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[Abstract] Objective To evaluate the clinical efficacy and safety of a new domestic hip joint
prostheses for total hip arthroplasty (THA) by a randomized controlled clinical trial. Methods A multi-center,
randomized, single - blind, positive parallel control design was used in this study. Totally, 72 subjects were
recruited in 5 hospitals across the country, and allocated into experimental group and control group evenly. The
new domestic hip joint prostheses were used in the experimental group, while the proven hip joint prostheses
were used in the control group. Follow-up evaluations were carried out before the operation, and 3 months, 6
months, 1 year, 2 years after the operation. The Harris score and the incidence of adverse events were evaluated
and recorded to confirm the clinical application value of the new hip prostheses. Results A total of 3 cases
withdrew from this study, including 1 in the experimental group and 2 in the control group. The Harris scores of
the experimental group and the control group after the operation were significantly higher than those before the
operation (P <0.05), but there was no statistically significant difference between the two groups at each follow-
up time point (P >0.05). There was no statistically significant difference in the incidence of adverse events
between the two groups (P> 0.05). Conclusion The new domestic hip prostheses can significantly improve

the hip joint function of the patients, and there was no significant difference in clinical efficacy and safety
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between the two hip joint prostheses.

+20.

[Key words]  Arthroplasty, replacement, hip; Randomized controlled trial; Hip joint prosthesis

N T4 i G 15 B 45 R (total hip arthroplasty,
THA ) J& 107 A AR  B i F =T B, 12—
T LRI BRI ARZ — RS H AR
o NP, E A G D RE , S A ] I 1
AT

PTAER , N ARG B A BT Al T2 H
WA, FPARBARBEREE ., A L2 704U THA
FER A I 30 45k , FESETT AR ik
Ji MR e R B AR T R R Y
RH ZEM . P51, 2019 43k EH#E G B AR
3 57700, ELSTEDGgug ™, sRim, H TR
KRR Z Sy BE L7 i, ks £ 5%, PR D)5 2L
e B T 22 2 S AT SRR R P BE S B, LA R F T
PER AT B ARE R oK, XA A T gy =
I IRAR FGL I [ PN BT 7 g™ M i) 4 i

ARG e — 31 22 O BEALAT IR I PRI, i i
55 ARG (B R A T U, PPN — T o B [ 7
AT B Tl PR A4 2 AP AT 2

AREHE

— IS HERR AR 1

AN : OFF & THA FAE LA, i N B A
— PR S B , WA PR AR PR OGN
KR B SR BRIALPEIRAE 2 KRS 19 R mlsi B
FHER 2B PGB B R B A3 BT
AR 1 Y AR AR IR Sk T Rk ST
Pr RIS B ST R BRIBPEBEES A4S @52
Pl JB AR A% 2 THA ; @32 108 TR T A%
G RS

HEBRBRIE : O 2 LA DIREA 22 T EOR 5 8
RAAFE ST s QT MR AXT—Fh ki Z Ff
R S S 5 O 51 B Al R (0 A7
TEE SPERG AL ; OB JH A ™ E B R
GLAN BB AR RO R A

O KT AR CROWE /3 3 .49 @ Nk
P ICRE ) S ASREREAR S SR SR s O KT

=R

ARG R — T 22 v BB BRI RIS , 373
FAHVET 2017483 H 2 20194F 3 H 4P RS K[
Tr B BB m [R5 B2 Bt AP BhEE C R] B = 2= Be
Ja e Z LB RN T O BEBE L SRR e R 2
FH T FPC B2 58 R A s 24 2 Bt Ff T KRN BE B ixX 5 %K
ZE B

K BEMLEC T 20 52 0 BEAL o R 2 2 3
B2 R B B 5 A AR B wF A2 1 76
AP BT RIA R G ARG S BN 4
JBERSK A R AR LL 5 6 BR 2H 2R AL 5 2 R
IR T AR B 2 v A ™ 14 A A ] e TR OG5 (B
ARG, %R ARG LB IE R 42 - SR LM EE
8L 1] A= [ AR

TR A ] e A 2] 72 B, b 20 R iR
4536 il WL A2 E AR TTAEAR IS R B AR 5T
L (body mass index, BMI) A  BEA 0 52 5577
I, 2R gt (P >0.05,% 1),

= FARIE

SR PN B B ALe By Ao 2 BELUS PR . 3230
AN R 1 5 1 4, ERBEAE o SRAE AMIFAR A,
2 V)T R A 757 B8 38 2 A R UL, i o B R
WLEF4E , AR g AR B LRI AL B sl 28, VIR oMie
WURE, VIS 4%, ) B8 =M 2, 0] T 305 8
e B, W EE O I, /N 1 1 em
A STAT IR~ PR A S5 G 350 e 5, ) <
Bz

SN < 3 oS S SR AN S PR S s
T LADIBR, I S s T DA SE e DIk, fif P
FIRE R /NS IR T B, 1 B30 B 2
U 3Z AR I, 2 U A A A [, Pk S
5 F AR ) 505 1) A 4 RO LA AR LA AM R 450,

R1 PIHZIAE AR — BB

5 P PE5 7@@?@ . BMI A REAEHG o
(B, 1)) (Xs,%) (x+s,kg/m*) L1k 1)) (H/17G,1H)
e 36 21/15 61.43£10.18 23.69+3.04 21/15 16/20
X REZH 36 24/12 62.70+10.08 23.48+2.87 17/19 18/18
t(OH - 0.533 -0.532 0.301 0.892 0.223
PE - 0.465 0.597 0.764 0.345 0.637




<30-

HIE 15°~20° 7 (i T B AB A 4T

JREE M Fs v 4% < AL ) TR , P B s i
NG #E, B2 A8 HRRE 5 A TR
AR R AL BB A, BB T SIS B
FEMER N R

TG T 5 2 e B AR A 38 R /N i3k
S, WS S B R A, 4 A OGN E AA
FEWUEE , B2 OCPIDI T, I 5 [ ) T s i AR
FH IR RV (1 ¢ 2 F IR RYE T 40 mL A BEER K ) , 9
[ 4 h 547 JRy i Ak I

M RS

RJG 24 h IWERFRIMEM , b7 1R85 TT iE. R
T4 T ARV HE A (10 mg, & H 17R) HRIE T3 3
PLEEIRYT , EARJG 35 d; 45 T S bt 2 B 2y ks
PR o ARG 2 RITURVERE AT BRI RO S By =k
USR5 RS 27 2 RIF IR 48 S AME BB T 4% TR
SR M AT B N TE sl

. OREAE bR BN bR

TN B L MR B A TR bR . AERFSEI
] N & A AR AN R R T7 S0, Toie SR 2 A
PR R D SN B, an & #4 JILB) i i af
e ARG ST A AR DD R R A U
R N WVEANGE , SR R B, BRI An S50 A R 3
PFo FPEA R FH IR R R A 1 S BT
T (AT i P 51 ) A1 e s B 8 P A Bt S
FIBR B  F T EEA T BT B TR T LA ke
o X BHRSE M B SR R Bk A MEBE S, R
ARG 3 H ARG 6 H ARG LA ARG 24E0FA
10T A 1Y Harris P43, FH DL TAS 8 6 15 20

WRF20224E 1 A 138585 18 Orthopaedics, January 2022, Vol. 13, No. 1

AEREL L. BT R P AT B A X kA e, il
PR R A BB AR 1

NGRS

P A3 TEAS M B PO LA B i 2%
(ws) F7R ORI SPSS 18.0 G814k P (IBM A ],
ED AT 50T . TR iR B 9 28 4 AR
WO o A3 o AL BOTERE Y HG AR A e A 30 B
Fisher K%, 2HL 1Tk GORHI LR F AN ST AL AR 146
5. P<0.05 hESAGI R,

# R

— R

RIS AT R 45 1 5238038 AR S5 AN T [
B b 7R AT, X REZH 5 A7 1 IR S kAR
Fis sl 85T A7 AT BB F AR 5T, e
69 BIZN AFFE T R AE (PPS) #7872 014
BRI L AT EESE (SS) .

L BEIETT Harris TR

AR5 2 1) Harris $F-53 4 (41.82+15.50) 43,
X} HBZH () Harris PE43 0 (43.49+15.53) 5 . RJF 34
H.64H 14 24FE 3 7RV, IR J5 BY Harris 1
Ay BIREAR E BE (P < 0.05, 26 2) , il 4L A i
HAR G 2 519 Harris PF53 7351 24 (94.34+4.34) 45|
(93.48+6.78) 47, SARAT AR/ HLi , 2 A 51t
2% Y (1=19.304, P<0.001; t=17.202, P<0.001) .
WL AEAR 5 25 BE VTR 8] 2517 Harris PF53-#E7 720 [H]
L, 227 g2 g L (P>0.05,%2),

= AR

P22 3 i iR I A1 Ay 23 il 572305 & A 34 41

F2  PIAMETT Harris PEAMY HUER (s, 53)

2151 ik AR RIE34MH ARG 61H RIG 14F KI5 24F
fax el 35 41.82+15.50 80.38+11.95" 88.22+7.11° 93.58+3.73" 94.3424.34"
of B4 34 43.49+15.53 79.63£11.77 88.62+7.31° 92.39+7.24° 93.48+6.78

1l - -0.447 0.263 -0.230 0.862 0.629

P - 0.656 0.794 0.819 0.392 0.531

1 HARHTE, P <0.05
#*3 MAZKEARFHLESR
5 p— LA R SRR SR R JEEAN R
[#1(%) ] il [#1(%) ] i [#1(%) ] il
T 2H 36 23(63.89) 34 2(5.56) 2 7(19.44) 7
oyt 36 21(58.33) 34 2(5.56) 2 4(11.11) 6
X 18 - 0.234 - - - 0.966 -
PE - 0.629 - 1.000 - 0.326 -




HRF20224E 1 A48 134855 1] Orthopaedics, January 2022, Vol. 13, No. 1

U R, A4 U1 1 O JE A 17 ik, R
JE I 6 BV, VDR 2 iR, Sk BANTE 2 BT, D
R 2 IR, A AR & FBLER G 1 Bk, A s A 1 B, HE
Ji TR AR LR B 1 R . X IR LA 21 4]
AR KL 34 IS R =, A5 YT 1 e 55 T il
PR 1S WK, AR5 5200 S Bk, 00 JE A ik 2 451
W, BT & 2 0K, Sk # 2 I, B2 IR, R
W ASE 2 1R, A S #E FA RS B IF ST AL 191k, 45
R VIR, IREGIERGY 11K, 292 101, PRZDZ 1A
ANRFM AR I, 2R TgIHEE L (P> 0.05,
#3) . Hrh 5EAA A R34, gl Fxd g
A2, A Tese TR 25 5% (P> 0.05,%3) .

TR 7 1323 ™ AN R =, %o B 4451
TR AN B, e SRR IO G, )
ZER G FE L (P>0.05,%3),

ARJG v B E KA R4, A& R AT
(K1),

it

AUTAFA, Bt L il i A A AN T o XU
RSy e BB B 2 (0 R P A, T
N TRk E R b7 i A A A, [ Ak
20 it RS SR B T i PR IBUA- 5 [l B 07 it A
HHRATTRCR o Al RIS R R, i H]
PR Y R AR I ER AR S 1 ARBEC T Harris
PO REIAEN 90 73 LA L, AR A 00 IR ZH Il 7 20
R A Y I RYT A THA 1R SRR YT 2R I ¢
TP 9 EEAYT T B, HAR MBS 2
AR 5 I A B4 TUT7 A AL BT N B TS 2

«3]-

P

— THA AR )25

o [ g TR A AR T 4 Ry K e T A
AR R AR . HRTIGR_ LA R 2 A Al
P R AR, ST a0 s TR B AR A v d R e v, Bt
B R A B T A AL, T LASRAS AR 4 ) 3
FE . K Ue BUBAAE B B K U A 7 [, il i
T L N 78 B 7 A T, AR S5 245 B %)
SE o PR EUAAR 5 BIRERUS RLAFTF 4K, Hailer
SEO BRI K I AMEAR A J5 B RS A B b 22
5o WHRRI N TFA I KB ™ e
PATRE AR K ALRE B (9 A, 37 B8 - 7K e AL AR
A, DM AR S99 AT LAY 2l A R D AR o F
B, WTFIE SRR CH A R AU AR
N, HEAE (T FH A P 7R 1 A, AT LB el £ B
PRJE I RS ARG R T 2R R T
A=y s R BUAR

= AR T AR A

ARMIFFEA I 2 TR FH 1 [ 7 3 R DG 4 Ak 1y
JBE B A R4S F 48 FH TC20 (Ti-6A1-7Nb) B4, T 8 1
155 TCA ¥ BE (Ti-6A1-4V ) AL (V) IC K 1A I 5%
Wil B AP R JC ST i AR T T, 3 i R L 1)
[ 7 SRR TR EE . WA SR AL T R
GF BT G e, TR) T el T A R 8 s A T
JoE AT R 3 B SR 30, JO T Ak P A A B AT B
SR AT JiE ()2 18], 3R R 3831 R DA e KB B
BN o 20T T AR R A A v AR AR AP 3
T SR FH RS R s A AU TS, REAR - 1115
SR AN A BRI E . BT

1 ZIKHEARFEXLR  a R ZIE AT VR A AN X LT, R B BT B R E B AR 5 b X R
HZINEARG VAR A B HIEN XE T, Won i B R BEH 2B AT e



3.

iR IS A BT, T ARAR A I OB T ).
FER R AR R ), 5 R O HLL
HAG A PERERSAE , T M RE R A vy , A= AR
REDE R, TR AN E 22 R gl I RASCR AL 52
KM E B, REAE BRI S A KUBS:
I, IZOB RN TG RASR T H AT B - Ye it
N E4r N 4 BTN o i 1 v/ 1) | W B S 2}
K — B AR AR

= ARJE I RAE

(— )T R PERA S

AR B8 T B AL Bl 2 THA AR5 5 WL 0322 391 5 &
iE , AL S TR M EZIENAE, RGBS
HARBLHARAMER 2 , 185 A 5 WU A SR AR A
RA K AU, AR A = 2R g JURE
TR TP 23 | FEL AR AE SN, 8 Sis A A R ) 5 2 , T 5
AR A A L s A, S R AR TS TR P Bl Y 2
TR AR ARAEAR 1) 2SR
ISR A KEZ BT, IR T R A B e
X PR PR ), T AT B TR, A
WFFE R, W R 19152338 AR S A A 188 A B 8
KL, B THEFABME T ARG IKE RYF

(MR A el e

LA J&5 FELEE 4 (periprosthetic joint infection , PJT)
JE R E WO G f I R Z — , JEARIE IR
THA J B [ 1 A LR RN 190~2% 1 o X T
20 TR 1 7 A ) SRR R B R
I, ) PAZE IR R B RR OB W 81 AR5 25 T
TR TAE ZR T KIS, . SR, 2280 PILG ZECH Rk
Ger A, AR N BRI 00 il e — e sl —
WIEME . X T 0w E B AU A KRR
FAF BRI AT AR — M TR, LA
s NI T ARURECHR & o X T B AT S2 18 TE A 3L
o B AN WA O N, AR AR R ] R s TR
Aige KB 1132 E ARG 34 H HBLPIL,
BJa TR B+ E BB AR5 IKE R

(=) KA

ARG A WA THA 13T R AEZ —, J5 7 A
N R g PN DAC N EN Y2 N S =S ST
AN LK T A R T AL R AT RE R R
FHJ SMIA B, 48 52 55 9 A1 Fi el M e S mT ke
R EE A B T A AL
TR A T BOR 5 AL Y S R, A
PR A 7 5 SRy i T A0 S 45° RITI 15° 424, i i
AT 50~ 100 , A H R A 31 1 = A A e v 422

WRF20224E 1 A 138585 18 Orthopaedics, January 2022, Vol. 13, No. 1

HICRIBS 0 RO B 005, 330 o o 2
Ik TR PR B
fi ot S B AL, BB AN SO,
RATEHA BT 1) F A AR R
JBeR Sk, Al LABS A2 o e Sk A RS sl B, AN
Wi G E B, — R bl LRG0 AR
T PR B 5t S X SR T O A L L
(R i R =R A 171 B B =R AL e Wi =R VA
SRS R s 6 A ZE 3 H o A, 5
1 BRI R 2 )32 305 A BB, Az Je K
A IR o7, B2 3 S FL I 6 4, I B9 T
UL, DIREMR I R 4F

Pt ) A el -4

B J Bl B4 AT A LR A THA AR EOR S
SRR AT R SR TR S g
JRBA R B, LKA BB QR
AR Rl AT A R P 3R o AR B Sk i 2 e
B T EAY B I RE AR 2R i v Y 4
P TR B A B0, R R A A, Do
AP B TR KA AR 22 3 4 0k T
CARRIZE IR T T e e AR MO s,
(B Jo] Bl i e JBE A B (o7 A R A5 I
T AT AR AR B T RAR S
(BT [ 5 5 BT AL B B A A
il 2R R A 25 2 BB DR AL B 2, (B A 1T i 4
1A PR B B AT A 52 (5 A [0 5, (B HRARTRA Bl isf ]
R AP A AT B o

i b I 2 [ 7 A G (R A LT AL
A% S T 5 6 AL AT TR RE RO W R 7, 7T LA
ARSI DIRE . (0 H AU 2 4R R 1 kE
VIEE A A PR T 5 R4 A AT 155 ik — 2D Bl
W5

(R AP AR o e IS A bR
INFURIFAERIZS W B AT e 0 R A7 e AR T A
.

5 % x W

(U] 356, JEI A, T T i, 50T A ) & e DI BUIR 5 fa # 2
W[T]. hEETFAE S, 2019, 25(21): 21-23, 169.

(2] $h# e, FEIFUR, 58, 45, 2011 % 2019 4F p [ A T G T 5
e F ARG 5500 [T hAeg Rk, 2020, 4021):
1453-1460.

(3] o SCwy, AEAY R, AR, S5, BT A G BT A G 3y B i
ARG IR L)) AR RS IR RIESE, 2013, 10(3):
26-29.

(4] . N T AT B0 = B FH I R 2B LD ). I R



WEF20224E 1 HE 13855 18 Orthopaedics, January 2022, Vol. 13, No. 1

PR SR 2955, 2017, 4(93): 18310.

(5] BERAR, A7k, BRALIE, S5, RIEARHE AR T2 5615 B ik
BRIIG IR AT 1], ThoRESYT, 2016, 35(30): 51-52, 55.

[6] Hailer NP, Garellick G, Kérrholm J. Uncemented and cemented
primary total hip arthroplasty in the Swedish Hip Arthroplasty Reg-
ister[J]. Acta Orthop, 2010, 81(1): 34-41.

(7] BER AT, XN, A7, 25, N RIMBAAR BTG B AR IR T 2
SR BB AR B SR AT ()], B UIBERICE 0. 2016, 37(5):
67-70.

[8] Chandran P, Azzabi M, Andrews M, et al. Periprosthetic bone

[

remodeling after 12 years differs in cemented and uncemented hip
arthroplasties [J]. Clin Orthop Relat Res, 2012, 470(5): 1431 -
1435.

[9] Zhang Y, Xiu P, Jia Z, et al. Effect of vanadium released from micro-
arc oxidized porous Ti6Al4V on biocompatibility in orthopedic
applications [J]. Colloids Surf B Biointerfaces, 2018, 169: 366 -
374.

[10] Chen CC, Huang TH, Kao CT, et al. Characterization of func-
tionally graded hydroxyapatite/titanium composite coatings plasma-
sprayed on Ti alloys [J]. ] Biomed Mater Res B Appl Biomater,
2006, 78(1): 146-152.

[11] Guy S, Flecher X, Sharma A, et al. Highly crosslinked polyethyl-
ene can reduce wear rate in THA for high - demand patients: a
matched - paired controlled study [J]. J Arthroplasty, 2021, 36(9):
3226-3232.

[12] Goodman SB, Gallo J. Periprosthetic osteolysis: mechanisms, pre-
vention and treatment[ ] ]. J Clin Med, 2019, 8(12): 2091.

[13] Parvizi J, Suh DH, Jafari SM, et al. Aseptic loosening of total hip
arthroplasty: infection always should be ruled out[J]. Clin Orthop
Relat Res, 2011, 469(5): 1401-1405.

[14] Ahmed SS, Begum F, Kayani B, et al. Risk factors, diagnosis and
management of prosthetic joint infection after total hip arthroplasty [J ].
Expert Rev Med Devices, 2019, 16(12): 1063-1070.

«33.

[15] Parvizi J, Tan TL, Goswami K, et al. The 2018 Definition of Peri-
prosthetic Hip and Knee Infection: An Evidence-Based and Vali-
dated Criterial J]. J Arthroplasty, 2018, 33(5): 1309-1314.

[16] Rowan FE, Benjamin B, Pietrak JR, et al. Prevention of dislocation
after total hip arthroplasty[J]. ] Arthroplasty, 2018, 33(5): 1316-
1324.

[17] SBAR24E, Seumdx, 2472, 45, S5 AMUSE G H A0 S5 AMILA 2% 4
T B AR AL 2 ()], E #2019, 10(2): 101-
104.

[18] Sadhu A, Nam D, Coobs BR, et al. Acetabular component position
and the risk of dislocation following primary and revision total hip
arthroplasty: a matched Cohort Analysis[J]. J Arthroplasty, 2017,
32(3): 987-991.

[19] Lu Y, Xiao H, Xue F. Causes of and treatment options for disloca-
tion following total hip arthroplasty [J]. Exp Ther Med, 2019, 18
(3): 1715-1722.

[20] Ertas ES, Tokgszoglu AM. Dislocation after total hip arthroplasty:
does head size really matter?[ ] ]. Hip Int, 2021, 31(3): 320-327.

[21] Abdel MP, Cottino U, Mabry TM. Management of periprosthetic
femoral fractures following total hip arthroplasty: a review [J]. Int
Orthop, 2015, 39(10): 2005-2010.

[22] Cottino U, Dettoni F, Caputo G, et al. Incidence and pattern of peri-
prosthetic hip fractures around the stem in different stem geometry [ J ].
Int Orthop, 2020, 44(1): 53-59.

[23] Ohly NE, Whitehouse MR, Duncan CP. Periprosthetic femoral frac-
tures in total hip arthroplasty[J ]. Hip Int, 2014, 24(6): 556-567.

(ke F I : 2021-11-19)
(ARG - R

S A’

FERIE, IRARYL 55, 5. BB )G B A TN G

e i Bt L X HRAIF 5% (0], B B, 2022, 13(1): 28-33. DOI: 10.3969/j.

issn.1674-8573.2022.01.008.



