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Abstract

Background This study was planned to compare the traditional method of laparoscopic cholecystectomy (LC) versus LC
using harmonic as regard the safety and efficacy.

Material and methods This study included group A (70 patients) in whom LC was conducted using the traditional method
(TM) by clipping both cystic duct and artery and dissection of gallbladder from liver bed by diathermy, and group B (70
patients) LC was conducted using harmonic scalpel (HS) closure and division of both cystic duct and artery and dissection
of gallbladder from liver bed by HS. The intraoperative and postoperative parameters were collected including duration of
operation, postoperative pain, and complications.

Results HS provides a shorter operative duration than TM (33.214+9.6 vs. 51.7+13.79, respectively, p=0.001), with a
significant less incidence of gallbladder peroration (7.1% vs. 18.6, p=0.04) and less rate of conversion to open
cholecystectomy but not reach a statistical significance. The amount of postoperative drainage is significantly less in HS
(29+30 vs. 47.7+31, p=0.001). No postoperative bile leak was encountered in HS, but it occurred in 2.9% of patients in
TM. VAS in HS at 12 h postoperative was 3.25+1.84 vs 5.01+1.2 (p=0.001) and at 24 h postoperative was 3.12+1.64 vs.
4.48+1.89 (p=0.001).

Conclusion HS provides a complete hemobiliary stasis and is a safe alternative to stander clip of cystic duct and artery. It
provides a shorter operative duration, less incidence of gallbladder perforation, less postoperative pain, and less rate of
conversion to open cholecystectomy.
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Introduction

The advantages of laparoscopic cholecystectomy (LC) have
been published extensively, and LC has become the gold
standard in treating benign gallbladder diseases.' > LC has
largely replaced conventional open cholecystectomy.*®
The traditional LC is commonly performed by means of
dissector, the electrosurgical hook, spatula, and/or scissors,
and this method has been used in most centers. Simple
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metal clips are frequently used to achieve cystic duct and
artery closure.” ® Alternative technique using sutures for
cystic duct closure is infrequently used.’

Various energy sources are routinely used as cutting and
coagulating aids in laparoscopic surgery. Risks involved
with the use of monopolar electrosurgery are significantly
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greater.'® Nonetheless, monopolar electrosurgery is the
preferred method in more than 85% of surgeons.'' Bipolar
electrosurgery, being as effective as monopolar electrosur-
gery, has not been widely used in the LC procedure.'

The majority of electrosurgical injuries manifests late or
goes unrecognized. The incidence of accidental burns
caused by unintentional energy transmission during a LC
ranges between 0.06% and 0.3%. However, only one or two
patients in 1,000 are recognized.'?

Several studies have described the use of ultrasound
dissection technology in the LC, which concluded that
ultrasonic dissection was safe and easy to use.'*'® Few
studies reported the harmonic scalpel, though superior, is
not immune from causing undesirable biological effects on
the body.'*'” However, current available studies on LC
using harmonic ultrasonic dissector are too small to
determine any statistically significant difference in out-
comes between traditional LC and LC with harmonic.

This study planned to compare traditional method of LC
versus LC using harmonic as regard the safety and efficacy.

Material and Methods

This study was carried out from January 2008 to December
2008. Patients with gallbladder stone were treated by LC at
the Gastroententerology Surgical Center and Mansoura
University General Hospital and were included in this
prospective randomized trial. The exclusion criteria includ-
ed patients above 80 years old, patients with history of
upper laparotomy, patients with common bile duct stones,
and pregnant women.

All patients were subjected to thorough history and
clinical examination focused on manifestation of gallstone
disease and chronic liver disease. The following inves-
tigations were performed [whole blood picture, liver
function tests (serum albumin, ALT, AST, and prothrom-
bine time “INR”), HCV and HBV markers, and abdominal
ultrasound] to show the state of the liver, portal vein,
gallbladder, and CBD.

Informed consent was obtained from all patients to be
included in the study, after explaining the nature of the
disease and operative steps and possible complications.
This study was approved by the local ethical committee.

The patients were randomized into two groups using
enclosed envelope. The envelopes were drawn and opened
by a nurse not otherwise engaged in the study before
operation. Group A LC was done using traditional method,
which included 70 patients, and group (B) LC was done
using harmonic scalpel, which included 70 patients.

Under general anesthesia and the same antibiotics (third
generation cephalosporin), surgery was performed using
conventional four ports umbilical port, port below xiphoid,
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and two ports below right costal margin. Pneumoperito-
neum at pressure 12 mmHg was used.

In group A, LC was done using traditional method by
dissection of Calot’s triangle and clipping of both cystic
duct and artery by metal clips. After that, dissecting the
gallbladder from its bed by hook using electrocautery
technique was performed. Finally, we insert abdominal
drain in Morrison pouch.

In group B, LC was done using harmonic ACE (Ethicon
Endo-Surgery) by dissection of Calot’s and then occlusion
of both cystic duct and artery using harmonic ACE. For
closure and division of cystic pedicle, we set the instrument
at power 2, i.e., more coagulation, and do it at two levels
and separate the duct at the proximal level toward the
gallbladder. When dissecting the gallbladder from its bed,
we set it to level 5, i.e., more cutting power, and control of
any bleeding from the bed using the active blade of
harmonic ACE. Finally, we insert abdominal drain in
Morrison pouch.

The intraoperative parameter observed included duration
of the operation, amount of CO, used in the operation, bile
escape, saline irrigation during operation, and volume of
blood loss were all recorded.

The patients started oral feeding 8 h postoperatively;
abdominal ultrasound was done for all patients in both
groups on day of discharge to show any collection or free
fluid in the abdomen. The patients were usually discharged
after removal of drain and when the patient is surgically free.

Postoperative pain (PP) was evaluated at 12 h, 24 h,
48 h, and 1 week after operation using a visual analog scale
(VAS)'® (with which each patients noted the severity of
pain at each evaluated time using a linear between 0 (no
pain) and 10 (severe pain). Postoperative analgesia in the
form of nonsteroidal anti-inflammatory drug was adminis-
tered intramuscularly when required. If the patients still
complained of pain, strong analgesic (1 mg/kg pethidine
intramuscularly) was administered. The total dose of these
medications was recorded.

Postoperative maximum body temperatures were
recorded at (24 and 48 h) for all patients.

Postoperative nausea and vomiting “PONV” were
assessed after 24 and 48 h. Metoclopramide was given if
the patients required reduction of nausea, and the total
doses of this medication were recorded. The frequency of
vomiting was recorded.

At the end of the first postoperative week, first month, and
sixth postoperative month, patients underwent a clinical
examination and an abdominal ultrasonography. In addition,
blood sample was taken to show follow up of liver function.

The statistical analysis of the data in this study was
preferred using the SPSS version 10. Analysis of data was by
intension to treat. For continuous variables, descriptive
statistics were calculated and reported as mean+SD. Cate-
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Table 1 Demographic Data of Patients

Variables Group A Group B p value
Age 41.38+11.91 40.97+11.56 0.835
18-66 18-66
Male/female 30/40 29/41 0.674
Body mass index 28.64+4.46 28.14+3.87 0.48
Co-morbid disease
DM 12 (17.1%) 13 (18.6%) 0.826
Hypertension 7 (10%) 7 (10%) 0.892
Liver cirrhosis 15 (21.4%) 14 (20%) 0.796
Child A 13 12
Child B 3 2
Smoking 15 (21.4%) 13 (18.6%) 0.674

gorical variables were described using frequency distribu-
tions. The Student’s ¢ test for paired samples was used to
detect differences in the means of continuous variables, and
chi-square test was used in cases with low expected
frequencies (p<0.05 was considered to be significant).

Results

This study was carried out from January 2008 to December
2008. One hundred fifty patients with gallbladder stone
were treated by LC at the Gastroenterology Surgical Center
and Mansoura University Hospital, and ten patients were
excluded due to different reasons: three patients had
common bile duct stones, three patients had previous
history of laparotomy, two patients were above 80 years,
and two patients refused to join in this study.

One hundred forty patients were included in this
prospective randomized trial. They were randomly divided
into two groups: group A, LC with conventional method
that included 70 patients with a mean age of 41.38+11.91
and group B, LC using harmonic that included 70 patients
with a mean age of 40.97+11.56. Demographic data of the
patients on both groups are shown in Table 1.

Intraoperative and postoperative findings of both groups
are shown in Table 2. The incidence of gallbladder
perforation was significantly higher in the traditional group

than in the harmonic group (18.6% vs. 7.1%, respectively;
p=0.04). The mean operative time was significantly
shorter in the harmonic group than in the traditional
group (33.21+9.62 min vs. 51.7+13.79 vs. respectively;
p=0.0001). Intraoperative blood loss was significantly
more in the traditional group than in the HS group
(83.31+46.23 vs. 43.284+31.27; p=0.0001). In the tradi-
tional group, two cases (2.9%) were converted to open
surgery (one due to unclear anatomy and one due to
bleeding), but in the HS group, all cases were completed
laparoscopically. The mean amount of postoperative
drainage was significantly more in the traditional group
than in the HS group (47.78+31.54 vs. 29+30.79 ml, p=
0.001. The hospital stay was shorter in harmonic group
(23.44+2.29 vs. 26.95+8.94 h, p=0.002).

The overall morbidity rate was 15.71% (11/70) in the
traditional group versus 4.2% (3/70) in the HS group, with
the difference being statistically insignificant. The rate of
pulmonary and port site infection was higher in traditional
group than HS group, but it did not reach statistical
significance. There was bile leak encountered in two
patients (2.9%) in the traditional group (one from accessory
duct and the other from cystic duct), but no postoperative
bile leak occurred in HS group. No bile duct injuries were
encountered in the present study (Table 3).

The time course of changes in maximum body temper-
ature from preoperative (baseline) values is shown in
Table 3. There was no observed significant change in
temperatures in both groups.

Although the total incidence of nausea and vomiting
were higher in the traditional group, the number of patients
who expressed suffering from nausea or vomiting did not
differ significantly at different time points (Table 3).

The incidence of pain is significantly more in the
traditional group at 12 h postoperatively (68.6% vs. 51.4%,
p=0.03), but the incidence of PP at different postoperative
time points (24 h, 48 h, and 1 week) differs but not did not
reach a significance between both groups (Table 3). VAS in
HS group was lower than in the traditional group; the
difference is significant at 12 h postoperative (3.25+1.84 vs.
5.01+1.2, p=0.0001) and at 24 h postoperative (3.12+1.64
vs. 4.48+1.89, p=0.0001), but the difference was insignif-
icant at 48 h and 1 week postoperative (Table 4).

Table 2 Intraoperative and
Postoperative Parameter in Both

Groups

Variables Group A Group B p value
Intraoperative blood loss (ml) 83.31+46.23 43.28+31.27 0.0001
Bile spillage (patients) 13(18.6%) 5 (7.1%) 0.04
Duration of operation (min) 51.7+13.79 33.21+9.62 0.0001
Conversion rate 2 (2.9%) 0 0.156
Amount of drainage 47.78+31.54 29+30.79 0.001
Hospital stay (hours) 26.95+8.94 23.44+2.29 0.002
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Table 3 Postoperative

Complications Variables Group A Group B p value
Postoperative pulmonary complication 3 (4.3%) 1 (1.4%) 0.312
Port site infection 4 (5.7%) 1 (1.4%) 0.173
Postoperative collection 2 (2.9%) 1 (1.4%) 0.561
Postoperative bile leakage 2 (2.9%) 0 0.156
Body temperature
Before the operation 36.6+0.5 36.74+0.4 0.310
24 h 37.6+0.6 37.29+0.4 0.01
48 h 37.6+0.6 37.36+0.4 0.901
Presence of postoperative nausea
24 h 24 (34.3%) 16 (22.9%) 0.462
48 h 5 (7.1%) 3 (4.3%) 0.136
Presence of postoperative vomiting
24 h 4 (5.7%) 2 (2.9%) 0.4
48 h 2 (2.9%) 1 (1.4%) 0.56
Discussion safe and efficient as simple metal clips in achieving the

LC is the gold standard treatment of gall stones. The
ultrasonically activated (harmonic) scalpel has been proven
to be an effective and safe instrument for dissection and
hemostasis in both open and laparoscopic surgical proce-
dures. To date, the primary use of the harmonic scalpel in
LC has been for the division of cystic artery and liver bed
dissection. Advancements in the harmonic scalpel blade tip
now provide for the reliable ultrasonic division and closure
of cystic duct."”

Ultrasonic scalpel causing three effects that act synergi-
cally: cavitation, coaptation/coagulation, and cutting. The
lateral energy spread is minimal, and the risk of distant
tissue damage is lower than that of electrosurgery.”®*'

In our study, the mean operative time was significantly
shorter in the harmonic group than in the traditional group
(33.21+9.62 min vs. 51.7+13.79, respectively, p=0.0001).
Samer et al. reported that statistically significant shorter mean
operative time in the HS group can be attributed to several
factors; the harmonic ACE is a multifunctional instrument. It
replaces four instruments routinely used in the LC, namely,
the dissector, clip applier, scissors, and electrosurgical hook
or spatula. Finally, the activation of the harmonic ACE does
not form smoke, therefore allowing the surgeon to work in a
clear operative field throughout the operation.

In our study, intraoperative blood loss was significantly
more in the traditional group than isn the HS group (83.31+
46.23 vs. 43.28+431.27; p=0.0001). Westervalt'’ and
Huscher et al.”? reported that harmonic scalpel has been
proven to be an effective and safe instrument for dissection
and hemostasis.

The main finding of the present study is the absence of
either minor or major bile leaks from the cystic-duct stump
in the HS group, denoting that the harmonic shears are as
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closure of the cystic-duct stump in the LC. Samer et al.
reported the same result about the absence of either minor
or major bile leaks from the cystic-duct stump. Westervalt'®
found that no bile leaks from the cystic-duct stump in his
100 patients in whom the closure and division of the cystic
duct was achieved solely by the harmonic shears. Huscher
et al.”* found that bile leaks were encountered in seven of
the 331 patients (2.1%), in whom the closure and division
of the cystic duct was achieved by the harmonic shears
alone. This 2.1% cystic-duct leakage rate is comparable to
the 2% rate reported in the literature when using other
cystic-duct closure techniques.”* **

Table 4 Postoperative Pain

Variables Group A Group B P value
Presence of pain
12 h 48 (68.6%) 36 (51.4%) 0.03
24 h 40 (57.1%) 31 (44.3%) 0.13
48 h 25 (35.7%) 18 (25.7%) 0.2
1 w 5(7.1%) 4 (5.7%) 0.73
Pain location (incisonal/shoulder)
12 h 43/5 31/5 0.06
24 h 29/11 30/1 0.02
48 h 20/5 16/2 0.14
1 w 32 31 0.73
VAS
12 h 5.01+1.2 3.25+1.84 0.000
24 h 4.48+1.89 3.12+1.64 0.000
48 h 1.77+0.83 1.65+1.08 0.487
1 week 1.07+0.25 1.05+0.23 0.733
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Huscher et al.>* stated that the blades were first applied

more proximally for a few seconds to achieve a simple
sealing of the lumen, then they were applied a few
millimeters distal to the previous application site, holding
the grasp until the division of the duct was accomplished.

Various examples of cystic-duct leakage are due to
inadequate closure of the duct caused by mismatch of the
clip arms, necrosis of the duct at the site of clipping, or
slippage of the clips off the end of the duct and migration
into the biliary tract.”>>" The above-mentioned hazards
inherent in the use of metallic clips were not encountered
when closure and division of the cystic duct was achieved
with the harmonic shears.

The use of ultracision was associated with a statistically
significant lower incidence of gallbladder perforation
compared to electrocautery (7.1% vs. 18.6%, respectively;
p=0.04)."" Samer et al. reported that the use of the
harmonic ACE was associated with a statistically signifi-
cant lower incidence of gallbladder perforation, compared
to electrocautery (10% vs. 30%, respectively; p=0.002).

LC has become the standard treatment for gallbladder
disease. However, despite its low degree of invasiveness,
many patients complain of PP and PONV due to residual
pneumoperitoneum.”'**

Many factors attributed to PP may be due to residual
pneumoperitoneum, diaphragmatic stretch during laparos-
copy, or duration of the operation with using large volume
of gases.”>* The use of lower insufflations pressure
(7.5 mmHg) has considerably decreased PP.*> In our study,
the incidence of pain is significantly more in the traditional
group at 12 h postoperatively (68.6% vs. 51.4%, p=0.03),
and VAS in HS group was lower than in traditional group;
the difference is significant at 12 h postoperative (3.25+
1.84 vs. 5.01+1.2, p=0.0001) and at 24 h postoperative
(3.12+1.64 vs. 4.48+1.89, p=0.0001). This statistical
difference may be attributed to several factors such as
shorter duration of operation, so we use less amount of
gasses, and less incidence of perforation of gallbladder in
harmonic group so less escape of bile in the peritoneum.

The mean amount of postoperative drainage was signif-
icantly more in the traditional group than in the HS group
(47.78+31.54 vs. 29+30.79 ml, p=0.001. The hospital stay
was shorter in the harmonic group (23.44+2.29 vs. 26.95+
8.94 h, p=0.002) as reported by Huscher et al.*>

Conclusion

The harmonic scalpel provides complete hemobiliary stasis
for all patients and is a safe alternative to stander clip of
cystic duct and artery. It provides a shorter operative
duration, less incidence of gallbladder perforation, less PP,
and less rate of conversion to open cholecystectomy.
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