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SUMMARY

Introduction The first modern cochlear implantation in Serbia was performed on November 26, 2002
at the Center for Cochlear Implantation of the Clinic for Ear, Nose and Throat Diseases, Clinical Center
of Vojvodina.

Objective The aim of the paper is the analysis of intraoperative and postoperative complications. Major
complications include those resulting in the necessity for revision surgery, explantation, reimplantation,
severe disease or even lethal outcomes. Minor complications resolve spontaneously or can be managed
by conservative therapy and do not require any prolonged hospitalization of the patient.

Methods In the 2002-2013 period, 99 patients underwent surgical procedures and 100 cochlear implants
were placed. Both intraoperative and postoperative complications were analyzed in the investigated
patient population.

Results The analysis encompassed 99 patients, the youngest and the oldest ones being one year
old and 61 years old, respectively. The complications were noticed in 11 patients, i.e. in 10.5% of 105
surgical procedures. The majority of procedures (89.5%) were not accompanied by any post-surgical
complications. Unsuccessful implantation in a single-step procedure (4.04%) and transient facial nerve
paralysis can be considered most frequent among our patients, whereas cochlear ossification (1.01%) and
transient ataxia (2.02%) occurred rarely. Stimulation of the facial nerve (1.01%), intraoperative perilymph
liquid gusher (1.01%), device failure and late infections (1.01%) were recorded extremely rarely.
Conclusion Complications such as electrode extrusion, skin necrosis over the implant or meningitis,
which is considered the most severe postoperative complication, have not been recorded at our Center
since the very beginning. Absence of postoperative meningitis in patients treated at the Center can be

attributed to timely pneumococcal vaccination of children.
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INTRODUCTION

The first successful cochlear implantation in
Serbia has been performed at the Center for
Cochlear Implantation of the Clinic for Ear,
Nose and Throat Diseases, Clinical Center
of Vojvodina. The first modern cochlear im-
plant, Nucleus 24, was placed on November 26
of 2002 in a 40-year-old female patient with
postlingual hearing impairment. The surgery
was performed by Prof. Dr. J. Jori and Prof. J.
G. Kiss from the ENT Clinic, Szeged, Hungary,
and Prof. Dr. Dragan Dankuc from the ENT
Clinic, Novi Sad, Serbia.

Subsequently, for the first time in Serbia,
Dragan Dankuc, under the assistance of Prof.
Dr. J. Jori, has performed the first implantation
of an artificial inner ear — a cochlear implant
Nucleus 24 [1]. Ever since, the cochlear implant
surgery in Novi Sad has been exclusively per-
formed by an experienced team led by eminent
professors Zoran Komazec, Dragan Dankuc,
Ljiljana Vlaski, Slobodanka Lemaji¢ Komazec,
specialized surdopedagogists Spomenka Ne-
deljkov, Ivana Sokolovac and Oliver Vajs, as
well as engineers Tibor Mendrei and Vladimir
Mrdjanov [2].

OBJECTIVE

The paper’s objective is to analyze possible in-
traoperative and postoperative complications.
Major complications may result in the necessity
for revision surgery, explantation, reimplanta-
tion, severe disease or even lethal outcomes.
Minor complications, on the other hand, can
resolve spontaneously and do not require any
prolonged hospitalization of the patient.

METHODS

In the 2002-2013 period, 99 patients under-
went surgical procedures and 100 cochlear
implants were placed. In four patients, the
single-stage surgery was not applicable because
of intraoperative complications, thus success-
ful implantation was accomplished in a second
procedure. In one patient, the late postopera-
tive complications have required the revision
surgery (reimplantation), whereas one female
patient underwent bilateral cochlear implanta-
tion.
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RESULTS

The analysis encompassed 99 patients, the youngest and
the oldest ones being one year old and 61 years old, re-
spectively. The patient population included 11 (11.1%)
adults and 88 (88.9%) children as the majority of the pa-
tient population.

Both intraoperative and postoperative complications
were analyzed in the investigated patient population. The
complications were noticed in 11 patients, i.e. in 10.5% of
105 surgical procedures. Implant placement in a single-
stage procedure was not possible in four cases because of
acute otitis media in one patient, diagnosed during surgery,
and the ossification of the cochlea that prevented electrode
array placement in the remaining three patients (Figure
1A-B). The second surgery was successfully performed in
all four patients, without any subsequent complications.
Transient facial nerve paresis was recorded in four (4.04%)
patients, which completely subsided two months post sur-
gery after appropriate therapeutic treatment. Transient
ataxia was observed in two (2.02%) patients [3].

Some rare complications, such as facial nerve stimu-
lation associated with electro-stimulation of the cochlea,
late complication occurring one year post surgery, device
failure identified at fitting session and late infection, were
observed in one (1.01%) patient each. All complications
were successfully managed by incision and drainage, while
preserving the functionality of the device (Table 1).

DISCUSSION

The youngest patient was only one year old (i.e. 14.7
months) at the moment of surgery. In 27 (30.7%) children,
the surgery was performed at the age below three, whereas
50 (56.8%) children underwent implantation procedure at
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the age under four years old. The aims of early implanta-
tion are to reduce the hearing deprivation period and to
improve the development of auditory performance [4].

In adult patients with postlingual deafness, comprehen-
sive evaluation of the ratio between potential benefit and
risks associated with surgery itself and potential comor-
bidities should be performed. However, age is not the cri-
terion for excluding a patient from implantation procedure
unless other risk factors are present [5, 6].

Complications associated with cochlear implantation can
be categorized as major and minor ones. Major complica-
tions include those resulting in the necessity for revision
surgery, explantation, reimplantation, severe disease or even
lethal outcomes. Minor complications resolve spontaneous-
ly or can be managed by conservative therapy, and do not
require any prolonged hospitalization of the patient [7, 8].

Cobhen et al. [9] characterized implant-related complica-
tions as major if they required revision surgery, and minor
if they resolved with minimal or no treatment. A survey
reported 55 major (12%) and 32 minor (7%) complications.

Webb et al. [10] reporting their experience with 153
patients found 13.7% major and minor complications.

Table 1. Complications of cochlear implants at the Center for Cochlear
Implantation of the Clinic for Ear, Nose and Throat Diseases, Clinical
Center of Vojvodina

Complications Number
Without complications 94
Unsuccessful implantation

Transient paresis of n. VII

Cochlea ossification

Transient ataxia

Unwanted stimulation of n. VI
Perilymph gusher
Device failure

=== = INW | D>

Late infection of incision site
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Figure 1. CT images: A) ossification of cochlea; B) congenital malformation
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Figure 2. A) The surgical navigation system; B) Transorbital RTG — Hass

Hoffman and Cohen [11] noted that in later follow-up
220 (8%) major and 119 (4.3%) minor complications oc-
curred among 2,751 implantations.

At our Center for Cochlear Implantation of the Clinical
Center of Vojvodina, complications were observed in 11
patients, that is 10.05% of performed surgical procedures
[12]. This incidence corresponds with the incidence rates
reported from related centers worldwide, which is around
10%. In four (4.04%) patients treated at our Center, the
single-stage surgery had not been initially possible, thus
implantation was postponed and successfully accomplished
in the second stage. In one patient, successful implantation
using another type of electrode was performed on the same
side. In three other patients, the second-stage surgery was
performed on the other side with favorable outcome.

In cases of congenital malformations of the inner ear
in two of our pediatric patients, the placement of the elec-
trode into the altered cochlea could not be accomplished
in spite of the surgical navigation system (Figure 2A-B).

Transient postoperative peripheral facial nerve paresis
was observed in four (4.04 %) patients. This condition is
considered a minor complication and is explained by tran-
sient edema of the facial nerve in the fallopian canal in-
duced by the heating of its immediate surrounding struc-
tures during posterior tympanotomy. This impairment
of nerve function was transient in all our patients. The
symptoms resolved completely within the first month post
surgery after conservative corticosteroid therapy without
any need for subsequent surgical nerve decompression.

Major complications include facial nerve paralysis and
implant exposure due to skin flap necrosis. Necrosis of the
skin flap can lead to wound infection and device extru-
sion, necessitating scalp flap revision, and, when intrac-
table infection is present, device removal with or without
replacement.

Transient ataxia was observed in two (2.02%) patients,
who presented with symptoms of postoperative instability
and nausea. The patients responded well to symptomatic
therapy and recovered rapidly without any consequences.

This complication might be explained by perilymph and
endolymph leakage during the formation of the cochle-
ostoma. After the surgery, upon reestablishment of the
homeostasis of the semicircular canals, ataxia resolves
spontaneously without need for any specific therapy.

Postoperative facial nerve stimulation was observed
in one (1.01%) female patient. According to the available
literature, this major complication of cochlear implanta-
tion occurs in some 0.31-14% of cases. Switching off the
electrodes that directly stimulate the nerve might be the
potential solution in such cases; however, this can result
in reduced sound perception, which was the case in our
patient. Thus, implantation of the second ear was per-
formed to accomplish satisfactory overall hearing perfor-
mance through bilateral stimulation at sub-maximal level.
Instead of electrode remapping, facial nerve stimulation
can be managed by botulinum toxin injections; however,
this therapeutic option requires repeated administration
at three- to six-month intervals [13, 14].

Extensive intraoperative perilymph gusher was ob-
served in one (1.01%) patient. This is considered a minor
complication, and was successfully managed during surgi-
cal procedure without affecting the outcome.

Function of external sound processor may be lost due
to direct trauma, exposure to water and most frequently
normal wear and tear of connecting lead-wires linking
the sound processing unit with the magnetically retained
antenna that relays information and power to the internal
device. An internal device failure typically presents as ei-
ther an immediate cessation of function or intermittency
associated with reduced quality of sound and a period of
diminishing function over days to weeks. Reports of pain-
tul stimulation have been noted, bat are rare. Device failure
is the most common indication for revision surgery and
cochlear reimplantation.

Device failure at mapping session occurred in one
(1.01%) patient. Such fajlures are considered major com-
plications, as they inevitably require second surgery, which
was successfully performed in our patient.
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Figure 4. A) Infection with biofilm formation; B) Exposed implant with biofilm

Infection and flap breakdown require reimplantation
less frequently [15]. Luetje and Jackson [16] reported a 9%
rate of device failure in a review of 55 children.

Cochlear implants are rarely complicated by microbial
infections. When such infections do occur, they can be
difficult to treat with conventional antibiotic therapy, and
may consequently require surgical removal of the implant
[17, 18, 19]. Several studies have demonstrated that infec-
tions of cochlear implants are due to biofilm formation
[20, 21]. A biofilm-related infection is difficult to treat, as
biofilm formation results in increased bacterial resistance
both to the body’s immune response and to antibiotic ther-
apy [22, 23]. Numerous studies have demonstrated that
antimicrobial resistance is considerably increased when
bacteria grow in biofilm mode [24, 25].

The increased antibiotic resistance of bacteria growing
in a biofilm has been attributed to a number of factors,
including decreased antibiotic penetration, altered me-
tabolism of bacteria growing in biofilm and expression of
biofilm-specific antibiotic resistance genes.

Skin infection in implant region was noticed as a late
complication in one (1.01%) adult patient several months
post surgery (Figure 3A-B). Prophylactic perioperative
application of antibiotics can greatly reduce such infec-

tions, but other authors also reported the occurrence of
this complication at the incidence of some 1%. In our pa-
tient, the infection was successfully managed by drainage
and antibiotic therapy while preserving the functionality
and position of the implant. In our case, the patient will
have the infected implant temporarily removed and bathed
in 3% hydrogen peroxide solution for approximately 30
minutes, in an attempt to eradicate the bacterial biofilm
(Figure 4A-B). After this period of disinfection, the im-
plant is replaced as before and the patient is discharged
on a high-dose course of appropriate antibiotics (Figures
5A-B and 6A-B).

The risk of bacterial infection of an implanted device
producing labyrinthitis or meningitis and associated reac-
tive fibrosis and destruction of neural elements appears
to be low. Reefhuis et al. [26] conducted a study of 4,264
children implanted between 1997 and 2002 and found 29
cases of bacterial meningitis of all implanted children. This
rate of meningitis caused by Streptococcus pneumoniae was
30 times the incidence in the general population.

Complications reported in the literature, such as elec-
trode extrusion, skin necrosis over the implant, or men-
ingitis, which is considered the most severe postoperative
complication, have not been recorded at our Center since
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Figure 6. A) The implant is replaced; B) Drainage with local antibiotics

the very beginning. Absence of postoperative meningitis
in patients treated at the Center can be attributed to timely
pneumococcal vaccination of children.

CONCLUSION

The majority of our patients, i.e. 84 (84.9%), manifested
prelingual hearing loss, whereas postlingual type of deaf-
ness was observed in 15 (15.1%) cases.

At our Center for Cochlear Implantation of the Clinical
Center of Vojvodina, the majority of procedures (89.5%)
were not accompanied by any post-surgical complications.
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KomnauKaumje koxneapHe umnnaHtauyuje y KnuHnukom ueHTpy BojsoauHe

[parax [Jankyu'?, JburbaHa Bnawkn'? Hematba Mejakosuh'?, Bnagumup Mpharos?

'KnnHnka 3a 6onectn yBa, rpna u Hoca, KnuHuukm LuenTap BojsoauHe, Hosu Cag, Cpbuja;
2Ynneepautet y Hosom Cagy, MeguuuHckm dpakyntet, Hosu Cag, Cpbuja;

*Ayavno BM p.0.0., Hosu Cag, Cpbuja

KPATAK CAQIP?KA)J

YBop NpBa caBpemMeHa KoxneapHa umnnaxtauumja y Cpbuju
ypaheHa je 26. HoBemb6pa 2002. roanHe y LieHTpy 3a KoxnieapHy
nMnnaHTauujy KnmHuke 3a 6onectu yBa, rpna n Hoca KnmHuy-
Kor ueHTpa BojsoguHe y Hosom Cagy.

Linm papa Cepxa oBoOr pajja je aHanm3a MHTpaonepaLnoHnX
1 NOCTOMEPaLMOHNX KOMMNAVKaLwja. Benvke komnamkaumje cy
CBe OHe Koje 10BOAe 10 NoTpebe 3a NOHOBHOM OnepaLmjom,
€KCMaHTaLUWjoM 1 peuMnaaHTaLmjom Unm 4oBOAe [0 TeLKOr
obosberba, 0AHOCHO CMPTU bonecHUKa. Mane cy cBe ocTane
KOMnJiMKaLumje Koje ce Mory CaHMpaTy CMOHTaHO WK KOH3ep-
BaTMBHVM NleYerbeM 1 He 3axTeBajy NPoAyKeHy Xocnuranmsa-
umjy 6onecHuka.

MeTope papa Y nepuogy 2002-2013. roguHe onepucaHo je 99
6onecHuka v npvi Tom yrpaheHo 100 KoxieapHUX MMMNaHTaTa.
VMHTpaonepaumoHe 1 noctonepaLlnoHe KOMMnKaLmje aHanm-
31paHe Cy y UCMUTWBAHO]j rpynu 6onecHuKa.

PesynTatu AHanu3om je obyxsaheHo 99 6onecHuKa, of Kojux
je Hajmnahm nmao jeaHy, a Hajctapmju 61 roauHy. Komnnukaumje

pumsbeH « Received: 08/01/2015

cy ce jasune kog 11 ucnutaHuka og 105 (10,5%) nsBpLueHmx
onepauuja. BehrHa onepaumja (89,5%) npowina je 6e3 komnnu-
Kauuja. Op yewhnx KomnnmKaLyja 3abenexeHe cy HeycnellHa
vMnnaHTauuja y npBom akty (4,04%) n nponasHa ofy3eTocTt
dauujanHor xusua. O pehux KomnnuKalmja jasune cy ce ocu-
durkaumja koxneje (1,01%) n nponasHa atakcuja (2,02%). Bpno
peTke cy bune ctumynauuja gaumjanHor xumeua (1,01%), nHTpa-
onepauroHo MnojayaHo nctuuame nepunumoe (1,01%), keap
anaparta 1 KacHa nHbekuuja (1,01%).

3ak/byyak Komnnvkaumje nonyT eKCTpy3uje enekTpoge, He-
Kpo3e KoXe M3Ha[ MMMaHTaTa U MEHUHIUTUC, KOju Ce CMa-
Tpa HajTeXxoMm noctonepaLyMoHOM KoMnaukauujom y LieHTpy
3a Kox/leapHy MMNnaHTaLujy of NoYeTKa HeroBor paja, HuCy
3abenexeHe. YnrbeHnLa fja Ce MEHUHIUTUC HUje jaBibao Kog
60necH1Ka onepucaHnx y Hallem LieHTpy Moxe ce 06jacHUTH
yBohereM NpaBoBpeMeHe BaKLHaLuje feLe NpUMeHoMm nHe-
YMOKOKHe BaKLVHe.

KmbyuHe peun: KoxneapHa UMniaHTalwja; MHTpaonepaLunoHe
KOMMAMKaLuuje; nocTonepauyioHe KoMnimkaumje
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