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Introduction
Definitive closure of fistula-in-ano poses an on-going surgical 
challenge. The goal of fistula management is permanent 
closure of the fistula while simultaneously preserving anal 
sphincter function.1 Fistula-in-ano can be classified as simple 
or complex. A simple fistula may be treated with fistulotomy. 
The difficulty arises in a complex fistula as there is a higher 
risk of damaging the sphincter complex which may result 
in incontinence.2 For complex fistulae, the rectal mucosal 
advancement flap (RMAF) is viewed as a standard choice 
of treatment.3 Although a meta-analysis by Balciscueta et al. 
evaluating the rectal advancement flap for the management 
of complex fistulae reported a pooled recurrence rate for 
mucosal flaps of 31% and an incontinence rate of 10.3%.4

Other sphincter preserving techniques have been described 
which promise lower complication rates but are associated 
with varying degrees of success. Examples include 
fistulotomy with primary sphincter reconstruction,5 fibrin 
glue,6 anal fistula plug,7 ligation of inter-sphincteric fistula 
tract (LIFT) procedure,8 video-assisted anal fistula treatment 
(VAAFT)6 and fistula-tract laser closure (FiLaCTM).9 

Fistulotomy with primary sphincter reconstruction has a 
reported recurrence rate of 8.6% with minor incontinence 
noted in 16.6% of patients.5 The LIFT procedure has 
an average success rate of up to 70% with no reports of 
incontinence.10 VAAFT has a reported success rate of 76% 
with no significant deterioration in continence noted.11 
The anal fistula plug has a reported success rate of 54.3% 
in cryptoglandular fistula with no incontinence reported.12 
Giamundo et al. demonstrated a success rate of 71.1% using 
FiLaCTM with no reported cases of incontinence.9

A new surgical method for closure of fistula-in-ano is the 
OVESCO OTSC® Proctology Clip (proctology clip) which 
purports to offer improved preservation of the anal sphincter 
whilst at the same time curing the fistula by closure. The 
clip is nitinol-based and dynamic, allowing constant pres-
sure to be maintained on the internal fistula orifice during 
the healing process.13 Reported success rates with the 
proctology clip range from 18–90% and success rates for 
primary procedures (79%) are higher than those performed 
as secondary procedures (26%).14-18 This preliminary report 
aims to describe our experience, as a specialist referral 
Colorectal Unit, using the proctology clip for the primary 
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and secondary management of simple and complex fistula-
in-ano. 

Methods
A retrospective record review was conducted for all patients 
who received the proctology clip as part of management of 
fistula-in-ano in the Colorectal Unit at Wits Donald Gordon 
Medical Centre (WDGMC) between 1 April 2016 and 31 
May 2018. Records from patients older than 18 years with 
simple or complex fistula of cryptoglandular aetiology and 
who were treated with the proctology clip as a primary or 
secondary procedure where included. Records from patients 
with malignant, traumatic, iatrogenic, Crohn’s fistulae or 
rectovaginal fistulae and records from patients with active 
perianal sepsis were excluded. 

Simple fistulae are intersphincteric or low transphincteric 
(involving less than 30% of the sphincter muscle 
complex). Complex fistulae include (i) high transphincteric 
(involving more than 30% of the sphincter complex); (ii) 
extrasphincteric; (iii) suprasphincteric (iv) those presenting 
anteriorly in female patients; (v) those associated with 
inflammatory bowel disease, malignancy or radiotherapy.2

Management of all simple and complex fistula-in-
ano included in this record review started with an initial 
drainage procedure (insertion of a seton suture) to allow 
sepsis to settle. The first definitive procedure was termed the 
‘primary’ procedure and the next procedure was termed the 
‘secondary’ procedure. All procedures were performed by 
trained colorectal surgeons who had further training on the 
use of the proctology clip by Professor Thomas Gottwald, 
who designed it. 

For the procedure no bowel preparation was administered. 
Prophylactic antibiotics were given either intravenously 

or per rectum, depending on the individual surgeon’s 
preference.

General anaesthesia was used. The patient was then 
placed in the lithotomy position. The external fistula orifice 
was then opened to assist with drainage. The internal fistula 
opening was identified via the seton suture and the fistula 
brush was then ‘railroaded’ through the tract to allow 
vigorous brushing of the tract. A disc of mucosa was then 
excised from the internal opening exposing the sphincter 
muscle surrounding the internal opening. Two vicryl stay 
sutures were then inserted through the sphincter muscle, one 
proximal and one distal to the internal fistula orifice. The 
OVESCO OTSC® Proctology Clip, using the deployment 
device, was then ‘railroaded’ over the stay sutures onto 
the mucosa; the clip was then deployed. As the clip was 
deployed tension was applied to the stay sutures, ensuring 
the internal opening was securely included within the clip’s 
grasp. The stay sutures were then removed. Postoperatively 
the patient was sent back to the ward and usually discharged 
the same day on analgesia and stool softeners. 

Success was determined by the attending surgeon based 
on their evaluation and expertise, and included closure 
of both the internal and external fistula orifices with no 
inflammation or signs of drainage from the fistula. Similarly, 
the attending surgeon defined failure as the presence of 
persistent pain, drainage, and/or failure of the internal and/
or external fistula orifices to close. After placement of the 
proctology clip, patients were followed for 3 to 4 weeks, and 
as needed thereafter. There was no standardised long term 
follow-up protocol. Descriptive statistics were performed 
using Microsoft Excel 2010.
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Figure 1: Flow diagram of the OVESCO OTSC® Proctology Clip use at WDGMC
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Results
There were 19 cases of fistula-in-ano treated with the 
proctology clip at WDGMC during the review period  
(Figure 1). The median age of those presenting for care was 
50 years (interquartile range (IQR) 44–56 years) and the 
median follow-up duration was 145 days (IQR 63–298 days). 
All 19 cases were cryptoglandular in origin. Thirteen were 
complex fistula-in-ano and 10 were primary procedures.

Nine of the nineteen procedures were successful (47%). 
As expected, overall success rates were higher for simple 
(66.7%) as opposed to complex (38.5%) fistula-in-ano. For 
patients who underwent placement of the proctology clip as a 
primary procedure, the success rate (50%) was slightly better 
than those who received the clip as a secondary procedure 
– four out of nine (44.4%). Eight patients underwent a 
secondary procedure after the initial clip insertion. Of these, 
7 had clip failure and 1 patient had an examination under 
anaesthesia during which an anal fissure was identified and 
treated, and the clip was successfully left in-situ. For the 7 
patients who had failed the clip, 6 underwent seton insertion 
after which 2 patients had an anal fistula plug inserted and 1 
patient underwent resection of the fistula tract. The seventh 
patient initially had a small pencil drain inserted after which 
a seton was inserted.

Of the remaining three patients with clip failure, two were 
planned for reintervention but this had not occurred during 
the time period of the study and one patient with clip failure 
declined another procedure. 

Discussion
Despite surgical advances, fistula-in-ano remains a difficult 
condition to manage and there is no consensus regarding the 
optimal surgical treatment. To our knowledge, this is the first 
report from South Africa on the use of the proctology clip 
for management of fistula-in-ano. Our overall success rate 
of 47% was lower than the average success rate reported 
from other published data of 61%.14,16-18 A small number of 
studies have reported success rates of up to 90%, however 
the patients in these studies were all highly selected, with 
fistulae of cryptoglandular aetiology.13,19 One study reported 
a success rate of only 18% but the cases in that study were 
complex and unfavourable.15 Our success rates might be 
lower because complex cases are referred to us as a specialist 
Colorectal Unit. The nature of these cases is that they have 
often undergone previous surgical intervention elsewhere 
and patients may have had a long disease duration. While 
the numbers in this study are too small to meaningfully 
compare outcomes among the different groups who received 
the proctology clip, this sample size is comparable to other 
studies evaluating the clip. A prospective randomised 
control trial is currently underway in Clermont-Ferrand, 
France, comparing the RMAF to the proctology clip for the 
management of fistula-in-ano.3 To date, there have been no 
published results for this trial. 

Conclusion
This preliminary data presents our initial experience using 
the proctology clip in a South African centre. While these 
data may serve as a ‘proof of concept’, a multi-centre 
randomised controlled trial comparing this method to the 

RMAF is needed to determine the role for the proctology 
clip in the management of fistula-in-ano in terms of fistula 
origin, complexity and its use for both primary and secondary 
fistula closure.
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