Key words: Fecal incontinence; Bulking agents; Anorectal manometry.
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Table 1. – FIQL score variations.

bulking agents.  No serious adverse event was reported 
during or after the injection. No adverse events were reported 
such as infection or dislocation of the prosthetic material 
in subsequent visits. In a patient, because of the lack of 
improvement at 3 months control, two additional boles of 
PTQ were injected with the same procedure and the patient 
showed a modest improvement of symptoms at 2 years.

Improvement in CCFIS was from a median of 10,4 (range 
6-14) at baseline to 5,5 at 3 months and to 5,6 at 24 months 
after treatment.  An improvement in patients quality of life 
was demonstrated by FIQL median score variation from 
baseline to 3 and 24 months follow-up with encouraging 
results as shown in table n.1. Median scores are calculated 
for each FIQL’s domain: lifestyle (I), coping/behavior (II), 
depression/self perception (III), embarrassment (IV). Global 
$(2+)0"("&*'3%/'%4/)'+"2)+*"#'56'(%&)("*+$,'-&#$&./1'7/'
shown in table n.2 median anal resting pressure (I) was of 
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24 months control. Similar results were given by maximal 
squeeze pressure (II) that increased from a median of 64,5 
((:.'%*'5%/"4$&"';+%&."'8@'>'<9=A'*)'BF';+%&."'F@'>'<9@A'
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procedure. 

DISCUSSION 
Use of bulking agents already registered good results for 

the treatment of urinary incontinence. Endoanal injection 
of prosthetic bulking agents for the treatment of anal 
incontinence is reported to be safe and effective in a high 
number of  short- and medium-term studies.11,12 In our 
experience PTQ™ implants have shown no complications 
with good results on clinical and manometric evaluation 
with an encouraging keeping of improvement at 2-years 
follow up.13 The procedure has proved to be safe and easy 
to perform by expert operators and well-tolerated by the 
patient.14 According to literature bulking agents should 
always be taken into consideration in cases in which 
conservative medical therapy has not proved effective.15 To 
date, the large number of conservative therapeutic solutions 
in the treatment of fecal incontinence should be considered 
for all degrees of incontinence.16 It is demonstrated that mild 
to moderate anal incontinence is healed in a good percentage 
of patients and improved in almost all cases.17 However, 
non-surgical treatment of severe fecal incontinence can 
be taken into consideration with non-curative purposes, 
but in preparation for a possible restorative or substitutive 
intervention with improved outcomes.18 
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Encouraging results obtained, in agreement with most 
recent literature, show that endoanal injection of bulking 
agents is effective in treating mild to moderate fecal 
incontinence. This procedure is minimally invasive, 
repeatable, not associated with major complications and is 
feasible in an outpatient regime. Moreover the good patient 
!"#$%&'(!)*'++"!&',)-*.&,/*0'1"2'3%)*!"+,43)()5,*'('%6+&+*
requires further studies with a longer term follow-up to 
'++)++* 37%8&(9* '9)(,+* '+* ,/)* 52+,* %&()* ,2)',#)(,* 0"2* #&%-*
to moderate fecal incontinence non-responsive to medical 
therapy.
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Anterior sphincteroplasty for fecal incontinence: a single center experience in the era of sacral neuromodulation.  Oom DM, Gosselink MP, 
Schouten WR.  Diseases of the Colon & Rectum. EPUBDATE: 2009-12-08. It has been reported that patients with external anal sphincter defect 
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still deserves a place in the surgical treatment of fecal incontinence. This study investigated the outcome of anterior sphincteroplasty in a series 
of 172 patients after a median follow-up of 111 months.  Results were acceptable to excellent in 60% of patients, especially in those under the 
age of 50 years at surgery.
Myoblasts differentiated from adipose-derived stem cells to treat stress urinary incontinence.  Fu Q, Song XF, Liao GL, Deng CL, Cui L. 
Urology. EPUBDATE: 2009-12-09. Adipose-derived stem cells have the ability of differentiating into multiple lineages, including myoblasts. 
This ability to induce myoblasts can be used to treat stress incontinence, with the advantages of minimal invasion and faster recovery as proved 
in 20 female incontinent rats.
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Increased cold-pain thresholds in major depression. Schwier C, Kliem A, Boettger MK, Bär KJ. Journal of Pain. EPUBDATE: 2009-12-01. 
Patients suffering from major depressive disorder show a decreased sensitivity for external or skin surface pain, eg, for heat or electrical stimuli, 
as compared to healthy controls. 
Effect of meal ingestion on ileocolonic and colonic transit in health and irritable bowel syndrome.  Deiteren A, Camilleri M, Burton D et 
al Digestive Diseases and Sciences. EPUBDATE: 2009-12-02. Postprandial symptoms in irritable bowel syndrome (IBS) have been associated 
with increased bowel contractility. This study shows that ileocolonic transit immediately after eating is higher in IBS diarrhea predominant 
(IBS-D) patients than in the healthy controls,  whereas colonic transit is blunted in IBS-C (constipation predominant).
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