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ABSTRACT

Background. Reliable data on the efficacy and safety of fistulectomy with primary
sphincter repair for the treatment of high transsphincteric anal fistulas are deficient.
The aim. To compare the efficacy and safety of fistulectomy with advancement
muco-muscular flap (F) and fistulectomy with primary sphincter reconstruction (SR)
for the treatment of high anorectal fistulas.

Methods. A cohortof 92 consecutive patients with transsphincteric anal fistula in-
volving 1/3 to 2/3 of the sphincteric complex were included in prospective randomized
study. The primary endpoint was the recurrence rate. The duration of surgery, blood
loss, pain intensity, postoperative complications, the duration of wound healing,
incontinence, quality of life were registered.

Results. Forty-six patients were randomized in each group. A statistically significant
difference was obtained for operative time (Group “F” — 45 (20-160) min, Group
“SR” - 33 (10-55) min). The blood loss was 3 (1-20) and 2 (1-10) ml in Groups “F”
and “SR’, respectively (p = 0.482). The return to work in Groups “SR” and “F” occurred
after 7 (2-14) and 8 (4-20) days, respectively (p = 0.005). The pain syndrome was sig-
nificantly greater in Group “F” (p < 0.05) ondays 1 and 7. Recurrence rate was in 23.9 %
(11 cases) in Group “F” and in 6.5 % (3 cases) in Group “SR” (p = 0.042). Incontinence
wasin7(15.2 %) people in Group “F’,in 10 patients (21.7 %) —in Group “SR” (p = 0.591).
There was no statistically significant difference in postoperative complications.
Conclusion. Findings can expand the indications for the treatment of high trans-
sphincteric anorectal fistulas involving from 1/3 to 2/3 of the sphincter complex
without statistically significant risk for functional results.
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PE3IOME

O6ocHosaHue. Cyuwecmayem HedoCcmamok y6edumesibHbix 0aHHbIX 06 hpex-
mugHocmu u 6e30nacHOCMu uccevyeHUs C8UWA 8 NPOC8eM C yuusaHuem cuH-
Kmepa 0718 1eYeHUs 8bICOKUX MPAHCCGHUHKMeEPHbIX AHOPeKmMasbHbix cauujed.
Ljens uccnedosarnusn. CpasHeHue 3¢hheKmusHOCMU 08yX MEMOOUK — UCCedeHue
ceuwWa ¢ naacmukol cau3uCmMo-moluledHoIM 1ockymom (/) u ucceveHue cauwia
8 npocgem c ywusaHuem 0ehekma cpuHkmepHo20 komnsiekca (YC) — 0ns nedeHus
8bICOKUX AHOPeKMarsbHelx cauwjed.

Memoodel. B npocnekmusHoe paHO0OMU3UpOBAHHOE UCCe008aHue nociedo-
8amesibHO 6bIIU BKIIOYEHbI 92 nayueHmMa ¢ MpaHCcCUHKMePHbIM C8UUOM
npu sogiedeHuu om 1/3 0o 2/3 3anupamenbHo2o annapama. [lepsuyHol KoHeY-
HoU mouyKoU A8/19/1aCb 4acmoma peyuousos 3abos1esaHus. B xoo0e uccie0osaHus
NpoaHanu3uposaHsl 0sUmMesbHOCMb onepayuu, 06sém Kposonomepu, 60s1e8ol
CUHOPOM, 4acmoma u xapakmep noceonepayUOHHbIX OC/IOXHeHUU, 0numers-
HOCMb 3aKUBJIeHUSA PAHbl, UHKOHMUHEHYUS, Ka4eCmao XU3HU.

Pe3synemamel. Konuyecmeo nayueHmos 8 kaxoou 2pynne cocmasusio 46 yeno-
sek. Cmamucmuyecku 3Ha4yumas pasHuyad nosyyeHa 014 071umesibHocmu onepa-
yuu (2pynna «/1»—45 (20-160) muH; 2pynna «YC»— 33 (10-55) MuH), npu 3mom 06sém
Kposonomepu ouyeHugasncsa 8 3 (1-20) u 2 (1-10) mn 8 epynnax «JI» u «YC» coom-
semcmaeHHo (p = 0,482). BozspauwjeHue k mpyody 8 2pynnax «YC» u «J/I» Hacmynuso
yepes 7 (2-14) u 8 (4-20) oHeli coomsemcmeeHHo (p = 0,005). bonesoul cuHOpom
6b171cMamucmuyecku 3Ha4yumo 6ossuie 8 2pynne «/1» (p < 0,05) Ha 1-e u 7-e cymku.
B 2pynne «/1» peyuoussi 8bisignieHbl 8 11 (23,9 %), 8 epynne «YC» — 8 3 (6,5 %) cryua-
Ax (p = 0,042). inkoHmMuHeHyus 6 epynne «JI» Habnodanace y 7 (15,2 %) uenosex,
gepynne«YC» -y 10(21,7 %) nayueHmos (p = 0,591). He nonyyeHo cmamucmuyecku
3Ha4yuMoU pazHUYbl 8 OMHOWEHUU NOC/IEONEPAYUOHHbIX OC/IOXHEHUU.
3aknroyeHue. [lonyyeHHble pe3y1bmamsi MO2ym pacliupumes NOKA3aHuUsA 01
JledeHUs 8bICOKUX AHOPeKmMasibHbix cauwyeli npu sosedeHuu om 1/3 0o 2/3 cpuH-
KmepHO20 KomnJsiekca 6e3 3Ha4yuMo20 pucka 0718 )y HKUUOHA IbHbIX Pe3y/ibmamos.

Knioueesle cnoea: aHanbHAs UHKOHMUHEHUUS, CBUW, hepemMewéHHbIl T0CKym,
peuuous, MazHUMHO-Pe30HAHCHAA MoMo2pagus

Ona untupoBanma: YypuHa t0.A,, Wneik A.1., P3aes PT., banaban B.B., Llapbkos [1.B.
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L aMK: MPOCNEKTUBHOE paHAOMU3NPOBaHHOE UccefoBaHue. Acta biomedica scientifica.
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191



OBJECTIVES

The goal of surgical treatment of anorectal fistulas
of any complexity is to prevent recurrence of the disease
while preserving fecal continence [1]. Excision of the fistu-
lous passage through the sphincter complex (transsphinc-
teric fistula), its external and internal opening and resto-
ration of sphincter integrity are characterized by the low-
est recurrence rates [2, 3]. The higher the level of the lo-
cation of the internal opening of the fistula, the larger
the part of the sphincter that must be crossed and re-
paired. There is a direct correlation between the vol-
ume of the transected part of the rectal closing appara-
tus and the probability and severity of subsequent in-
continence. In this case, the lower third of the anal canal
is the boundary beyond which the risk of developing in-
continence becomes real.

For higher fistulas, various sphincter-preserving pro-
cedures are currently performed. They can be divided
into excisional and obliterative procedures. Excisional
procedure is aimed at excision of the fistulous passage
and its branches with closure of the internal opening us-
ing various flaps. Obliteration procedure is aimed at sutur-
ing the internal opening of the fistula, which is accompa-
nied by physical, chemical and biological methods aimed
at its healing and closure without excision [4-7]. The ad-
vantage of the sphincter-preserving surgery is a low rate
of incontinence (0-10 %) [8]; the disadvantage is a high
rate of recurrence, which varies depending on the pro-
cedure, frequency, duration of follow-up and can range
from 25 to 100 % [4].

This prospective trial compared two excisional treat-
ments of high transsphincteric anorectal fistulas.

HYPOTHESIS OF THE TRIAL

The hypothesis of the trial was the assumption that fis-
tulectomy with sphincter reconstruction (SR), when 1/3to 2/3
of the closing apparatusisinvolved, is accompanied by a low-
er number of recurrences and does not increase the incon-
tinence rate compared to fistulectomy without sphincter
transection and repair of the internal opening using a mu-
co-muscular flap (F).

MATERIALS AND METHODS

The trial was conducted at the I.M. Sechenov First
Moscow State Medical University (Sechenov University)
and was approved by the local ethics committee (Record
No. 18-01 dated 30.09.2017).

Inclusion criteria:

1) transsphincteric rectal fistula, involving 1/3 to 2/3
of the rectal closing apparatus according to magnetic res-
onance imaging (MRI) of the pelvic organs (Fig. 1);

2) the age of the trial participant is older than 18 years
of age;
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3) signed informed voluntary consent to participate
in the trial.

Exclusion criteria:

1) transsphincteric, involving less than 1/3 and more
than 2/3 of the sphincter complex; intersphincteric; extras-
phincteric rectal fistula;

2) recurrent fistula (recurrence of the disease after pre-
vious surgical treatment for a rectal fistula with an internal
opening of the same localization);

3) incontinence 1-20 points (according to the CCFFIS
(Cleveland Clinic Florida Fecal Incontinence Score) scale)
[9];

4) inflammatory bowel diseases confirmed by en-
doscopic and morphological methods (ulcerative colitis,
Crohn’s disease);

5) anterior anorectal fistula in women;

6) acute purulent paraproctitis;

7) inability to perform MRI of the pelvic organs (pres-
ence of metal implants, claustrophobia, etc.);

8) patient’s refusal to participate in the trial.

Placement of drainage ligature was not an obligatory
stage of treatment, but its presence did not serve as a con-
traindication to the inclusion of patients in the trial. In case
of ligature placement, surgery was performed 8 weeks af-
ter that.

g

1/3-2/3

-8
FIG. 1.

Schematic drawing of rectal obturator in patients included
in the trial

The primary endpoint of the trial was the recurrence
rate of the disease.

One condition or a combination of several conditions
was considered recurrence:

1) recurrence of clinical picture not earlier than 2 months
after surgical intervention in the form of development
of acute inflammation and/or discharge from the wound
after its complete healing;

2) chronic non-healing wound (absence of complete
epithelialization for more than 3 months);
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3) fistulous passage and/or residual cavities accord-
ing to control MRI of the pelvic organs with intravenous
contrast.

The secondary endpoints chosen were:
1) duration of the surgery;
2) volume of blood loss;
3) pain syndrome;
4) frequency and nature of postoperative complica-
tions;
5) duration of wound healing;
6) Incontinence from 1 to 20 points (CCFFIS scale);
7) quality of life (SF-36 (Short Form 36) scale) [10].
The following postoperative complications
were evaluated: bleeding, flap retraction, postopera-
tive wound pyogenesis, and suture failure on the mus-
cle complex.
The design of the randomized single-center trial
is shown in Figure 2.

Single-center
randomized trial

Inclusion
criteria

Preliminary treatment
results

Fistulectomy
with sphincter
reconstruction

Fistulectomy
with flap repair

Analysis of the final results

Reaching the endpoint,
premature termination of the study

FIG. 2.
Design of a single-center prospective randomized trial

Sample size calculation

The number of patients required to compare the re-
sults of fistulectomy with primary sphincter suturing
and the use of a mobilized muco-muscle flap was de-
termined using Lehr’s formula. The value of a mini-
mum clinically significant difference in recurrence rate
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of 15 % is based on available data from the literature
and our own retrospective experience. Therefore, con-
sidering a given power of the trial of 80 % and a type 1
error of 5 %, and to achieve the expected difference,
the minimum sample size was 158 patients (79 pa-
tients in each group). Interim data analyses were per-
formed when 50 % of the planned number of subjects
were enrolled.

Randomization

After meeting the inclusion/non-inclusion criteria,
patients were randomly allocated to groups by clus-
ter randomization using Random Allocation Software.
Therefore, a sample of 158 units including 2 groups
of patients was formed. Patients of Group 1 underwent
fistulectomy with sphincter reconstruction, and Group 2
underwent fistulectomy with repair of the internal
opening using a muco-muscular flap of the rectal wall.
The probability of a patient being placed in one group
or another was 50 %.

Given the hypothesis testing nature of the trial, an in-
terim analysis of the results was conducted when 50 %
of the planned sample was reached.

In an interim analysis of 92 patients, a statistically sig-
nificant difference in the number of disease recurrences
was obtained, reaching the expected primary endpoint
of the trial prematurely and stopping the trial for ethi-
cal reasons.

Statistical data processing

The data were analyzed using the SPSS Statistics
software package version 22.0 (IBM Corp., USA) after
testing for normality of distribution using the Kolmog-
orov-Smirnov test. The following parameters were used
in the analysis: Student’s t-test, Mann - Whitney U test,
Pearson’s chi-squared test, Fisher’s exact test. A p value
< 0.05 was considered statistically significant.

Preoperative examination

Visual inspection of the perianal area and digital rec-
tal examination were performed. All patients underwent
full colonoscopy.

It was also mandatory to perform pelvic MRI
with IV contrast on a tomograph with a 3 Tesla mag-
netic field.

All studies included the following sequence: T1-
weighted image (WI), T2-WI with short- and long-axis
to the anal canal, T2-WI with suppression of signal from ad-
ipose tissue to anal canal, T1-WI with suppression of signal
from adipose tissue with intravenous injection of contrast
agentinto the cubital vein. The record included the follow-
ing characteristics: localization of the internal and external
fistula openings, extent, topographic-anatomical charac-
teristics (direction of the passage, location of the passage
in relation to the external sphincter, leakage), assessment
of inflammatory changes (infiltrate, abscesses, sphincter
involvement).

Continence function was also assessed using
the CCFFIS scale and patient’s quality of life using
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the SF-36 Questionnaire (MH (Mental Health) — mental
health assessment; PH (Physical Health) - physical health
assessment).

Postoperative patient management

During the postoperative period, antibacterial thera-
py with broad-spectrum drugs (ciprofloxacin, metronida-
zole) was performed.

Pain syndrome correction was carried out depend-
ing on its severity according to the Visual Analogue Scale
(VAS). Monotherapy with non-steroidal anti-inflammatory
drugs or combination with narcotic analgesics was used
in case of pain intensity more than 6 points. The inten-
sity of pain syndrome was recorded 1, 7 and 28 days af-
ter surgery.

There was no stool retention, and the first defecation
was performed after the urge to defecate using microcl-
ysis. Wound care consisted of daily dressings with treat-
ment with aqueous antiseptic solution, followed by appli-
cation of hydrophilic ointments.

Quiality of life was assessed 14, 28 days and 12 months
after surgery using the SF-36 Questionnaire. The level of in-
continence was assessed using the CCFFIS scale 28 days
and then 12 months after surgery.

d
FIG. 3.

Surgical technique

Preoperative preparation

The surgical intervention was performed in a modi-
fied lithotomy position using subarachnoid anesthesia.

During intraoperative revision, the fistulous pas-
sage was stained through the external fistulous opening
with a dye solution in order to identify the internal fis-
tulous opening. A bulbous-end probe was inserted into
the fistulous passage to further assess the nature of the
passage, the degree of involvement of the sphincter com-
plex, and secondary leakage. If inclusion criteria were met,
the patient was randomized to one of the groups.

Fistulectomy with repair of the internal opening using
a muco-muscular flap (F)

The external fistulous opening was grasped with an Al-
lisclamp and an electrocoagulator was used to make a skin
incision in its projection. The fistulous passage was then se-
guentially isolated in a single block without dissecting
the tissues overlying the fistula.

The next step was mobilization of a lip-shaped muco-
muscular flap of the rectal wall (the ratio of the flap width
to its length was at least 2:1). The flap was formed accord-
ing to the size of the sphincter defect after previously per-
formed fistulectomy.

e

Steps of surgery in Group “F”: a - fistulectomy; b — excision of the internal opening; ¢ — mobilization of the muco-muscular flap; d - suturing

of the sphincteric defect; e - fixation of the flap to the anoderm
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The flap was fixed to the distal edge of the defect
without tension with separate knotted sutures using
Vicryl/Polysorb 3/0. The muscle skeleton defect was su-
tured with separate knotted sutures on the wound
side (Vicryl/Polysorb 2/0). The external perianal wound
was not sutured (Fig. 3).

Technique of fistulectomy with sphincter reconstruction
(SR)

The external fistulous opening was grasped with an Al-
lis clamp and an electrocoagulator was used to make
a skin incision in its projection. The incision was then con-
tinued along the course of the main fistulous tract to-
wards the anal canal lumen. The passage was isolated
from the surrounding tissues while preserving the integ-

FIG. 4.

rity of its lumen to remove it en bloc and prevent frag-
mentation.

After complete removal of the passage, the inter-
sphincteric space, the bed of the affected gland, becomes
accessible for visual inspection.

In the projection of the anal canal mucosa, excision
was performed with grasping the internal opening.

Sequential suturing of the sphincter defect was per-
formed using individual knotted sutures (Vicryl/Poly-
sorb 2/0). The edges of the sphincter and subcutaneous
adipose tissue were aligned with each other to form a flat
wound surface without recesses. Suturing of the anal canal
mucosa, anoderm and skin over the wound was not per-
formed (Fig. 4).

Steps of surgery in Group “SR”: a - visualization of the posterior wall of the fistula during excision with en-block; b - intersphincter space
after fistulectomy (indicated by arrows); ¢ — the border of internal opening excision (highlighted with a dotted line), the internal opening
is painted; d - final appearance (separate sutures on the muscle complex)
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RESULTS

The clinical characteristics of the patients are summa-
rized in Table 1.

The groups were comparable in terms of sex, age
and duration of ligature placement. In Group “F”, drain-
age ligature was placed statistically significantly more fre-
quently than in Group “SR” (p = 0.036). This difference
was probably a result of the small sample size.

TABLE 1
CHARACTERISTICS OF PATIENTS

According to the MRI data, the number and nature
of leakage in Groups “F” and “SR" are not statistically sig-
nificantly different.

When patients’ quality of life was assessed using
the SF-36 preoperative questionnaire, no statistically signif-
icant differences were found in both groups, neither in PH
(SF-36) nor in MH values (SF-36).

The duration of surgical intervention in Groups “F”
and “SR” was 45 (20-160) and 33 (10-55) min, respective-

Characteristics Group “F” (n = 46) Group “SR” (n = 46) P
Age, years 40£10 40+ 11 0.884
Male, n (%) 32 (69.6 %) 34 (73.9 %)
0.817
Female, n (%) 14 (30.4 %) 12 (26.1 %)
Presence of ligature, n (%) 26 (56.2 %) 15 (32.6 %) 0.036
Duration of ligature placement before surgery, days 62 (24-397) 81 (18-545) 0.117
Localization of the internal fistulous opening:
posterior, n (%) 27 (58.7 %) 25 (54.4 %)
0.785
anterior, n (%) 16 (34.8 %) 17 (37 %)
lateral, n (%) 3 (6.5 %) 4 (8.6 %)
Presence of leakage
yes, n (%) 11(23.9 %) 5(10.9 %) 0.170
no, n (%) 35(76.1 %) 41 (89.1 %)
Leakage localization
ischiorectal 3(6.5%) 4 (8.7 %)
0.209
intersphincteric 3(6.5 %) 2 (43 %)
subleavatory 4 (8.7 %) 0
SF-36 (MH) 53.1(53.1-54.0) 53.1 (46.2-54.0) 0.151
SF-36 (PH) 54.2 (53.5-57.6) 54.8 (535.-57.6) 0.914
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ly, and statistically significant differences between groups
were obtained (p = 0.004).

The volume of blood loss was 3 (1-20) and 2 (1-10) ml
in the “F” and “SR” groups, respectively (p = 0.482).

At statistical analysis of VAS 1 and 7 days after the op-
eration there is a statistically significantly greater pain syn-
drome in the group with repair of the rectal wall using
a mucous-muscular flap in comparison with primary fis-
tulectomy with sphincter reconstruction (p < 0,05), but af-
ter 28 days this difference ceases to be significantly statis-
tically significant (p = 0,733).

The following complications were recorded in the early
postoperative period: bleeding from the wound, which re-
quired re-hospitalization of one patient in the group. One
patient in this group was found to have wound infection,
which required additional drainage and debridement
with antiseptic solutions. In addition, there were two cases
of flap retraction that did not require repeated surgical in-
tervention, and conservative treatment consisted of transa-
nal irrigation of the failure area with antiseptic solutions.
Two cases of partial suture line disruption on the muscle
complex with subsequent wound healing by secondary
tension were noted in Group “SR".

The groups were comparable in terms of the number
and nature of complications.

The healing time of the external perianal wound
in Group “F” was 30.10 + 1.99 days and in Group “SR”
was 26.73 + 2.55 days and had no statistically significant
differences (p = 0.311).

During the postoperative period, impaired conti-
nence function was noted among 7 (15.2 %) patients
in Group “F” and in 10 (21.7 %) patients in Group “SR”
(p =0.591) (Fig. 5).

45

mPS

40 -

35 A

30 1

25 A

20 H

Number of patients

15 A

CCFFIS scores

FIG. 5.
Assessment of postoperative incontinence with CCFFl scores

No statistically significant differences were obtained
when patients’ quality of life was assessed 14, 28 days
and 12 months after surgery. A statistically significant dif-
ference was obtained only for the physical health assess-
ment (SF-36 (PH)) at day 14 (p = 0.009), as shown in Fig-
ure 6.

The number of disease recurrences in Group “F”
was 11 (23.9 %) cases, in Group “SR” - 3 (65 %), and statis-
tically significant difference in the studied groups is deter-
mined (p = 0.042).

g 59
Q
g 57 =<
%) __,4-“’
g 55 —_—_:_.‘—
g 0‘----_-_-_ ~ "_—"’,—’
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@ 51
©
& /
%) 49

47

45

14 days 28 days 12 months after the surgery
Number of days after the surgery
=== Group “F’, SH36:MH = =0== Group “F”, SH36:PH = =0== Group “SR”, SH36:PH === Group “SR”, SH36:MH
FIG. 6.

Postoperative quality of life. SF-36 (MH) — mental status, SF-36 (PH) —
than those in Group “F” (7 (2-14) and 8 (4-20) days, respectively (p =

physical status. Patients in Group “SR” recovered faster
0.005)).
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RESULTS DISCUSSION

Finding the optimal treatment for transsphincter-
ic rectal fistula is a challenge for colorectal surgeons due
to a number of aspects, the main ones being preservation
of the continence function and prevention of recurrence
in the postoperative period.

The position regarding rectal fistulas occupying
up to 1/3 of the sphincter complex is now well established,
in which fistula dissection or fistulectomy into the intes-
tinal lumen is recommended. The incidence of impaired
continence function after such interventions is 0-45 % [11]
with a high success rate of 92 % to 97 %.

Various sphincter-preserving techniques have
been recommended for transsphincteric fistulas occu-
pying more than 1/3 of the sphincter complex [12, 13].
The advantage of this approach is the low rate of inconti-
nence, the disadvantage is the high recurrence rate even
with a highly skilled reference center surgeon [7, 13]. How-
ever, the efficacy of the procedure in relation to healing
ranges from 65.6 % to 83.7 % [14] for cryptoglandular fis-
tulas.

The absence of a clear position for such a difficult cat-
egory of patients, when we are talking about the involve-
ment in the pathological process of the area of the sphinc-
ter complex (1/3-2/3) provides conditions for further
search for an appropriate method of treatment.

In practice, digital and probe examinations were more
often used to determine the involvement of the closing
apparatus, which was rather subjective. The emergence
of more accurate methods for determining the height
of the fistula location (transrectal ultrasound (TRUS), MRI
of the pelvic organs) has raised the question of the possi-
bility of a continence-safe change in the scope of the use
of fistulectomy with sphincter reconstruction.

The experience of the clinic and reports in the litera-
ture indicated that the formation of a «safe» scope of fis-
tulectomy with subsequent reconstruction of the clos-
ing apparatus took place in an era when it was impos-
sible to confidently determine the height of the pas-
sage location and the volume of the sphincter part be-
low this level.

Nevertheless, fistulectomy with primary sphincter re-
construction is now routinely used by surgeons to treat
simple low-grade anorectal fistulas with a high recovery
rate and without significant comprometation of sphincter
function [2, 15, 16]. Fistulectomy in different modifications
for high-level fistulas is used only by a number of authors
with satisfactory functional results and a relatively low re-
currence rate of 12 % [17].

In order to improve functional results, it was proposed
in the middle of the 20th century to combine the excision
stage with subsequent suturing of the sphincter or sutur-
ing of the wound edges to the fundus. However, a num-
ber of authors have argued against any kind of plastic
surgery in fistulectomy because of the risk of wound in-
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fection, sphincter edge dehiscence and subsequent in-
continence.

Our trial compared two excisional treatments for high
transsphincteric anorectal fistulas.

During the course of the work, a statistically signifi-
cant difference in disease recurrence between Group “F”
and Group “SR” was obtained when assessing the interme-
diate outcomes, thus confirming the hypothesis and stop-
ping the trial prematurely for ethical reasons. It was pos-
sible to prove the safety of fistulectomy with sphincter
reconstruction from the point of view of functional re-
sults, which expands the indications for use in patients
with involvement of the closing apparatus more than 1/3
(less than 2/3).

When analyzing the results, it was found that the du-
ration of surgery was statistically significantly longer in pa-
tients with muco-muscular flap formation. This fact is prob-
ably due to the fact that fistulectomy without separation
of the sphincter fibers is technically more difficult. In ad-
dition, the duration of the intervention is also increased
by shaping the flap according to certain requirements (suf-
ficient mobility, adequate blood supply).

There are also statistically significant differences
in the intensity of pain syndrome: patients in Group “F”
have statistically significantly higher VAS scores on day
1and day 7.

The determined difference in quality of life in pa-
tients on day 14 is noted only when analyzing physical
health. Statistically significant differences in the form
of lower SF-36 (PH) indicators in patients in Group “F”
may be due to pain syndrome, size of the wound defect
and reduced ability to work.

Incontinence was diagnosed in patients of both groups,
but without statistically significant difference (p = 0.59).
The degree of incontinence, according to the CCFFIS scale,
did not exceed 3 points in all patients, which corresponds
to minimally severe manifestations of incontinence. Ac-
cording to the meta-analysis by I. Balciscueta et al., the in-
cidence of incontinence increases with increasing flap
thickness [16].

However, we did not obtain a statistically significant
difference in functional results in the compared groups,
but the rate of disease recurrence was statistically signifi-
cantly higher in the group with flap repair surgery.

The main limitation of this trial is its single-cent-
er nature. The surgeries were performed in a reference
center with participation of highly qualified surgeons.
The presented methods performed by coloproctologists
at other clinics may lead to worse results due to their po-
sition on a learning curve. Further multicenter stud-
ies involving surgeons specializing in treating fistulas
are essential.

Also, the trial did not include patients with recurrent
fistulas and incontinence, so for this category of patients,
fistulectomy with sphincter reconstruction should be rec-
ommended with caution.



Another limitation is the fact that after preliminary anal-
yses of patient data, due to a statistically significant dif-
ference in recurrence rates, the trial was stopped for eth-
ical reasons.

CONCLUSIONS

Fistulectomy with primary reconstruction
of the sphincter complex for the treatment of high
transsphincteric fistulas is safe from the point of view
of the development of incontinence, accompanied
by a lower number of recurrences in comparison
with flap repair surgery. The findings may expand the in-
dications for the treatment of high anorectal fistulas
when 1/3 to 2/3 of the sphincter complex is involved
without significant risk to functional outcomes. Preop-
erative diagnostics of high accuracy, in particular pelvic
MRI with IV contrast, is required to plan surgical treat-
ment from the point of view of the involvement of clos-
ing apparatus in the pathological process and the pres-
ence of secondary retractions.
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