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Appendix A
MEDICATIONS RECORD
NO SEQ.
NAME SEX HN
Address phone
Birthday age [ food
Weight kg. Height inches) LBW kg. IBW kg.
BMI kg/m’
%IBW ﬁ
PI U HT of PU

L] hyperuricemia

L] stool occult blood positive

(Jpm U hemoptysis

[JcaDp _] confirm by endoscopy

[J others

= I/
Medications = /1
wash out LI [ —
previous LI N S
study ‘_yﬁh out wlvrom ;] = /I
THYTI WETTTd
D& Regimen ‘Duration Drug ) Regimen Duration

Concurrent’_ || Q f‘
Medications '

I

N

Note




LABORATORY RECORD

Test
Hgb gm%

visitl

visit2

visit3

visit4

visitS

visit6

Hct %

WBC

Plt

PMN

Eo

Baso

Lymph

Mono

BUN

Cr

Glu

Uric

Na

K

SBP

DBP

SGOT

SGPT

Weight

LBW

BSA

Pulse

Urine 24 hr.

output

Cr

Na

K

CrCl

Others
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Naranjo’s algorithm
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No...... Seq...... Visit no date...............

NAE csromsmmsmmesspmssssommumsesss s Es o L 1 [— 1157120811 7 LSRN
Onset of treatment: s «swssssmnsmssvssmsns DNNCRMAING AISEASE: vussvsmmmmansssmis sonwaminn wssvimenss

Questions No Do Not Know
Are there previous conclusive re . ' 0 0
reaction? N
Did the adverse event app -1 0
was adminstered?
Did the adverse reaction impr 0 0
discontinue?
Did the adverse reaction reappear wi =1 0
readministered?
Are there alternative causes (gthe the drug) thaf ; +2 0
could solely have caused -:ip.._"'"’A \:"
Did the reaction reappear wh pla ﬂ 1 +1 0
Was the drug detected in the bloo ( or other fluids) in a 0
concentration kno
Wasthereactlonr:%uuan\ﬂwsw EJ’]ﬂtj' 0
increased, or less severe when the dose was decfeased?
oy b o ward AN
similar drug in any previous exposure?
Was the adverse event confirmed by objective evidence? +1 0 0

The categories are defined as follows: definite (total score > 9 ), probable ( total score 5-8 ),

possible ( total score 1-4 ), doubtful ( total score < 0)
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1 2 3 4

Subject Age Sex Ht Wt LBW IBW BMIS BSA6 Sequence
number (cm) (kg) (kg) (kg) (W/htz) (mz)
1 76 M 167 74 5141 6564 2653  1.83 I
2 65 M 175 705 5297 73 2302 1.85 I
3 72 M 166 54 4451 6472 196  1.59 I
4 64 M 160 592 2676 1.7 I
5 65 F 2013 1.46 I
6 70 M 2311 176 I
7 67 F 2368 149 I
8 73 F 2831  1.57 I
9 65 1491 122 I
10 65 2553 172 I
11 67 2252 143 I
12 69 M 286 17 I
13 60 M 2464  1.62 I
14 79 F 2322 1.55 I
15 70 F 455 3082 1.6l I
16 83 444 1.62 I
17 68 M7 T Rioe Les I
18 62 F 191871 2319 1.53 I
19 67 F 152 55 3653 4732 2381 151 I
20 ﬂﬂ ‘o 5 »l 1.6 I
21 65 Q ﬂt’ ’Eﬂn EI jjﬂ EISA ‘n:i 1.54 I
22 62 M 173 97 5409 #570.84 2539 AJ1.91 I
» o) Vo) G Tsd Tl Vi) S Bl 5
u 1 6 M 162 60 4545  60.86 2324  1.64 I
25 61 F 160 59 4091 547 2285 1.6l il
26 65 F 160 71 446 547 2173 174 il
27 63 M 169 66.5  49.63 6748 2328  1.76 1
28 67 M 160 525 4198 592 2051  1.53 11
29 69 M 158 785 4983 5736 3145 18 it
30 62 F 149 505 3409 455 2297 143 it
31 68 F 141 375 2675 455 1886 121 il
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Sex  Ht wt  LBW IBW  BMI

6
BSA

Subject Age Sequence
number (cm) (kg) (kg) (kg) (w/htz) (m2)
32 75 F 154 53 36.77 49.18 22.35 1:5 I
33 61 M 170 74 52.43 68.4 25.61 1.85 II
34 69 7 F 151 44.5 33 46.42 19.52 1.37 I
35 67 M 171 66 50.14 69.32 22.57 1.77 I
36 64 F 156 93.5 49.58 51.02 38.42 1.92 I
37 61 M 164 62.88 28.81 1.84 I
38 70 M 68.4 22.15 1.74 I
39 64 M 29.58 1.9 I
40 70 B 27.25 1.54 II
41 60 M 29.03 1.88 Il
42 60 M 19.96 1.61 II
43 63 F 21.03 1.56 I
44 74 F 24.56 1.5 II
45 61 F 25.93 1.59 II
46 70 M 23.23 1.72 I
47 73 F 27.55 1.62 II
48 61 F 22.94 1.49 I

Mean + SD 66.88+13.95 M=26 159.2

(Range) (60-83)

l Ht = height (cm)

*wi= weight (kg)

LBw-mdyﬁm)g]’J W EWI?WEMT]‘?

= ideal body w

6.71+8.89 2434+3.87 1.63+0.17 Sequencel = 24

(14 91-38.42) (1.21-1.92) Sequence I1 =24

t (kg)

B“"Q‘W'Tﬁ\ﬂﬂ‘ifuu‘mwlﬁﬂﬁﬂ

BSA = b‘iy surface area (m
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Appendix D, : Laboratory data at baseline of all 24 patients in sequence I treatment group

T 2 3 3 5
Subject Cr BUN Uricacid  SGOT SGPT Sodium  Potassium CrCl

number  (mgdl) (mgd) (mgd)  (UL)  (UL)  (mmold) (mmoll) (mlmin/1.73m’)

1 1.3 1 47 19 17 146 3.9 55.55
2 T 25" 105 40 56 147 48 53.48
3 1 12 7.7 54 57 149 47 70.84
4 14 19 10.1° 44 146 49 60.22

5 0.9 18 144 43 56.69

6 0.9 14 37 91.01
7 0.8 43 70.55
8 0.7 4.1 76.52
9 L5 42 39.39
10 1.3 4.1 69.85
11 0.8 4.3 94.52
12 12 4.1 53

13 1.4 4.4 52.97
14 1.3 44 41.73
15 1 4.1 67.16
16 17 431 61.07
17 1.5 42 51.28
18 1.1 4.37 54.96
19 0.8 3.73 79.56
20 1.1 3.74 68.26
21 0.9 14.:‘ 2 4 65.01
: ummmwmm

23 142 3.94 55.62

62.92+13.74
(Range) 07-1.7) (925  (3.9-105)  (16-82) 9-57)  (140-149)  (3.749)  (39.39-94.52)
' Cr = serum creatinine (mg/dl) ¢ SGPT = serum glutamic pyruvic transaminase
* BUN = blood urea nitrogen (mg/d1) * CrCl = creatinine clearance (ml/min/1.73m’)

! SGOT = serum glutamic oxaloacetic transaminase ’ High level of laboratory data
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Appendix D, : Laboratory data at baseline of all 24 patients in sequence II treatment group

1 2 3 3 5
Subject Cr BUN Uricacid  SGOT SGPT Sodium  Potassium CrCl

number  (mg/dl)  (mg/dl)  (mgd)  (UL) (UL)  (mmoll) (mmoll) (mV/min/1.73m)

25 1 10 53 28 19 143 4 53.34
26 1.5 2’ B 27 17 143 38 47.51
27 1.4 23’ 43 21 9 143 5 44.78
28 12 19 4.1 29 143 43 50.37
29 16 2’ 66 147 45 41.71
30 1.1 10 145 44 45.83
31 0.8 141 49 62.05
32 0.9 143 4 87.15
33 13 4.1 69.94
34 0.9 43 70.16
35 1.4 42 53.33
36 0.9 42 69.52
37 1.4 4.6 60.63
38 12 4 63.29
39 15 427 59.01
40 0.9 3.6 59.81
41 1.1 4 87.14
4 0.9 4 99.49
43 1.1 4.39 59.51
44 1 423 64.08
45 15‘ 6.4 4.7 69.9
46 ﬂugfa wgniwﬂf}ﬂ 426 53.73
47 4.31 55.21
48 1.1 ss € , 143 373 4398

‘ V 62.16+14.14

(Range) q (0.8-1.6) (7-23) (4.1-13) (17-64) (7-67) (138-148) (3.6-5) (41.71-99.49)

' Cr = serum creatinine (mg/dl) ke SGPT = serum glutamic pyruvic transaminase
. BUN = blood urea nitrogen (mg/dl) i CrCl = creatinine clearance (ml/min/l.73m2)

? SGOT = serum glutamic oxaloacetic transaminase " High level of laboratory data
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Appendix H,: Chi-Square table for assessment the occurrence of edema in

all patients (N=48)
Drug Total
Naproxen Celecoxib
Edema Edema 7 3 10
No edema A 45 86

SO
Total I Yz , 96
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Appendix I,: Overall secondary outcomes in naproxen treatment group

Subject number Adverse drug reactions Total score The categories of ADR
3 echymosis ‘ 4 possible
5 rash 2 possible
6 dyspepsia 3 possible
7 headache 5 probable
10 abdominal pain possible
11 probable

probable

12 possible
13 probable
25 possible
probable

27 possible
28 possible
30 possible
31 probable
probable

33 probable
- . probable

35 abﬁu’nal pail e | probable
37 heai-bum probable
n N SN N s
abdominal pain pro able

QW’] am‘m UNNINYI &Y
42 dyspepsia 5 probable

45 abdominal pain 6 probable
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Appendix I,: Overall secondary outcomes in celecoxib treatment group

Subject number Adverse drug reactions Total score The categories of ADR
1 back pain 3 possible
2 dizziness 2 possible
9 diarrhea 5 probable
11 dizziness 3 possible
13 dyspepsia possible
14 dyspepsia possible

23 ‘ possible
24 possible
25 probable
possible
possible
28 possible
30 possible
probable
37 possible
possible
41 possible
43 possible

AU INENTNEINS
ARIANTUNNING 1Y
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Appendix I,: Chi-Square table for assessment the occurrence of secondary outcomes

in all patients (N=48)
Secondary outcomes Drug Total
Naproxen Celecoxib
Abdominal pain Abdominal pain 74 1 8

No abdominal pain 41 47 88

48 96
Dyspepsia 3 9
45 87
48 96
Heart burn 0 6
= & 48 90
g 715 e
Diarrhea Diarrhe o ?;. j;’: s 4 3 4
i - %
48 96
Headache 1 2
47 94
48 96

Dizziness

No back pain 48 46 94

Total 48 48 96
Rash Rash 2 1 3

No rash 46 47 93

Total 48 48 96
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Secondary outcomes Drug Total

Naproxen Celecoxib

Ecchymosis Ecchymosis 1 1 2
No ecchymosis 47 47 94
Total 48 48 96
Shortness of breath ~ Shortness of breath 1 1 2
No shortness of breath 47 47 _ 94
Total W\ " | 48 48 96
Decreased in Het ~ Decreased He :\:: i / 13 7 20

No decreased Het= 5% e ——{ 41 76

Total //mm\\ 48 96

Decreased in Hgb / ] \\‘N 0 2
A/ — N 4% =

Total II \\\\ 48 96

ﬂ‘iJEl’WlEWlﬁWEﬂﬂ‘i
qma\mmumfmmaa
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