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Hemostatic efficacy of Lysozyme chloride in post-operative thyroid surgery

Sopon Tirakitpairot MD, Boonsam Roongpuvapath MD, Pawin Numthavaj MD *

Abstract

Objectives: To evaluate hemostatic efficacy of lysozyme chloride in post-operative thyroid
surgery

Study design: The study was designed as a prospective randomized placebo-controlled trial
study in adult patients who were diagnosed thyroid mass and were performed thyroidectomy at
Ramathibodi hospital between June 2014 and December 2014

Material and method: There were 34 patients, who were diagnosed thyroid nodule, multinodular
goiter, thyroid carcinoma or Grave’s disease, undergoing conventional opened thyroidectomy.
We conducted a block-randomized, double-blind, placebo-controlled trial. All of the patients
were randomly assigned to receive lysozyme chloride 90 mg or placebo in pre- and post-
operative period. The primary outcome measure was post-operative drain.

Result: Between the lysozyme chloride group and the placebo group, there were no statistically
significant difference in the post-operative drain (73 +/- 60.19 milliliters and 73.81 +/- 41.17
milliters, p-value = 0.965), the intra-operative blood loss (95.63 +/- 113.13 milliliters and 139.37
+/- 163.31 milliliters, p-value = 0.385), the operative time (131.5 +/- 47.11 and 172.06 +/- 64.41
minutes, p-value = 0.051) and the average hospital stay (3.48 +/- 0.63 days and 4.06 +/- 1.29
days, p-value = 0.092). However, Our study was underpowered to detect statistically significant

difference due to small number of patients assessed of eligibility.

Conclusion: Oral administration of lysozyme chloride in thyroidectomy patient does not have

significant impact on reducing post-operative drain.

Keywords: Thyroidectomy, hemostasis, post-operative, drain, complications.

*Department of Otolaryngology, Faculty of Medicine Ramathibodi Hospital, Mahidol University.
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lysozyme chloride 3tladeiiluiliasanaiinla@nenss 11 AW(68.75%) uay 14 AL (87.5%) Tungud

1650 placebo ngu?liiFue lysozyme chioride Atlagiiluillosanaiindeuss 5 Al (31.25%) uaz

1
a

2 AU (12.5%) Tunguinlisy placebo awiafiaulnseamadslunguinlffue lysozyme chioride 3

b
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1 tﬂl Yo zﬁl o ¥ oI/ 2 1=l 1 o {
13, waz 3.5 91, TunguinlaFy placebo Geanwzdeyarinliaasilaeliiiaouuansneiuszndng

ABaNgN

Assessed for eligibility
(n = 34)

A 4

Enrollment

A 4

Excluded (n = 2)
- Uncontrolled hypertension (n = 1)

- Endoscopic thyroidectomy (n = 1)

Randomized (n = 32)

A 4

(n=16)

Lysozyme chloride group

A

y

A 4

Placebo group

(n=16)

L - Discontinue intervention (n = 1)

- Withdrew from study (n = 1)

A

y

Available of follow-up

(n=16)

Available for follow-up

A 4

Included in analysis

(n=16)

(n=16)
A 4
Included in analysis
(n=16)
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A1599 1 anwouriiayaioliaesdilae

Characteristics Lysozyme chloride Placebo p-value
Sex
Male 1(6.25) 1(6.25) 1.000
Female 15 (93.75) 15 (93.75)
Age, mean(SD) 47 (14.98) 54.25 (12.25) 0.145

Preoperative diagnosis

Benign 11 (68.75) 14 (87.50) 0.394
Malignancy 5(31.25) 2 (12.50)
Mass size, median(range) 3(1,12) 3.5(1,10) 0.909

seaIl0aNHNAR (1197991 2) TunguinliFuan lysozyme chioride wazlunguinlfisu placebo
AB 131.5 +/- 47.11 LAY 172.06 +/- 64.41 WM ANNAAU IALH AN LANFAINUDITEULIIATNIG A

19aE 40.56 WN ws ldiAuuAnAsaeneltitd Ayneaia p-value = 0.051

A15199 2 : Wrauieussazatnfn sxndanguinlifusn lysozyme chloride funguinlazy

placebo

Factor Mean (SD) Coefficient 95% CI p-value
Lysozyme chloride 131.5 (47.11) -40.56 -81.30, 0.18 0.051
Placebo 172.06 (64.41) 0

'
=

BN UIADADDNTUENIAR (19197 3) TunguRnliFuen lysozyme chioride wazlungs
/50 placebo A 95.63 +/- 113.13 NARANT WA 139.37 +/- 163.31 NadANT ANNAAL IAaiAa
wanAsreslTuNnuAenaaniade 40.73 Jadans us llAnuuanmAsas1ealdadnAtun1eana (p-

value = 0.385)

15



1
a

= = A 1 o 1 1 Yo . o
M1919N 3 : L'LG‘EI‘LILVIHUﬂ?‘NWNL@@ﬂ@@ﬂﬂMtN’]M@ ?ZM’J’W\?ﬂQNVIiﬂ?UH’] lysozyme chloride N

NN AT placebo

Factor Mean (SD) Coefficient 95% CI p-value
Lysozyme chloride  95.63 (113.13) -43.75 -145.19, 57.69 0.385
Placebo 139.37 (163.31) 0
placebo leftose
800
[ ]
600
[
400
[ ]
200
0_

1
=

A ogl A gll o 1 3 dl 1 Y o
FNNUIABALAZUNIMAINAANAINAIEITUNENRINITHIAR (A197971 4) Tungun liFuen
lysozyme chloride wazlunguliiiy placebo Aa 73 +/- 60.19 NaAAAT WAL 73.81 +/- 41.17
a aa o o = 1 A 02' A ei a aa 1 1
Aaaans MNAAL TRaNANLANAN9LTNNARALAZINWARIRENIRRAY 0.81 RARANT WA LT

o [ %

ANLANANaE N TTIANATYN19aTH (p-value = 0.965)
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M199N 4 : L‘Lrﬁ“ﬂllLVIﬂUﬂaﬁ‘ﬁJqML@’ﬂﬂLL@zuqLuﬂ’ﬂﬁm’ﬂ’ﬂﬂ@qﬂ@qﬂﬁ‘zﬂqﬂﬂﬂ\?ﬂqﬁ‘mqmﬂ ﬁ‘gﬁqq\?ﬂﬂqﬂ'ﬂ

1
=

158 lysozyme chioride AUNGNALATU placebo

Factor Mean (SD) Coefficient 95% CI p-value
Lysozyme chloride 73 (60.19) -0.81 -38.04, 36.41 0.965
Placebo 73.81 (41.17) 0
placebo leftose
250 °
200
[ ]
150
100
50
0_

1 '
= =

s2AUANNIAULANAINFR TungunliFuen lysozyme chioride weaumeuiunguin lisu

placebo Naa1 4 1. 8 TN. 16 TN. LAY 24 TN, LiluAaNIN
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T T T T
0 4 8 12 16 20 24
Time (hr)

——& —- placebo —®— leftose

'
=

Auaudunuaulsananung (119199 5) lungunliFuen lysozyme chioride wazlungud

185U placebo Af 3.48 +/- 0.63 91 WAL 4.06 +/- 1.29 F1 A1NA1AL I8N ANLANFAINIBIA11UIY

o

Tunuaulsanaunaladg 0.63 41 usldilAnuuanssaealla gAY Nana (p-value = 0.092)

1
=

A15199 5 : usumauatuaudunuaulsaneua seudnengunliifuan lysozyme chloride i

NN AT placebo

Factor Mean (SD) Coefficient 95% CI p-value
Lysozyme chloride 3.48 (0.63) -0.63 -1.36, 0.11 0.092
Placebo 4.06 (1.29) 0

1 = ¥ = s Vo

ANy A A o~ A vy = 2 @ va
NEJJTJQ?J 2 PUNNUNATINLALNAINNNTFULTENUEN AB Nfﬂqﬂq?ﬂ@ui@ﬂqlﬂﬂu sﬁ\iLﬂquiﬂ u
¥ ! 1

placebo VvdasAU daunguilfiFuan lysozyme chioride lalifilaasalandnadiieiAtsainnng

Futlszniuen
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Insasd seudnanguinliiuan lysozyme chioride waznguilaliiuavsa placebo Inadnua
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Documentary Proof of Ethical Clearance
Committee on Human Rights Related to Research Involving Human Subjects
Faculty of Medicine Ramathibodi Hospital, Mahidol University

No MURA2014/156
Title of Project. Hemostatic Efficacy of Lysozyme Chloride in Post-
Operative Thyroid Surgery
Protocol Number ID03-57-11
Principal Investigator Sopon Tirakitpairot, M.D.
Official Address Department of Otolaryngology
Faculty of Medicine Ramathibodi Hospital
Mabhidol University

The aforementioned project has been reviewed and approved by the Committee on
Human Rights Related to Research Involving Human Subjects, based on the Declaration
of Helsinki.

SIgnAtUre OLSeEretary: 1. | e et s s me e L as den s ee R S HeT e ke e e
Committee on Human Rights Related to  Prof. Duangrurdee Wattanasirichaigoon, M.D.
Research Involving Human Subjects

Signature of Chairman @ ... EL ...... %OPA‘MMP_ .. >
Committee on Human Rights Related to  Prof. Pratak O-Prasertsawat, M.D.
Research Involving Human Subjects

- Date of Approval March 19, 2014

Duration of Study 9 Months
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