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Abstract

Background and aims: Closing the internal opening by a clip ovedas been recently proposed for
healing the fistula tract, but, to date, data onelfi¢ are poorly analysed. The aim was to report a
preliminary multicentre experience.

Materials and methods: Rectrospective study undertaken in 6 differenénEh centres: surgical
procedureimmediate complications and follow up have beefected.

Results: 19 clips were inserted in 17 patients (M / F:3/Median age: 42 years [29-54]) who had an
anal fistula: 12 (71%) high fistulas (including écto-vaginal fistulas), 5 (29%) lower fistulas (wi&
recto-vaginal fistulas), 6 (35%) Crohn's fistula@ut of 17 patients, 15 had a seton drainage
beforehand. The procedure was easy in 8 (47 %grmatiand the median operative time was 27.5
minutes [20-36.5]Postoperative period was painful for 11 (65 %)gdas A clip migration was noted

in 11 patients (65 %) after a median follow upldf days [5.5-49.8]Eleven patients (65%) who
failed, had reoperation including 10 new drainagikin the first month [0.5-5]. After a mean follew
up of 4 months [2-7], closing the tract was obsérive2 patients (12 %fpllowing the first insertion

of the clip and in another one after a second fiwser

Conclusion: Treatment of anal fistula by placing a clip om tinternal opening is disappointing and
deleterious for some patients. A better assesshefate dissemination is recommended.
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I ntroduction

The American Society of Colon and Rectal Surge@gemtly revised its practice parameters for the
management of fistula-in-ano. The main treatmeral gemains to obliterate the internal fistulous
opening and any associated reepithelialised tradtks minimal sphincter division. Sphincter sparing
methods are numerous bdata are too preliminary to make a formal stratéggually weak
recommendationd)l]. For the ACPGBI position statement, the aims ofsty “are to cure the fistula
while at the same time preserving anal sphinctectfan” but it is not possible to be prescriptive o
the management of each type of fistula Bgside rectal advancement flap, new strategies bhaen
developed such as fibrin glue and plug. Despitéy earthusiastic series, controlled trials and lange
follow-up have pointed out high failure and recage rates [3[Getaid Gy). Thus, new techniques
are under survey. Clipping the internal opening ishallenging strategy since the technique iseasil
reproducible and the early results promising [4je Objective of this pilot multicenter study was to
assess the feasibility and safety of this new spéirsparing procedure to treat anal fistula.

Patients and M ethods

All patients with transsphincteric or suprasphinictanal fistulae who underwent a surgical procedur
using the Clip OVESCO were retrospectively record®dly transsphincteric single-tract fistulas
without any evidence of severe inflammation acgfiwit perineal sepsis were analyzed. Between April
2010 and October 2013atents were eligible if they had a fistula accogdio the classification of
Parks or a recto-vaginal fistula. It could be fiataf Crohn's disease. In some patient, a setohéas



placed into the fistula tract at least six weekfoiefistula closure. Patients with recto-semimalo-
rectal, recto-cutaneous, ileo-colic and ileo-tramse fistula have been excludéthe dataset of first
french patients who received a clip OVESCO wermsgectively collected. Six surgeons took part in
the study. The recorded items were: age and gevfdire patient, height and fistula tract, Crohn's
disease context, seton drainage, length of suppaoratifficulty of technique, duration of procedure
post-operative pains, duration of immobilisatioesidual complaints, emerging of a secondary
abscess, need for a new wave of drainage, persiisterta tract, removal or migration of the clip.

Surgery was realized according to a standardizedatipe pathway described elsewhere by Prosst et
al [4]. The same video sequence (personal Prosgtegure) was used for the teaching tutorial.
Briefly, the patient was positioned in supine gositunder general or spinal anesthesia. An excision
of anoderm around the internal opening of the Istihe removal of the loosing seton and a
debridement of the fistula tract were performedobeetwo U shaped sutures were placed internally,
centred around the internal opening. The clip vedsased from the applicator cap and placed closed
to the internal opening in parallel to the axistloé anal canal. The stitches were removed and the
external opening was cored out in order to imprthe drainage of the fistula tract. Major steps of
surgical technique are outlined in Figure 1. Laseti and analgesic tablets were provided in the
postoperative period.

Statistical analysis

Quantitative variables were expressed as mediamparakntile (interquartile range [IQR], 25% and
75%). Categorical variables were presented as s@nt percent.

Ethical considerations

The study was approved by the CHU Ethics CommitfeRennes (N°13/21 37 June 2013) and the
Commission Nationale Informatique et Liberté (CMib.1412467).

Results

The individual results are summarized in the tdbdecording with their own past history, the suagjic
procedure and the follow-up. Nineteen clips havenb@aced in 17 patients (M/F:4/13; median age:42
[29-54] years). The fistula tract was drained (bastons in 15) for a long period of time before th
procedure (median period of drainage: 26 months6[l3 Twelve patients (71%) had a high or
complex fistula tract (4 recto-vaginal fistulassdprasphincteric fistula, 6 transsphincteric fissuand

1 urethra-rectal fistula) and 5 (29%) patients hddw fistula (with 3 low recto-vaginal fistulasix
(35%) patients had a Crohn's disease, and 2 (1286¢nps reported a past history of pelvic
radiotherapy. The median follow-up was 4 month3][2fter the first insertion of the clip.

The surgical procedure (mainly ambulatory) was éasy (47 %) patients with a median duration of
27.5 [20-36.5] minutes. Postoperative period wasfpefor 11 (65 %) patients but the median resting
period was 4 days [2-10.5]. After surgery, 13 (7@%4dents complained of persistent discharge and 2
(12%) patients reported residual pain. The fisttdat was unhealed in 15 patients: a new abscess or
collection was observed in 9 (53%) patients.

A clip migration was reported in 11 (65%) patief@shigh fistulas, 1 recto-vaginal fistula and 1
transsphincteric fistula) after a median follow-op 10 days [5.5-49.8]. A new procedure was
mandatory in 11 patients (65%), mainly for a newainiige (10 patients) within the first month [0.5-5]
of follow-up. Primary healing of the tract was obh&al in 2 patients (12%) after the first insertmin
the clip and in another one after a second insertio

Discussion



This consecutive series of cases did not mainhefieof the clip procedure since only 18% closesl th
fistula tract after a short follow-up. The most feperative events were clip migrations or removals,
secondary abscesses and post-operative pains.

The main limitations of our study are the initiajperience and the retrospective collect of the.data
These results however contrast with those publighed. Prosst in 2013 where he reported a high
success rate in 9 out of the 10 patients. Neverthelhe described five dropping clips, not having
prevented the closure of the route except for @it who lost the clip too early [4]. Moreovere w
observed several more severe sepsis after thedan@csince the internal opening has been enlarged
by the migration of the clip into the internal spathus inducing a larger internal sphincter defect

This discrepancy in healing rates may be multifiagtdout it highlights both the complex nature bét
fistula and an easy but non-reproducible procediifee manipulation of operative bed and the
scarring (especially from repeated surgeries) wdwdde rendered the surrounding tissue ischemic.
The devascularisation of native tissues inducethbyclip grasping may also induce sphincter lesions
By contrast to the gut, the anal canal is a higtspure zone, which is submitted to frequent
mechanical variations: this will explain the clipgmation and pain. Differences in surgical techiigju
cannot be advocated since we scrupulously apphedstmple and original procedure described
elsewhere.

Due to these limitations, this new procedure nekdther technical adaptations and a better
assessment before dissemination. Individual expesghave to be discouraged.
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Figure 1. Surgical technique: (A) clip applicat¢B) debridement of the fistula tract with the
fistula brush, (C) passage of the sutures, cemfehia internal opening, into the clip apalar,
and releasing the clip (D) final situation with ttig on the internal fistula opening.






Patient 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
Past history
sex F M F F F M M M F F F F F F F F F
median age (y.) 46 49 24 61 27 54 62 86 49 42 42 2%5 31 40 29 28
Crohn's disease yes no yes no yes no no no yes nm mo no no no yes yes
fistula tract high high high low low high high highhigh low low high high highhigh high low
rectovaginal fistula yes no no yes no no no no yeges yes yes yes nNno No Nno no
inserted seton yes yes yes no yes yes yes yes yess es no yes yes yes Yyes Yes
median fistula duration (m.) 10 26 51 48 68 60 48 2 2 60 70 8 14 3 1 18 17 68
Suraical procedure
hability to perform the procedure easy easy mod.d.maeasy mod. mod. diff. diff. mod. mod. mod. easgsyeeasy easy easy
median procedure duration (min) 20 23 35 45 25 205 130 40 20 15 60 40 30 30 20
post operative pain mod. high high no mod. Ilow higlow mod. mod. high no mod. no lovhigh high
immobilisation (d.) 2 3 6 2 1 7 15 7 14 14 2 1 14 15
median follow up (m.) 5 12 8 2 3 13 12 1 6 2 7 0 12 4 6 3
Follow-up
residual complains dischdisch. disch. disch. disch. disch. disch. disch. disch. disch. disch. disch. disch. pain pain
spontaneous migration of the clip yes yes yes nones yyes yes yes yes yes no no no yes no yes no
median duration before migration (d.) 33 100 120 01 160 10 4 4
persistance of the fistula tract yes yes yes yessS yeyes yes yes yes yes yes yes yes no no yes yes
new abscess yes yes yes yes yes no yes no no no y&s Yyes no nNO yes no
new drainage yes yes yes no yes non yes yes no  y@ss no yes nNoO no yes no
median duration before new surgery (m.) 1 6 4 0 11 0 1 7 0 4 1
removal of the clip yes yes yes no yes  yes no no nao no no oui no yes no no
Abbreviations d.:.days. m.: month min.:minute  maaoderate. diff.: difficult. disch.: discharge.

Table 1: main characteristics of

the populatiomlgtaccording to the past history, surgical procedurd follow-up



