CHAPTER 4

RESULTS

From September 2001, 3 months after starting the study, the government started
the universal coverage policy (30-Baht project). This policy made the patients had to be
treated with their community hospitals. The amount of patients was much decrease from
f analysis. We planed to decrease the
& e decreased type 1 error by
decreased the p-value to ' |ffe|"nc ss rate that we thought clinical
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.\of celecoxib. She still

SAIDs allergy. She had skinrash and

pruritus after 12 d ﬁ pain and refused to

continue the study. On tient in st llow up although being

reminded by the mail. “Fherefore the total numbers in eacm group was nineteen.

regarding age, %x mitation” of ‘wrist otlon and occupation
as shown in table 1.
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Table 1: Demographic and baseline data of the patients. Values are number (%)

unless otherwise indicated.

Characteristics Steroid Group Celecoxib Group
(n=19) (n=19)
Age (mean £ S.D.) 43.2% 102 44176
Median (range) 40.5 (27-66) 45 (31-61)
Sex male ~‘:\\\" / 7(36.8%) 8 (42. 1%)
Female W 63.2%) 11 (57.9%
Affected dominant handj\ . 4 ‘f_@%) 14 (73.7%i
Heavy worker occupatM /] \ ‘ %) 9(47.4%)
Limitation of wrist motio ‘ : \ 1(6.3%)
Duration of symptom (manth) JEET 206+ 2.23
(mean = S.D.)
Initial pain score (mean 5.31 + 1.49
Pain pressure threshol 398+ 1.37
side (Kg./m?) (mean £ S.D.) "f‘_" —=
Grip strength of tr:?._laﬁectea':"éfggﬂ(kgj’ - 25.63 16.55

(mean = S.D.) 1%

4.2 The success rate at one-month follow up:

The suﬂs%tgta\%o&‘a ﬂl(ﬁ L?Niﬂt%iﬂgr pwas 895% (17 in
19 patients) , bLﬁ‘Iin celecoxib group was on‘l_y.10.5 % (2 int1)9 patients).This
diﬁeren@@s’t%iﬁﬁsﬂi@ﬂyﬁsﬁ%%%}%)@1 ﬁee table 2 for
details. The different of success rate between the two groups was 0.79and 95%
confident interval was 0.49 to 0.90. This different was also statistically significant.

According to intention to treat analysis and worst scenario, we categorized one
patient who dropped out in each group to failure. Sothe success rate in steroid group
was 85 % (17 in 20 patients) , and in celecoxib group was 10 % (2in 20 patients).

This difference was still statistical significant by Fisher's Exact test (p <0.001)
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Table 2 : Number of patient with success of treatment in both groups at 1,2 and 3
months

95% of
Result Steroid group (n=19) Celecoxib group (n=19) Difference
difference
Success at 1 month 17(89.5%) 2 (10.5%) 0.79 0.49 t0 0.90
Success at 2 months 18 (94.7%) 14 (73.7%) 0.21 -0.03 to 0.44
Success at 3 months 16 (84.2%) 13 (68.4%) 0.18 -0.11t0 0.40
4.3 Secondary outcomes \\ \ V////

sso‘nﬁ%hold and grip strength in both

4.3.1 Visual analog |n

groups at different time ‘-___.

T

Table 3 : Visual analog %) and grip strength (Kg.)

in both groups at different ti

Celecoxib group
0 ™ 2_"@-" '{1‘-;3}.{ 4 1™ 2M 3Mm
VAS 6.26(2.02) 084 (1. 3(1.50) | 147 284) (531(1.49) |4.53(2.55) [1.32(1.63) |1.74 (2.66)
Pain pressure |3.4(1.44)  |5.84(1.28) 45;@ 4791 13.98(1.37) [3.8(1.56) [5.18 (1.34) [4.92(1.15)
threshold e = 5
Grip strength [23.79(6.75) |28.71(7.36) 29.55 (8.05) [28.58 (8.48) ) 25.47 (7.63) [30.63 (7.46) [28.71 (5.74)
- —

The means and@aﬁ' , Pﬂ. and grip strength were

shown in table3. We corgpared the mean &’VAS between groups of treatment at

different times ﬂnueﬁlaq %ﬂ%ﬁj W%t’}ﬁ@ as the covariate.

After the assumﬁbns (normality, homoogenelty compound symmet ) were met, the

e T 1 A ) G 7

and treatment had interaction with VAS as shown in table 4
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Table 4: ANOVA table of VAS

ANOVA Table of VAS

Source df SS MS F p-value
Between subject
VASO 1 8.794 8.794 1.645 0.208
GRP 1 76.255 76.255 14.267 0.001
Subject within group 35| 187.066 5?45
Within Subject @J
TIME 2| 2686 1278 “0.269|  0.765
TIME * VASO | 6.992| 1478  0.236
TIME * GRP E8.794 8.170) 0.001
Error(TIME) i44.748

Then we analyzed'th ér(ir:llceﬁet'\';veen VAS of two treatment group at
different time using unpair, -test :t‘o sd{\h‘a which pairs was different. The VAS at
one month in steroid group as:' E)wer tha‘%"e%ecop(lb group (p<0.001). The mean
different was -3.68, 95% Cl of the ai#érent were ere -5.16 t0 -2.21

By comparing thf mean VAS of steroué ;ro:;p at dlfjerent time using repeated

—

ANOVA. We found t@ the VAS at 1,2 and 3 months were,,__dot statistically difference.

The same analysis was done for celecoxib group. The ,\Q\S at 1 month was more

than VAS at 2 months (p<@:001). The mean difference was 3.21, 95% Cl of the
difference were 1.31t0 5.1%. And_the VAS at 1 month, was qnore than VAS at 3
months (p=0.005). The mean difference was 2.79,.85% CI of the difference were 0.79
to 4.79.

We compared the mean of PPT between groups of treatment at different times
using repeated ANCOVA by the PPT at baseline as the covariate. After the
assumptions were met, the baseline PPT had interaction effect with the PPT at

different times. The time and treatment had interaction with PPT as shown in table 5.
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Table 5: ANOVA table of PPT

ANOVA Table of PPT
Source df SS MS F p-value
Between subject
PPT_O 1 30.730 30.730 11.833 0.002
GRP 1 24.391 24.391 9.392 0.004
Subject within group 35 90.895 25917
Within Subject f{”_ »
TIME 2 7.652| .3.826 : 4.059 0.021
TIME * PPT_0O - 4.284 | 2.142 2.273 0.111
TIME * GRP 3 /é§.267 T12.634 13403 0.000
Error(TIME) 0l # 66 9801, . 'n 943

Then we ana|yzed her dlfference between difference of PPT and PPT at

baseline of two treatment gr ups at dlfferem':* ime using unpaired t-test to solve
ol

'aad.-,

which pairs was different when adjusted thv‘—ﬁselme PPT. ThePPT at one month in

- __‘—-

steroid group was htgner than celecoxnb group (p<0. 001)f The mean difference was

2.6,95% Cl of the differght were 1.63 to 3.61. _L‘

By comparing the | mean PPT of steroid group at different time using repeated
ANOVA by the PPT at baséline. as the covariate.. ThePPT at 1 month was more than
PPT at 3 months (p<0.001). The mean difference’ was 1.05,195% Ci of the difference
were 0.20 to1f91. The same analysis was doneforscelecoxib group. The PPT at 1
month was lower than PPT at 2 months (p=0.009)..The mean difference was —1.38,
95% CI of the difference were -2.45 to -0.32.

We compared the mean of grip strength between groups of treatment at
different times using repeated ANCOVA by the grip strength at baseline as the

covariate. The compound symmetry assumption was not met. The values of grip

strength in different time were shown in table 3 and figure 2.
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Figure. 2 Comparative@ri th betw , and celecoxib group

In 17 patients of steroid g successful treatment in first month
follow up, 4 patients had recurre Recurrent rate was 4 in 17(23.5%)
Duration of pain free “symptoms in ster ‘ g_r_‘weeks But in 2 patients
in celecoxib group - SU onth follow up , no one
had recurrent of sym@)ms o) s@\ptoms in celecoxib group

was 8 weeks. g: was nét statistically signifieant difference by Log Rank test (p=0.47).
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The major adverse effects inf steroid group, was post injegtion pain ; severe
pain ina m%aoﬁmﬁmut%a@%&%a & all resolved
within 3 gays. The local skin atrophy was observed in two patients. In the celecoxib
group the Gl symptoms which were abdominal pain and dyspepsia were
comparable with the steroid group. There was no patient who had Gl bleeding.
Two patients had skin rash and pruritus, one had severe symptoms so that she

withdrew from the study. The overall side effects were shown in table 6.
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Table 6: Number of patients with adverse effects in both groups.

Adverse effects Steroid Group Celecoxib Group
(n =19) (%) (n = 20) (%)
Gl bleeding 0(0) 0(0)
Abdominal pain 1(5.3) 1(5)
Dyspepsia \ (10.5) 2(10)
Nausea and vomiting » ‘ \\ ',ﬁ ) 0(0

o, 00

)
)
Moderate | 5(26.3) 0(0)
)
)

Mile | “\H\\ 0(0
Local skin atrophy / -d'\ :‘:’1\\ ' ,
Skin rash and pruritus [ SN: ’\:’“\\
e N
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4.3.4 Amount of rescue used in"s \- group was 9.8 9.7 tablets

Post injection pain: severe

i ilzz:.' v

whereas in celecoxib group ~_,_'.~'{.,ﬂ ’ tablets. There was not statistical

1 p=0.785). The mean difference was

Sk

significant difference by unpa 3 t
10.95, 95%Cl of the diffefence were -7.9 5t0 6.05 which v ds not statistical significant.
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