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Article Review

Efficacy of JOINS on Cartilage Protection in Knee Osteoarthritis:
Prospective Randomized Controlled Trial

AT A GLANCE

| S
WS AT, R g WA un R

=l EE d3 o8 7 S8 HERHA

K

HE Ao HEAA 5 &, AT, A5
3} 5-9] v]okE %] 729} acetaminophen, NSAIDs,
ZEA 52 oF= A=7F QlTt

B

Aol oAl 5] W Bhe QAN A==
o] &3t ZTEHY 7= o] HFE FHolA

AREE| o] Yt} AT (SKI306X, SK Chemicals,
Seongnam, Korea) thiEZQl AdE ZHdd
AOFO 22 (Clematis mandshurica, Trichosanthes

kirilowii, Prunella vulgaris®] &3r&o] FAIE

Assessed for eligibility (91 patents)

€
9]
£
o
(=
]

Excluded (15 patients), Not meeting inclusion criteria (7 patients),

Randomized (n=76)

Refused to participate (8 patients)

I
Allocated to JOINS group (n=38)
« Received allocated intervention (n=38)
« Did not receive allocated intervention (n=0)
¥
Lost to follow—up (n=3)
Discontinued intervention (n=2)
« Lack of compliance (n=1)
« Protocol violation (n=1)

|

Analysed (n=33)
« Excluded from analysis (n=0)

M Follow—up Allocation

1
Allocated to Placebo group (n=38)
Received allocated intervention (n=38)
Did not receive allocated intervention (n=0)

v
Lost to follow—up (n=1)

Discontinued intervention (n=1)
« Lack of compliance (n=1)
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Analysed (n=36)
« Excluded from analysis (n=0)

2! 1. Flow diagram of the present study based on Consolidated Standards of Re—porting Trials (CONSORT)

guidelines,
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H 1. Comparison of Demographics and Clinical Status between Two Groups

Characteristic JIONS (n=33) Placebo (n=36) p—value
Gender 0.4312
Male 2 (6.06) 5 (13.89)
Female 31 (93.94) 31 (86.11)
Age (yr) 60.15+6.48 60.03+6.03 0.934°
Height (cm) 156.91+5.43 157.44+6.56 0.928”
Weight (kg) 63.12+9.84 63.42+7.80 0.888°
Body mass index (kg/m?) 25.55+3.08 25.58+2.74 0.961?
Duration of degenerative osteoarthritis (yr) 4.94+3.,00 4.33+3.22 0.207”
Kellgren—Lawrence grade 0.7219
Grade 2 17 (51.52) 17 (47.22)
Grade 3 16 (48.48) 19 (52.78)
Values are presented as mean(z)standard deviation or number (%).
dFisher exact test.
OStudent t—test.
9Pearson chi—square test.
X 2. Comparison of Cartilage Volume and Thickness between Two Groups at 1—Year Follow—up
) Volume (mm?) Thickness (mm)
Variable
JOINS Placebo P-value® JOINS Placebo P-value?
Femur
Baseline 5,590+1,227.80 5,355.09+733.25 0.518 1.10+0.13 1.06+0.11 0.178
1—year 4,503.90+1,128.83 4,297 +809.56 0.647 0.98+0.13 0.95+0.12 0.443
Difference —1186.86+542.08 —1,057.10+499.67 0.975 —0.11£0.06 —0.10£0.08 0.366
p—value® <0.001 <0.001 <0.001 <0.001
Medial tibia
Baseline 1,556.57+227.08 1,608.17+279.44 0.450 1.44+0.29 1.42+0.22 0.695
1—year 1,216.09+210.72 1,239.50+236.64 0.720 1.30+0.24 1.26+0.18 0.451
Difference —340.48+130.89 —368.68+184.98 0.486 —0.18+0.13 —0.15+0.11 0.506
p—value® <0.001 <0.001 <0.001 <0.001
Lateral tibia
Baseline 1,500.36+290.54 1,958.67+2,41266 0.261 1.45+0.28 1.39+0.27 0.402
1—year 1,191.90+214.08 1,220.34+230.54 0.665 1.27+0.21 1.26+0.26 0.940
Difference —308.46+130.89 —738.33+2,383.28 0.656 —0.18+0.13 —0.13£0.14 0.056
p—value® <0.001 <0.001 <0.001 <0.001
Patella
Baseline 1,835.58+392.57 1,854.35+313.32 0.852 1.85+0.32 1.77+0.36 0.353
1—year 1,387.40+298.37 1,407.50+249.55 0.767 1.63+0.25 1.56+0.31 0.284
Difference —448.18+267.83 —446.85+203.32 0.842 —0.22+0.16 —0.22+0.18 0.817
p—value® <0.001 <0.001 <0.001 <0.001

Values are presented as meanzstandard deviation.

aStudent t—test.
YPaired {—test.
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H 3. Comparison of Delayed Gadolinium—Enhanced
Magnetic Resonance Imaging of Cartilage Index
between Two Groups at 1—Year Follow—up

T1 mapping
Variable
JOINS Placebo  p-value?

Medial femur (msec)
Baseline 565.09+155.44 576.62+105.02 0.816
1—year 558.65+134.75 536.32+15885 0.691
Difference —6.44+93.95 —53.03+163.96 0.390
p—valug? 0.787 0.286

Medial tibia (msec)
Baseline 529.04+12543 477.37+11560 0.253
1—year 535.88+110.47 474.35+159.83 0.238
Difference 6.85+88.78 6.52+13463 0.993
p—value® 0.762 0.869

Lateral femur (msec)
Baseline 619.60+123.09 602.58+137.54 0.599
1—year 619.76+150.48 584.07+101.49 0.268
Difference 0.16+£116.73 —20.44+130.21 0504
p—valug? 0.993 0.373

Lateral tibia (msec)
Baseline 635.66+154.73 666.61+126.79 0.379
1—year 654.45+156.76 60391+14961 0.188
Difference 19.64+11433 —57.77+123.30
p—value® 0.346 0.011

Values are presented as mean=standard deviation.

aStudent t—test.
PPaired t—test.

H 4, Comparison of Subarticular Bone Marrow Abnor—
mality Scores for Entire Knee between Two Groups at
1=Year Follow—up

Variable JOINS Placebo p-value®
Baseline (point) 5.12+£258 4.18+2.29
1—year (point) 5.00%+2.73 4.47+284
Difference (point)  —0.12+0.74 0.29+1.29 0.1112
p—value® 0.353 0.193

Values are presented as mean=standard deviation.

@Student {—test.
YPaired {—test.
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H 5. Comparison of VAS Score and K-WOMAC Score between Two Groups at 1—Year Follow—up

. VAS K-WOMAC
Variable
JOINS Placebo P-value? JOINS Placebo p—value?
Baseline (point) 51.39+9.27 53.67+7.73 39.58+10.27 40.083+10.44 0.856
1—year (point) 25.39+12.06 40.82+20.65 24.15+7.51 31.85+12.90 0.004
Difference (point) —26.00+12.25 —12.47+£21.54 —15.42+7.73 —8.15+13.71 0.003
p—valueb) <0.001 0.001 <0.001 <0.001

Values are presented as mean=standard deviation.
VAS: visual analog scale, K-WOMAC: Western Western Ontario and McMaster Universities Osteoarthritis Index.

@Student {—test.
YPaired t—test.
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H 6. Safety Profile at 2—Year Follow—up

JOINS Placebo

Variable (n=38) (n=38) p—value
Adverse events 10(26.32) 12(31.58) 0.613?
Adverse drug reaction 3 (7.89) 1(2.63) 0.614Y
Serious adverse events 0 (0.00) 1(2.63) 1.000°
Adverse drug reaction details

Dyspepsia 2 (5.26) 0 (0.00)
Upper abdominal pain 1 (2.63) 0 (0.00)
Tongue edema 0 (0.00) 0 (0.00)
Pneumonia 0 (0.00) 1 (2.63)

@Pearson chi—square test.
YFisher exact test
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H 7. Comparison of Subarticular Bone Marrow Abno—
rmality Scores for Entire Knee between Two Groups
at 2—Year Follow—up

JOINS Placebo

Variable (n=21) (n=10) p—value
Baseline (point) 5.38+2.58 3.70+2.31
2—year (point) 5.05%+2.60 450+2.55
Difference (point) ~ —0.33+0.97  0.80+0.79 0.003?
p—value® 0.129 0.010

Values are presented as mean=standard deviation.
aStudent {—test.
PPaired {—test.
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