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Effect of expanded polytetrafluoroethylene prosthesis in rhinoplasty: study protocol
for a randomized controlled clinical trial

Li Jian-min (Department of Otorhinolaryngology, Qinghai University Affiliated Hospital, Xining 810001, Qinghai
Province, China)

Abstract

BACKGROUND: Costal cartilage, auricular cartilage, materials for teeth and silica gel have been widely
applied in rhinoplasty, but consequent adverse events, such as rejection, prosthesis displacement and
implanted skin redness make the outcomes far from satisfaction.

OBJECTIVE: To explore the effect of expanded polytetrafluoroethylene prosthesis for lower dorsum with small
nasal septum.
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METHODS/DESIGN: This was a prospective, single-central, randomized, and open-label study that finished in the
Qinghai University Affiliated Hospital, China. 100 patients hospitalized in the Department of Otorhinolaryngology for
rhinoplasty between January 2014 and June 2015 were enrolled, and randomized into experimental and control
groups (n=50 per group). The experimental group was subjected to the polytetrafluoroethylene prosthesis
implantation, while the control group received the silica gel implantation. All patients were followed up for 12 months.
The primary outcome measure was the postoperative satisfaction at 12 months. The secondary outcome measures
were the changes of the nasal internal structure indexes, ultrasonic results of the nasal internal soft tissues and the
incidence of adverse events. This study was approved by the Ethics Committee of the Qinghai University Affiliated
Hospital and in accordance with the Declaration of Helsinki, formulated by the World Medical Association. All
participants had signed the informed consents prior to participation in the study.

DISCUSSION: Polytetrafluoroethylene prosthesis and silica gel both exhibit high biosafety in rhinoplasty. Compared with
silica gel, the polytetrafluoroethylene prosthesis can effectively adjust the nasal appearance mini-invasively and obtain
satisfactory outcomes; therefore, it is expected to be a substitute of filling materials applied in nasal plastic surgery,
Subject headings: Polytetrafluoroethylene; Biocompatible Materials; Randomized Controlled Trial

Cite this article: Li JM. Effect of expanded polytetrafluoroethylene prosthesis in rhinoplasty: study protocol for a
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Figure 1 The experimental flow chart
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Table 1 Baseline data of the participants

TiH AT (k) it H AT (k)

DL 2
i o WEAE: S
]| o il
SRR o AL

o] (o) (o) o

F 2 WHWERITFAETER
Table 2 Schedule for experimental outcomes

ECEZ AT (k) RFE124H

EHE /g
AR °
KRELRigk
G AL SRR AL TS DL
A
BRSBTS
BB MIRIE
LENEY 3k PNiS
SRS
S U A o
F SRS TR I e B
IV S
G
BRI ER B KA
(vl
ol a5

o o] (o) (o) o
O O O O O O O

o O O O

112 R 2 BRBIRIRATNR AL A
V) B RS 1) 285 e F b L 3R2 -

113 FRRFM A (EAEBORIBE U7 ) H B AS RN,
UK G, BLISHS R KA, RS, R4 ] R (B
FEINFE), 2RAL, AbEETTIE).

114 KB E. T8, 0.

HHEWRE: A S ARTT A TEAR G 124 HIET T
Bhivi, E TR RPN BT % e bR A,
RN WA KV, FAGEERIC RV R

HHEETE. WICE N TR e, A ey
FBOFRBIURE, DI R EG. B E (iiERies
R ERIGY BE, ST, SORMRAE E D54

HEA B Kl W 52 5y 45 (IDMC) K 5 B 1) Wi B
G PR BE 2R I AR ARSI, DR TER S0 FE e 2
PRI L e .

HHEFF AL RS A T A -Twww. figshare.com..
115 St F o Gl a0 i o b A 5N H
SPSS 19.04c i -5, HAFA R I AT 5. &
PERMT A IE &0 A 1 ¥4 (mean) . brifE22(SD). e /IME
(min). f&% KfE(max)#& s, JAEIERZ A DY 547 4
(a1)~ H 4% (median)Fl_FPY 707 #(q3) & o THECEER
T EERTR . PRI G R AN R RN R AR 2 1 F AR
I x 2R A, WA G 124 H IR S i R b S

I AN 7

ISSN 2095-4344 CN 21-1581/R  CODEN: ZLKHAH

HAFEFRAZAL Y E R FIMann-Whitney U #:5%:, P < 0.05
RRERAREERX.

116 FAZIRI Fa e M EFetb sl RIBCI J1 7ERHL
PEHAT 0T SE, AR RS ST RIS A i, TR  Ji)
TR P TR R

117 ARERN W24 TAEN ST i i 21
SERUE R, PRJE SO bR H I AL 24 e 1 F i 251
48 M A S I« A I Bl R A T
FT A 5 AR R RIS A G R 50 R R i % I s s
Bt R AF o

2 #R Results

I H AT O oe e 4, &5
21 EBHBESN  BESARFIRE LA R 55041,
VEEMIVE, R4k V2], XHRA K201, HAMN
ST I % T
22 EHHBEFEE RFE120H, RG4UEE XA G
TSR (P v T 0 (P < 0.05), WL3R3.

*3 FEHBEMNBRREELE (n=48)
Table 3 Comparison of patient’s satisfaction between groups
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Table 4 Comparison of the plastic effect between groups after
surgery

415 B e BEMIK BB RM

P 85 (mm) P 55 (mm) () BRI ()
W2 5.1242.22° 4.54+1.41° 5.21+0.97° 9.36+1.36°
popliskai 3.87+1.93 3.37+2.50 4.19+1.16 7.85+1.57
FE: SRR, °P < 0.05.
24 WEEFBAFKAEERTHFLLEK WHEEE

PR AT R A5 S 4 7 S 3 TG PR 23835, AH AR
G 21 B2 A3 1 3R T e P K T IR (P <
0.05); UG ZH 5 FLARCH I A AR BEAC TR ZH(P < 0.05),
HAANRE . HARTAGGAE N P2 ks
R I, W SR 8 A W B R T 0% e B AR
Ny AR LSRN AR R E S S BIE R T ) b 1) [
SINTHT, AR T S B SR Ty, BN T SR ]
JERE, FEURAE PN S R T UG S PE 23K, Y K 25
T K TH/INRIE RS, MOR 5 BRAA IR R UF I S ATE A .

25 AAEHFOFRRELAFILE  HRE T KK
YL I RRE R A= W] DX AP < 0.05), £ WIRE4L

983



P HRVIM S SE R HTCHISR: BEBINT TR i 5 7 5

@]%2 www.CRTER.org

®5 MABEFAMESAABMERRALITNIEIR LI

(xts, n=48)
Table 5 Comparison of the nasal internal structure indexes
between groups before and after surgery
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Table 6 The incidence of adverse reactions in the two groups
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