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Thesis Title Randomized, Double-Blind, Comparative Clinical Trial of

Topical Silicone Gel Versus Placebo for Treatment of Keloid

Author Varakorn Pruttipruk

Degree Master of Science (Dermatology)

Adyvisor Lecturer Siriwan Kooramasuwan
ABSTRACT

Keloids occurs from abnormal response in any phases of the wound healing process.
Until now, the exact pathophysiology of keloids formation is unknown, make it difficult to find
effective treatment strategies for patients. A variety of treatments for keloids have been advocated
in the past. The result is variable and recurrences remain common. Topical silicone gel has been
developed after silicone sheeting was found to be effective on keloid formation prevention.
Because of its ease of application and less complication, it has become an interesting alternative

treatment for keloid.

Objective: To evaluate the efficacy of topical silicone gel versus placebo in subjects with

keloids.

Material and method: A 12-week prospective study evaluated the efficacy of topical
silicone gel compared with placebo for treatment of keloids in 22 Thai patients. Each of
volunteer's keloid was devided into two parts and was randomly assigned to applied one topical
gel, either topical silicone gel or placebo gel on each part twice a day. The outcome measures

included POSAS score, area measurement, photographs and Patient Global Satisfactory score.

(6)



Results: There was no statistically significant decreased in POSAS score and mean area
of keloids between the topical silicone gel and the placebo groups. Global satisfactory score was

evenly rated by both groups. No adverse effect was observed.

Conclusion: Topical silicone gel gives no different outcome from placebo. The effect of

silicone gel on keloids is still unknown but most likely to be from the hydration and occlusion.

Keywords: Keloids/Silicone gel/POSAS
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1.7.1 snmasyseneudalaunuuiaa (Topical silicone gel)
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1.7.1.1 Inagaonsu (Polysiloxane)

1.7.12 %anoulaoen lud (Silicon dioxide)

1.7.2 azuuuInnase (The Patient and Observer Scar Assessment Scale: POSAS)
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THE THREE OVERLAPPING PHASES OF WOUND HEALING

Inflammatary
w— Proliferation

—— Remodeling

Days Weeks Months

€ 2003 Elsevier - Bolognia, Jorizzo and Rapini: Dermatology - www.dermtext.com

v 4 H
M 2.1 M3mevearalszneuale 3 Tuneunan fe 52ezRiNTo N (Inflammatory

Y
Phase) szezd il (Proliferative Phase) Lias 35 gz1l51a7 (Remodeling Phase)

2.1.1 szaziimMIonay (Inflammatory phase)
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NEIMINAVIALHE 1180800 HMIABUAHBIVDUYAALALMINBUAUDIVDINADAIADA
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[} ds’ =\ 4 o d a 1 o 1A
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< 1 a a 4 4
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o’oaj} o o . , 7 o .
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4
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NFATUNT NFUBNIYAE (extracellular matrix) HAZHNTVINAUVBITZUVU KDDL TN 9
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[V a I ] A a dy Y .
24-48 %51, vasmsnauatrauazdurnumsaade lAlies (Kirsner, 2003)
k4 v
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msndl wWhii
histamine (8aA13) UM FUAUNIaBAIADR (vascular permeability)
serotonin (1575 Tn711) nszdumsai el Tusuanad (fibroblast), H1emM3 v
AINUVDINDAAUIU
kinins (laiiw) HiumsFuiLNananaiden (vascular permeability)

prostaglandins (waaﬁmuﬂauﬁu) Lﬁllﬂ”l’icdﬁllﬂhu‘ﬂ”lﬂﬂaﬂmﬁﬂﬂ (vascular permeability),
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J ) rr’
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N Kirsner, R. (2003). Wound healing. In J. L. Bolognia (Ed.), Dermatology (2nd ed., pp.

2147-2157). Spain: Mosby.
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% J 4 ] <3|
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soanpaiily

o a
AosuUI8

Mature scar

Immature scar

Linear hypertrophic scar
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Widespread hypertrophic scar

Minor keloid

Major keloid
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210 Butler, P. D., Longaker, M. T. & Yang, G. P. (2008, April). Current progress in keloid

research and treatment. Journal of the American College of Surgeons, 206(4), 731-741.
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luitivgnanTagsaudesosunailuyu (hypertrophic scar) azfnoon (keloid) iy
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a 1 a 1 a @ Y aa 9 = a d?’ 9
nunnadlumsaouusuvearIvge wu'ldtss luaudnuvuuazauodes Taanavuldan
vangaung wu uwa'lv Inil uwarida upaRaindu 984 (Gauglitz et al., 2011; Lewis & Sun,

. I 1 dy' Y Aa Y] A a dy o ]
1990; Deitch et al., 1983) soaunautvariineliinae1n1sau daa iweonavu luuresdumug
o 1 ' A =2 qu/ 1 = ' aa 3 1 a 9
dadawagomaindon Tna As5e dawaidorenunmdiananes umetaz Ialaveadile

a I = 4 Y o 3 a v Y 1
manasosumaiiuyu tazAassany lam q funslurgaazsnes wudesTudiera
] a I [ (Y
019 20-30 T o5 IMsinasosuHaLi]uyY (hypertrophic scar) Wi 1A 40-70% WaIMTHIAR 1AL
= I [ 9 :/l dydg’ Y =2 .
0991% windumuraama i Tnd ftivuegiunnuanvesiauma (Gauglitz et al, 2011;
. . = d Y ; a 1 Y A
Lewis & Sun, 1990; Deitch et al., 1983) fAnpsany Ia lunnireina uany lavssluilszansnia
a 9 aAa Y = A a a 4 d?l = 1
AT LazAUFAIYNLIANNE I UNSINANaBIANINYUDY 15-20 1M1 (Juckett & Hartman-
- a 4 A 1 a o a

Adams, 2009) WUIAITININANADIABINTENIN 4.5-16%  Tuilsermns @i wazany

D3N (Berman & Bieley, 1995)
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(2 % [ ]

o v 4 a a a { A -1
iaRaeeRd d SN UTUUYNANAY 15U Buy TuNAoYAY B (immunoglobulin E) TNudu
v o Jdo a Jd
(Placik & Lewis, 1992) 15AU1915AGNWUTAUNTINAAAOUA 15U Ehlers-Danlos, Rubinstein-
Taybi-, and trichorhinophalangeal syndrome, pachydermoperiostosis, scleroderma (0%

osteopoikilosis (Siraganian, Rubinstein & Miller, 1989)
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a 33|
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E4
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aﬂﬂ’liﬁﬁ’lﬁ!'ﬁ]u‘lcﬂﬂ RRLIRRY G Llagw\lll@'Jlﬂu]l‘;]ﬁ\lEJTJEJ\“Iﬂ'liﬁi'l\uﬂuvl“]ﬂJﬂ@ﬁa']muﬁ (Ignotz
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agina’lnmanasesunailulddanimi 2.2

PATIENT-RELATED TOPDGRAFPHY-RELATED ERNVIACHMENTAL
FACTOAS FACTORS FAGTOAS
| | |
TRAUMATA
GENETICS IMFLAMMATIONS
RACIAL BACKGACUMD SPECIAL SXIM SITES BUANS
HORKMORAL DISBALANCE SUAGERY
TEXEIOM
i f f
ABRNORARAL CELLULAR RESPONSE
IRCAEASED GROWTH FAGTOR PROOUGTION DECREASED METALLOPRACTEINASE
(POGE, TGF.f, YEGF) ACTIVITY
| |
FROUFERATION OF FIBROBLASTS
NECWASCULARIZATION DECAEASED COLLAGEN DEGRADATION
INCREASED COLLAGEM SYNTHESIS IMGREASED COLLAGEN LI RATI|C
E ¥
I ABNORMAL WOUND HEALIMG

210 Wolfram, D., Tzankov, A., Piilzl, P. & Piza-Katzer, H. (2009). Hypertrophic scars and
keloids: A review of their pathophysiology, risk factors and therapeutic management.

Dermatologic Surgery, 35(2), 171-18]1.
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= an 9y 9 4 1 a @ a =
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idulonoaauawdunan 1MIEVUUAVFURINITIRING Badanuodgulaoduladn o

[ I 3 a 1A A 9 A a
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Scar

f 1 I T 1

Immature Linear hyperirophic - Minor keloid Major high Widespread burm
hypertrophic (surgical/traumnatic) (red/raised) .| 1isk keloid hyperirophic
(red, slightly scar {dark/raised) sear (red/raised)
raised) {red/raised, itchiy) | ' |
I - [ |
Apply prevention Silicone gel sheeting (2 months) ‘
algorithm,
Progress to | | |
freatment as 2 Steroid injections 2.5-20 mg/mL (face) 20-40 mp/mL
TNTELAE pfype:!;:phm scar || (body) (Repeat monthly).
MANAGEMENT Lo o | |
couhmi[‘cs or Speeiality
mor‘-:': an 1 Localised pressure therapy if possible Burns wmit
month ) {Duration 3-12 menths) I
.......... 7 [ |
SECONDARY Pressure I Specific wavelength laser therapy [ Pressurs
MANACEMENT therapy | | garments andfor
silicone gel
Surgery with adjunctive silicone gel sheating
shecling (iwo months) (Duration 6-12
‘ months)

Unit specialising in scar therapy
Combination / Monotherapy
Primarily: steroids, silicones, pressure therapy, surgery/gralting
Occasionally: cryotherapy, radiotherapy, laser, other therapies

3 @ |
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HANANAUNITDA uANszANTMNANNMAITanaINH BN Bd ALY
Y 1 [ 4 Y a I vAa I
wonnni lungudihentinnudesgalumsinaseounaily  @ilsziansiu
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I [ PN I 1 { [l ) [ (=Y an
sesunailu feuiuiosay 44 Minaseounailulunguin lildsumssnudeurdulleasa lnu
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. aAn d 3’ v A ] [ d' Y [ aa g
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a o <3| v M) J ) 1 { 09)1
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a 2 Ao [ . Aq Y= o 33| @
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double- masked, VFNIWATEANTY NI scale) 11AZ0INMT  UAITIDENIIAZEANEY
4

within-subject ~ ®f dslsznou auazau VINN TINTIOIMIAULAE
comparison FATAUATINGN aflanasedelitiodinny
study (Chan et HAEIaoN Weieunueviaon

4 4 o
al., 2005) A5IKUS Tuay
¥
A0IASY HAINS
" v o =R
A1Aa 2 dUarving

A
30U




M3 2.4 (919)

23

dszian . o s - mssziiuma -
- annudithes  Yuneumsfnm . NaMsANE
MIANY soauparilu
prospective, Athe 30 auddl  evmensiszneu msenyuuaz  Mslgmsmuaz/miouruila
. . IS aa 1A Aa o o Y an =~ 1
within subject  sosupailuyy  Falauuwnuila  Adudalasld  F@lauwalianuuand1anig
. a s aa A Vo A ) aa Y
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Sununoaaau
wazEoandeidog
Tudufiamislag
1n3eeminlasg
T Tawwas
(intracutaneous
spectrophotometry
scope, SIA)

4
=

prospective, non {128 30 AU Menaslsznoy dnbazuedses  anvarvedsesuNailuAvY
controlled study Falauiuazaos uwallu (@ vina  Aeogluszdy 1 1Ay
(Puri &Talwar, ﬂi"ydeunm 6 Usznn) uaihy
2009) hou 4 5291 (normal,

mildly

hypertrophic,

hypertrophic Lo

keloid)

= = =l =} a A o a I = JY
inmsanpmleieulszansammsilesiumsinasesunailuyy uazfaosanie
mImemasdszneuda launlssuiisununguaiuauuuugu lastadesdinsdiaiiounven
v 1w 1 [ a <
waonlusosunardwidanarsnihenluaweFewnii in1soasinisinasosunaiuyu
= 7o ' v Ay 1 A o oA = a
HazAARYANINNAADUINNINABTBYAL 94 UANTZEE 3 1ARUNAIMIHIdAlo/Teumey

1 1 1 VoA Yo [ 9 an =\ a I
531’i’JNﬁ'ﬂQﬂQNWU’JWﬂQNVIhlﬂi‘Uﬂ"ISiﬂEWnfJEJ"I‘VHﬁ’Ti‘]J'i%ﬂf]‘]J"])’ﬁTﬂ‘LlMﬂWiLﬂﬂii’JﬂLLNmﬂu



25

= < Y J 1 = 1 1 =Y o W aa 9 A
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3.1.3 MIAINIUVMIANIBEN
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Zyo = mananeldlfaunasgiu eseauiisdinynieata & =0.05 Ao 1.96
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D A\ 2 \s A2 : :
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4 d1lant 8 d1lansd taz 12 dalansd

1maNnI fouIMMIsnm dilonsidi 4 dilanvidi 8 Flaniai 12
1 46.00 35.00 35.00 29.00
2 28.00 22.00 22.00 22.00
3 25.00 22.00 25.00 25.00
4 51.00 49.00 51.00 51.00
5 33.00 31.00 30.00 30.00
6 40.00 27.00 23.00 17.00
7 44.00 33.00 22.00 16.00
8 34.00 32.00 32.00 30.00
9 90.00 84.00 75.00 75.00
10 60.00 55.00 36.00 36.00
11 63.00 54.00 51.00 51.00
12 84.00 75.00 72.00 70.00
13 55.00 52.00 41.00 39.00
14 68.00 60.00 41.00 41.00
15 68.00 60.00 41.00 41.00
16 31.00 23.00 24.00 24.00
17 47.00 38.00 31.00 31.00

18 26.00 26.00 26.00 26.00
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N CACHGY pauIIMIShIN Flonvii 4 Flonvin 8 Flenviii 12
19 47.00 38.00 31.00 31.00
20 35.00 35.00 35.00 35.00
21 58.00 56.00 56.00 56.00
2 39.00 38.00 38.00 38.00
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91mnaNns fouinMssne o 4 Flonvin 8 vt 12
1 48.00 25.00 31.00 21.00
2 28.00 27.00 27.00 27.00
3 25.00 22.00 25.00 25.00
4 51.00 46.00 46.00 46.00
5 33.00 28.00 27.00 27.00
6 40.00 31.00 24.00 18.00
7 44.00 33.00 22.00 16.00
8 34.00 33.00 28.00 28.00
9 93.00 87.00 73.00 73.00
10 66.00 51.00 33.00 33.00
11 54.00 46.00 46.00 46.00
12 84.00 74.00 68.00 62.00
13 55.00 52.00 55.00 44.00
14 68.00 61.00 47.00 47.00
15 68.00 61.00 47.00 47.00
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mnaiing foUIMITNIN Filonsidi 4 dilansidi 8 Flanidi 12
16 31.00 26.00 24.00 24.00
17 47.00 35.00 31.00 29.00
18 27.00 26.00 26.00 26.00
19 47.00 35.00 31.00 29.00
20 35.00 35.00 35.00 35.00
21 58.00 56.00 56.00 56.00
2 39.00 31.00 31.00 31.00
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Topical silicone gel (before treatment)

Topical silicone gel (after treatment)

Area change

Percent change

mean Max Min SD perimeter mean Max Min SD perimeter
1 3.57 3.67 3.48 0.1 9.1 3.39 3.39 3.15 0.12 8.48 0.32 8.9
2 1.07 1.08 1.06 0.01 4.69 0.98 0.98 0.89 0.05 4.57 0.12 11.21
3 21.38 22.61 20.22 1.2 19.7 21.34 21.34 19.84 0.82 18.89 0.99 4.63
4 27.61 28.33 26.96 0.69 22.96 22.34 22.34 17.14 2.62 18.98 7.67 27.78
5 1.46 1.5 1.42 0.04 5.99 1.43 1.43 1.4 0.02 5.64 0.05 3.42
6 0.32 0.33 0.31 0.01 2.65 0.20 0.20 0.19 0.01 1.91 0.13 40.63
7 12.48 12.94 12.00 0.47 20.54 12.44 12.44 12.36 0.04 20.12 0.08 0.64
8 5.64 5.72 5.53 0.1 11.84 3.47 3.47 3.15 0.16 11.22 2.33 41.31
9 6.33 6.57 6.19 0.21 13.14 6.53 6.53 5.96 0.3 13.00 0.03 0.47
10 1.14 1.15 1.11 0.02 7.13 1.01 1.01 0.97 0.02 6.53 0.15 13.16
11 0.86 0.88 0.84 0.02 5.29 0.81 0.81 0.75 0.03 4.7 0.07 8.14
12 0.37 0.40 0.34 0.03 4.03 0.36 0.36 0.33 0.02 3.73 0.02 5.41
13 7.61 7.717 7.18 0.38 18.55 5.07 5.07 4.96 0.06 12.22 2.61 34.30
14 1.08 1.10 1.06 0.02 6.32 0.95 0.95 0.84 0.06 6533 0.17 15.74
15 23.66 22.42 21.75 0.34 19.78 24.76 24.76 22.54 1.11 18.97 1.59 6.72
16 2.67 2.84 2.58 0.14 7.96 2.49 2.49 2.31 0.1 7.79 0.25 9.36
17 6.72 6.78 6.63 0.08 18.41 6.74 6.74 6.44 0.16 17.09 0.16 2.38
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M319N 4.5 (719)

Topical silicone gel (before treatment)

Topical silicone gel (after treatment)

Area change

Percent change

mean Max Min SD perimeter mean Max Min SD perimeter
18 0.42 0.42 0.41 0.01 3.02 0.32 0.32 0.27 0.03 2.94 0.12 28.57
19 0.52 0.55 0.48 0.04 4.7 0.51 0.51 0.44 0.04 4.6 0.02 3.85
20 2.46 2.53 2.37 0.08 10.66 2.15 2.15 2.0 0.08 18.86 0.36 14.63
21 3.21 3.22 3.19 0.02 10.69 2.97 3.16 2.79 0.19 8.59 0.24 7.48
22 0.34 0.36 0.33 0.02 2.97 297 0.30 0.25 0.03 2.55 0.06 17.65
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Placebo (before treatment)

Placebo (after treatment)

Area change

Percent change

mean Max Min SD perimeter mean Max Min SD perimeter
1 4.71 5.09 4.25 0.43 9.67 43 4.45 4.14 0.16 8.78 0.41 8.70
2 1.05 1.09 1.01 0.04 4.47 0.96 1.01 0.90 0.06 4.44 0.09 8.57
3 26.4 27.19 25.26 1.01 21.53 25.82 28.46 23.56 2.47 20.92 0.58 2.20
4 18.29 18.84 17.75 0.05 17.75 17.07 17.69 16.6 0.56 17.1 1.22 6.67
5 0.67 0.68 0.65 0.02 4.14 0.5 0.52 0.48 0.02 4.15 0.17 25.37
6 0.29 0.32 0.26 0.03 2.58 0.26 0.27 0.26 0.01 2.15 0.03 10.34
7 17.36 17.49 17.13 0.2 31.87 17.32 17.34 17.30 0.02 31.54 0.04 0.23
8 5.2 5.27 5.16 0.06 13.1 3.9 4.13 3.68 0.23 12.51 1.3 25
9 9.89 10.06 9.7 0.18 18.34 8.23 8.26 8.11 0.11 16.91 1.66 16.78
10 2.02 2.02 2.01 0.01 10.82 1.91 1.98 1.81 0.09 8.19 0.11 5.45
11 1.32 1.35 1.30 0.03 6.7 1.13 1.15 1.12 0.02 5.95 0.19 14.39
12 0.29 0.30 0.28 0.01 3.05 0.24 0.25 0.24 0.01 2.88 0.05 17.24
13 7.16 7.52 6.77 0.38 18.18 4.0 4.07 3.9 0.09 15.88 3.16 44.13
14 1.14 1.17 1.12 0.03 5.71 0.97 1.00 0.95 0.03 5.09 0.17 14.91
15 21.26 21.42 21.10 0.16 19.48 20.62 20.86 20.54 0.21 18.96 0.64 3.01
16 2.14 2.24 2.07 0.09 6.36 1.88 2.07 1.73 0.17 6.19 0.26 12.15
17 425 441 4.14 0.14 11.09 2.65 2.8 2.4 0.22 7.22 1.6 37.65

6¢



M3139N 4.6 (719)

Placebo (before treatment)

Placebo (after treatment)

Area change

Percent change

mean Max Min SD perimeter mean Max Min SD perimeter
18 0.55 0.55 0.54 0.01 3.66 0.4 0.41 0.38 0.02 3.58 0.15 27.27
19 0.47 0.51 0.44 0.04 4.6 0.45 0.47 0.43 0.03 42 0.07 14.89
20 1.97 1.98 1.97 0.01 9.34 1.55 1.65 1.42 0.12 7.59 0.42 21.32
21 2.92 2.97 2.89 0.04 7.59 2.74 2.77 271 0.03 7.2 0.18 6.16
22 0.32 0.33 0.32 0.01 297 0.22 0.23 0.2 0.02 2.78 0.1 31.25

ov
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d' =~ = 1 ~ 1 1 [ S = [
M99 4.7 1WSeuMeuauadevesnl lnuyd (POSAS) sErINdlavin 4, 8,12 meuny

@ P o Yo [ 9 Aaa
ddan o fﬂﬂluﬂGI"I‘JJfﬂillﬂﬁ1Jﬂ']'iﬁﬂ‘]eﬂﬂ')‘(’]fﬂ“l/nfﬂiﬂigﬂﬂﬂeﬁaiﬂuuﬂ‘ﬂlfﬂﬁllﬁg

g1viaon
Topical silicone gel Placebo
POSAS 95%CI p-value 95%ClI p-value
Mean SD — Mean SD

Lower Upper Lower Upper

Week 0 48.73 18.04 41.19 56.27 Ref(1) 48.86 18.30 41.22 56.51

Ref(1)
Week 4 42.95 17.22 35.76 50.15 <0.001* 41.86 17.39 34.60 49.13 <0.001*
Week 8 38.09 14.93 31.85 4433 <0.001* 37.86 14.74 31.71 44.02 <0.001%*

Week12 37.00 15.53  30.51 4349  <0.001* 3591 14.84 29.71 42.11 <0.001*

vanewe. 15a0a Pair T-test Tunsilsziiv Smuaa1nnudeiy 95% (p-value 0.05%)

§ 1 3 1 { Yo [ 9 aa
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NNFADANDN t’?WW%ﬁJd’JHﬂI@Wﬁ%&J (the observer scar assessment scale) °1uﬂzj3m ﬁ%ﬂﬂﬁ

[ aa { [~
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9 @ a

Tudla1nii 4, 8 uaz 12 anasnndlanin o edrelitisdidameadalaesi p= 0.001, 0.001
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o w 1 = o v oA Y v A = = 4
iag 0.012 Gana”lﬂ‘]JlfD'u!ﬂfJ’Jﬂ‘]Jﬂf;]iJVIUlﬂﬁ‘}Jfﬂ‘ﬂaﬂﬂ AWUNASUUUIRAYTUDIAAD YA Glu

A o % a

a1 4, 8 uaz 12 anasnndlanii o ediiisdrdynieadalasa p= <0.001, <0.001
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Topical silicone gel Placebo
Score 95%CI p-value 95%CI p-value
Mean SD Mean SD
Lower Upper Lower Upper

Vascularity
Week 0 4.18 1.62 3.50 4.86 Ref(1) 4.18 1.62 3.50 4.86 Ref(1)
Week 4 3.59 1.10 3.13 4.05 0.001* 3.64 1.09 3.18 4.09 <0.001*
Week 8 3.45 1.06 3.01 3.90 0.001* 3.50 1.01 3.08 3.92 <0.001*
Week 12 3.36 1.09 291 3.82 0.012* 3.41 1.05 2.97 3.85 0.006*
Pigmentation
Week 0 4.77 1.27 4.24 5.30 Ref(1) 4.86 1.58 4.20 5.52 Ref(1)
Week 4 441 1.05 3.97 4.85 0.162 4.45 1.50 3.83 5.08 0.004*
Week 8 4.05 1.25 3.52 4.57 0.020%* 4.00 1.38 3.42 4.58 <0.001*
Week 12 391 1.23 3.39 4.42 0.016* 3.86 1.36 3.30 4.43 <0.001*
Thickness
Week 0 391 2.54 2.85 4.97 Ref(1) 3.73 243 2.71 4.74 Ref(1)
Week 4 3.95 2.32 2.99 4.92 0.815 3.59 2.24 2.66 4.53 0.418
Week 8 3.64 2.08 2.77 451 0.299 3.32 1.91 2.52 4.12 0.119

Week 12 3.41 2.13 2.52 430 0.142 3.27 2.07 241 4.14 0.086
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M3197 4.8 (70)

Topical silicone gel Placebo
Score 95%CI p-value 95%CI p-value
Mean SD Mean SD
Lower Upper Lower Upper

Relief
Week 0 4.41 1.94 3.60 5.22 Ref(1) 4.14 1.83 3.37 4.90 Ref(1)
Week 4 3.77 1.82 3.01 4.53 0.023* 3.64 1.84 2.87 4.41 0.018*
Week 8 3.50 1.82 2.74 4.26 0.016* 3.14 1.67 2.44 3.83 <0.001*
Week 12 3.23 1.66 2.53 3.92 0.002* 3.18 1.76 2.45 3.92 0.001*
Pliability
Week 0 4.41 1.79  3.66 5.16 Ref(1) 436  1.81 3.61 5.12 Ref(1)
Week 4 359 187 281 4.37 0.003* 373 1.83 2.96 4.49 0.010*
Week 8 332 194 251 4.13 0.002%* 341 176 2.67 4.15 0.001*
Week 12 350 177  2.76 4.24 0.001%* 341 197 259 4.23 0.004*
Surface area
Week 0 4.55 204  3.69 5.40 Ref(1) 450 2,06 3.64 5.36 Ref(1)
Week 4 386 2.01 3.02 4.70 0.018* 391 197  3.08 4.73 0.029*
Week 8 359 182 283 435 0.001%* 345 171 2.74 4.17 0.001*

Week 12 350 179 275 425 <0.001* 345 1.84 268 4.23 0.001*

wanewe. 15a0a Pair T-test Tumslsziiv sSimuamnudosiyu 95% (p-value 0.05%)
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Topical silicone gel Placebo
Score 95%CI p-value 95%CI p-value
Mean SD Mean SD
Lower Upper Lower Upper

Pain
Week 0 2.00 1.60 1.33 2.67 Ref(1) 2.18 1.71 1.47 2.90 Ref(1)
Week 4 1.55 091 1.16 1.93 0.057 1.55 091 1.16 1.93 0.031*
Week 8 1.18 0.50 097 1.39 0.007* 1.18 050 097 1.39 0.004*
Week 12 1.18  0.50  0.97 1.39 0.007* .18 0.50 097 1.39 0.004*
Itch
Week 0 386 221 2.94 4.79 Ref(1) 418 228 323 5.14 Ref(1)
Week 4 1.95 140 1.37 2.54  <0.001* 191 144 1.31 2.51 <0.001*
Week 8 1.59  1.01 1.17 2.01 <0.001* 123  0.61 0.97 1.48  <0.001%*

Week 12 1.55 1.01 1.12 1.97  <0.001%* 141  0.80 1.08 1.74  <0.001%*
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Topical silicone gel Placebo
Score 95%CI p-value 95%CI p-value
Mean SD Mean SD
Lower Upper Lower Upper
Color
Week 0 4.64 1.76 3.90 5.37 Ref(1) 482 189 403 5.61 Ref(1)
Week 4 427  1.72 3.55 4.99 0.042* 436 1.71 3.65 5.08 0.086
Week 8 373 1.67 3.03 442 0.008* 3.91 1.54 3.27 4.55 0.020*
Week 12 3.64 1.62 2.96 431 0.007* 3.68 1.62 3.01 4.36 0.006*
Stiffness
Week 0 341 282 2.23 4.59 Ref(1) 355 277 2.39 4.70 Ref(1)
Week 4 350 239 250 4.50 0.785 327 237 2.28 4.26 0.315
Week 8 341  3.78 1.83 4.99 1.000 2.68 2.10 1.80 3.56 0.046*
Week 12 2.73  2.07 1.86 3.59 0.114 255 199 1.71 3.38 0.022%*
Thickness
Week 0 3.68 2.73 2.54 4.82 Ref(1) 3.68 2.73 2.54 4.82 Ref(1)
Week 4 359 246 256 4.62 0.754 3.82 275 2.67 4.97 0.480
Week 8 3.73 175 3.00 4.46 0.909 332 2.03 2.47 4.17 0.176
Week 12 332 2.01 2.48 4.16 0.268 3.14 198 2.31 3.97 0.030%*
Relief
Week 0 432 259 3.24 5.40 Ref(1) 4.09 2.65 2.98 5.20 Ref(1)
Week 4 395 238 2.96 4.95 0.134 3.77 235 2.79 4.75 0.200
Week 8 3.64 222 2.71 4.56 0.057 336 228 2.41 4.32 0.029*
Week 12 327  2.29 2.31 4.23 0.007*  3.14 221 2.21 4.06 0.019%*

waneme. 15a0a Pair T-test Tumsilsziiv Smuam1nudoeiy 95% (p-value 0.05%)
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Topical silicone gel Placebo
POSAS 95%CI 95%CI p-value
Mean SD Mean SD
Lower Upper Lower Upper
Week 0 48.73 18.04 41.19 56.27 48.86 18.30 41.22 56.51 0.980
Week 4 4295 1722 3576 50.15 41.86 1739 3460 49.13 0.835
Week 8 38.09 1493 31.85 4433 37.86 14.74 31.71 44.02 0.960
Week 12 37.00 15.53 30.51 4349 3591 1484 29.71 42.11 0.813

waneme. 15a0a Student T-test TuMsdszildu frruamnNuFoiu 95% (p-value 0.05%)
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199N 4.11 L‘]JifJ“]JL‘VIfJ‘UmmaEJGUENQJ,LﬂU"UEm”a’Ji]EJ (Vascularity, Pigmentation, Thickness, Relief,

Pliability, and Surface Area) 551319M5 A5 UMISAEAIMansUsenouda lau

HUDRAMIUNUENYIADN

Topical silicone gel Placebo
Score 95%CI 95%CI p-value
Mean SD Mean SD
Lower  Upper Lower  Upper

Vascularity

Week 0 4.18 1.62 3.50 4.86 4.18 1.62 3.50 4.86 1.000

Week 4 3.59 1.10 3.13 4.05 3.64 1.09 3.18 4.09 0.891

Week 8 3.45 1.06 3.01 3.90 3.50 1.01 3.08 3.92 0.885

Week 12 3.36 1.09 291 3.82 3.41 1.05 2.97 3.85 0.889
Pigmentation

Week 0 4.77 1.27 4.24 5.30 4.86 1.58 4.20 5.52 0.835

Week 4 4.41 1.05 3.97 4.85 4.45 1.50 3.83 5.08 0.908

Week 8 4.05 1.25 3.52 4.57 4.00 1.38 3.42 4.58 0.909

Week 12 391 1.23 3.39 4.42 3.86 1.36 3.30 4.43 0.908
Thickness

Week 0 3.91 2.54 2.85 4.97 3.73 243 2.71 4.74 0.810

Week 4 3.95 2.32 2.99 4.92 3.59 2.24 2.66 4.53 0.600

Week 8 3.64 2.08 2.77 4.51 3.32 1.91 2.52 4.12 0.600

Week 12 3.41 2.13 2.52 4.30 3.27 2.07 2.41 4.14 0.831
Relief

Week 0 4.41 1.94 3.60 S5.22 4.14 1.83 3.37 4.90 0.635

Week 4 3.77 1.82 3.01 4.53 3.64 1.84 2.87 441 0.806

Week 8 3.50 1.82 2.74 4.26 3.14 1.67 2.44 3.83 0.494

Week 12 3.23 1.66 2.53 3.92 3.18 1.76 2.45 3.92 0.930
Pliability

Week 0 4.41 1.79 3.66 5.16 436 1.81 3.61 5.12 0.934

Week 4 3.59 1.87 2.81 437 3.73 1.83 2.96 4.49 0.808

Week 8 3.32 1.94 2.51 4.13 3.41 1.76 2.67 4.15 0.871

Week 12 3.50 1.77 2.76 4.24 3.41 1.97 2.59 4.23 0.873
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Topical silicone gel Placebo
Score 95%CI 95%CI p-value
Mean SD Mean SD
Lower  Upper Lower  Upper
Surface area
Week 0 4.55 2.04 3.69 5.40 4.50 2.06 3.64 5.36 0.942
Week 4 3.86 2.01 3.02 4.70 3.91 1.97 3.08 4.73 0.940
Week 8 3.59 1.82 2.83 4.35 3.45 1.71 2.74 4.17 0.799
Week 12 3.50 1.79 2.75 4.25 3.45 1.84 2.68 4.23 0.934

Wanenig). 19e0a Student T-test Tumsiszidiu dvvamanudoeiu 95% (p-value 0.05%)
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naon
Topical silicone gel Placebo
Score 95%CI 95%CI p-value
Mean SD Mean SD
Lower Upper Lower  Upper
Pain
Week 0 2.00 1.60 1.33 2.67 2.18 1.71 1.47 2.90 0.718
Week 4 1.55 091 1.16 1.93 1.55 091 1.16 1.93 1.000
Week 8 1.18 0.50 0.97 1.39 1.18 0.50 0.97 1.39 1.000
Week 12 1.18 0.50 0.97 1.39 1.18 0.50 0.97 1.39 1.000
Itch
Week 0 3.86 2.21 2.94 4.79 4.18 2.28 3.23 5.14 0.641
Week 4 1.95 1.40 1.37 2.54 1.91 1.44 1.31 2.51 0916
Week 8 1.59 1.01 1.17 2.01 1.23 0.61 0.97 1.48 0.155
Week 12 1.55 1.01 1.12 1.97 1.41 0.80 1.08 1.74 0.622
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Topical silicone gel Placebo
Score 95%CI 95%CI p-value
Mean SD Mean SD
Lower Upper Lower  Upper
Color
Week 0 4.64 1.76 3.90 5.37 4.82 1.89 4.03 5.61 0.743
Week 4 4.27 1.72 3.55 4.99 4.36 1.71 3.65 5.08 0.861
Week 8 3.73 1.67 3.03 442 3.91 1.54 3.27 4.55 0.709
Week 12 3.64 1.62 2.96 431 3.68 1.62 3.01 4.36 0.926
Stiffness
Week 0 3.41 2.82 2.23 4.59 3.55 2.77 2.39 4.70 0.872
Week 4 3.50 2.39 2.50 4.50 3.27 237 2.28 4.26 0.753
Week 8 3.41 3.78 1.83 4.99 2.68 2.10 1.80 3.56 0.434
Week 12 2.73 2.07 1.86 3.59 2.55 1.99 1.71 3.38 0.768
Thickness
Week 0 3.68 2.73 2.54 4.82 3.68 2.73 2.54 4.82 1.000
Week 4 3.59 2.46 2.56 4.62 3.82 2.75 2.67 4.97 0.774
Week 8 3.73 1.75 3.00 4.46 3.32 2.03 2.47 4.17 0.478
Week 12 3.32 2.01 2.48 4.16 3.14 1.98 2.31 3.97 0.764
Relief
Week 0 4.32 2.59 3.24 5.40 4.09 2.65 2.98 5.20 0.775
Week 4 3.95 2.38 2.96 4.95 3.77 2.35 2.79 4.75 0.800
Week 8 3.64 2.22 2.71 4.56 3.36 2.28 241 432 0.689
Week 12 3.27 2.29 2.31 4.23 3.14 2.21 2.21 4.06 0.842

waneme. 15a0a Student T-test TUMsUszdu MruamnNuFoiu 95% (p-value 0.05%)
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Topical silicone gel Placebo
Difference of POSAS
95%CI 95%CI p-value
from week 0 Mean SD Mean SD
Lower Upper Lower  Upper
Week 4 -5.77  3.93 4.13 7.41 -7.00 5.47 4.71 9.29 0.398
Week 8 -10.64 9.16 6.81 1447  -11.00 9.22 7.15 14.85 0.896
Week 12 -11.73  9.90 7.59 1587 -12.95 10.26 8.66 17.24 0.688

Waneie). 190 Fisher exact test Tumsilsziiiy Smuainnudoi 95% (p-value 0.05%)
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o A
silicone placebo p-value

A A A o
ANURAYNUNNDUNTINY (cm?2) 0.888
Mean+SD 5.95+8.09 5.90+7.75

Median(min-max) 2.57(0.32-27.61) 2.26(0.19-22.07)




53

M13197 4.14 (519)

silicone placebo p-value A

Aumdefiingamssnm (cm2) 0.953

Mean+SD 5.15+6.99 5.3247.58

Median(min-max) 2.08(0.29-26.4) 1.90(0.22-25.82)
Aimdonamavosiufitouaz s sne %) 0.453

Mean+SD -14.03£12.59 -16.01£11.72

Median(min-max) -9.16((-41.31)-(-0.47)) -13.93((-44.13)-(-0.23))

p-value® <0.01%* <0.01*

HIYLHA. A = comparison between silicone and placebo by Mann-Whitney U-test
B = comparison between before and after by Wilcoxon Signed Ranks Test

* = Significant at p<0.05
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POSAS Patient scale

Thee Patient and Obssreesr Scar Assessment Scale V207 EN
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POSAS Observer scale

The Patient and Observer S5car Assessment Scale v2.0 FEN
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