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Webtable 1 - Details of trialsinvolving a randomised comparison of a coxib (X) versus placebo (Y)

No. of patients Person years
Method of blinding
Indication Data Allocation of investigators

Trial name Ref.  for treatment type Design concealment and patients Regimen, mg per day X Y X Y
Celecoxib versus placebo
800 mg daily
Kvale 2006 wl HIV T P Unknown Open C 800 13 14 3 3
Pfizer Dirix 2008 w2 Breast cancer T P Unknown Double C 800 55 56 76 77
APC w3 Colorectal polyps | P Other Double C 800 671 679 1544 1557
Cudkowitz 2006 w4 Amylotrophic lateral sclerosis | P Pharmacy Double C 800 201 929 168 84
Falandry 2008 w5 Breast cancer | P Closed list Double C 800 74 83 94 104
Pfizer 1Q4-96-02-001 w6 Familial adenomatous polyposis | P Unknown Double C 800 32 17 15 8
Pfizer N49-96-02-012 w7 Rheumatoid arthritis | P Unknown Double C 800 82 85 6 5
Pfizer N49-96-02-022 w8 Rheumatoid arthritis | P Other Double C 800 218 231 37 31
Pfizer N49-96-02-023 - Rheumatoid arthritis | P Unknown Double C 800 217 221 36 25
Pfizer N49-96-02-047 - Osteoarthritis | P Unknown Double C 800 9 101 7 6
Pfizer NQ5-98-02-005 - Alzheimer's disease | P Unknown Unknown C 800 11 5 1 0
03T-459 - Schizophrenia T P Unknown Double C 800 46 44 11 10
Antonarakis 2009 w9 Prostate cancer T P Other Double C 800 32 32 4 4
NCI-02-C-0194 - Colorectal polyps T P Other Double C 800 4 4 2 2
Kim 2010 w10  Cancer prevention T C Pharmacy Double C 800 103 101 26 25
Pfizer COXAON-0509-125 wll  Prostate cancer T C Other Double C 800 38 40 17 18
Pfizer Jnee 2004 wl2  Alzheimer's disease T P Unknown Double C 800 5 5 0.4 0.4
98-C-0087 - Colorectal polyps U P Unknown Double C 800 13 14 13 14
Pfizer 0509-092 w13  Lung cancer U P Unknown Double C 800 21 20 42 40
Celecoxib versus placebo
400 mg daily
ADAPT w14  Alzheimer's disease | P Onsite computer Double C 400 726 1083 2102 3099
APC w3 Colorectal polyps | P Other Double C 400 685 679 1581 1557
Bresee 2006 w15  Schizophrenia | P Pharmacy Double C 400 20 17 4 2
CDME w16  Macular oedema | P Unknown Unknown C 400 39 47 45 56
COREA-TAXUS w17  Coronary angioplasty | P Closed list Open C 400 130 137 64 67
GSK CXA20006 - Rheumatoid arthritis | P Other Double C 400 132 132 16 14
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double C 400 379 379 84 79
MK 065 wl8  Osteoarthritis | P Other Double C 400 107 111 25 25
MK 905 w19  Healthy volunteer | P Unknown Double C 400 17 16 2 2
Novartis 114 - Rheumatoid arthritis | P Unknown Unknown C 400 302 309 64 59
Pfizer A3191174 w20  Back pain | P Unknown Double C 400 411 412 54 54
Pfizer COXA-0508-269 - Back pain | P Unknown Double C 400 264 264 48 44
Pfizer EQ5-98-02-002 - Alzheimer's disease | P Other Double C 400 23 13 24 12
Pfizer 1Q5-97-02-001 w21  Alzheimer's disease | P Other Double C 400 285 140 248 120
Pfizer N49-01-02-193 w22  Ankylosing spondylitis | P Unknown Double C 400 161 156 30 21
Pfizer N49-01-02-202 w23 Psoriatic arthritis | P Other Double C 400 201 194 39 31
Pfizer N49-96-02-012 w7 Rheumatoid arthritis | P Unknown Double C 400 82 85 6 5
Pfizer N49-96-02-020 w24 Osteoarthritis | P Other Double C 400 222 220 39 30
Pfizer N49-96-02-021 w25 Osteoarthritis | P Unknown Double C 400 237 247 43 36
Pfizer N49-96-02-022 w8 Rheumatoid arthritis | P Other Double C 400 235 231 43 31
Pfizer N49-96-02-023 - Rheumatoid arthritis | P Unknown Double C 400 219 221 36 25
Pfizer N49-96-02-054 w26  Osteoarthritis | P Other Double C 400 213 218 34 26
Pfizer NQ5-98-02-005 - Alzheimer's disease | P Unknown Unknown C 400 5 5 0 0
preSAP w27  Colorecta polyps | P IVRS Double C 400 933 628 2329 1570
Farley 2006 w28  Cervical intraepithelial neoplasia T P Onsite computer Double C 400 12 13 6 6
Muller 2002 w29  Schizophrenia T P Sealed envelopes Double C 400 25 25 2 2
Muller 2006 w30  Major depression T P Sealed envelopes Double C 400 20 20 2 2
NCI-P01-0190 - Basal cell carcinoma T P Unknown Double C 400 30 30 60 60
NO1-CN-25140 - Cancer prevention T P Other Double C 400 10 12 5 6
NO1-CN-85183-Step 2 - Cancer prevention T P Unknown Double C 400 122 118 91 88
NO1-CN-85186 - Cancer prevention T P Unknown Double C 400 76 70 76 70
NO1-RC-91019 w31l  Cancer prevention T F Other Double C 400 180 180 148 148
Palmer 2003 w32  Hypertension T P Unknown Double C 400 97 9% 7 7
U19-CA-81888-UV - Cancer prevention T P Unknown Double C 400 10 10 3 3
Adegbehingbe 2008 w33 Osteoarthritis T P Onsite computer Double C 400 21 21 2 2
Akhondzadeh 2007 w34 Schizophrenia T P Unknown Double C 400 30 30 5 5
Feng 2008 w35  Gastrointestina dysplasia T P Onsite computer Double C 400 511 513 1019 1022
Nery 2008 w36  Bipolar disorder T P Pharmacy Double C 400 17 15 2 2
Pfizer A3191105 w37 Schizophrenia T P Unknown Double C 400 138 132 29 28
Pfizer Jnee 2004 w12  Alzheimer's disease T P Unknown Double C 400 5 5 0.4 0.4
Pfizer N49-01-02-200 w38  Osteopenia T F Unknown Double C 400 31 27 7 6
Pfizer NQ4-00-02-011 w39  Ora premalignant lesion T P Other Double C 400 15 18 3 4
Pfizer NQ4-99-02-007 w40  Barrett's oesophagus T P Onsite computer Double C 400 49 51 45 47
Pfizer White 2002 w41l Hypertension T P Unknown Double C 400 91 87 7 7
Reid 2005 w42 Cocaine dependence T P Unknown Single C 400 10 13 2 2
98-C-0087 - Colorectal polyps U P Unknown Double C 400 12 14 12 14
Celecoxib versus placebo
200 mg daily
GSK CXA20005 w43 Osteoarthritis | P Other Double C 200 111 107 14 13
GSK CXA30007 w43 Osteoarthritis | P IVRS Double C 200 190 189 43 42
Kohne 2008 w44 Metastatic cancer | F Other Double C 200 42 43 32 31
MK 076 w45 Osteoarthritis | B Unknown Double C 200 241 127 50 24
MK 077 w45 Osteoarthritis | B Other Double C 200 247 117 53 20
MK 112 w46 Osteoarthritis | P Unknown Double C 200 456 150 64 18
MK 116 w46 Osteoarthritis | P Unknown Double C 200 460 151 66 18
MK 219 w47 Osteoarthritis | P Other Double C 200 157 78 17 8
MK 220 w48 Osteoarthritis | P Unknown Double C 200 169 85 24 1
Novartis 109 w49 Osteoarthritis | P Unknown Double C 200 444 231 9% 46
Novartis 112E w50  Osteoarthritis | B Unknown Double C 200 481 243 122 55
Novartis 2367 w51  Osteoarthritis | P Other Double C 200 419 416 127 119
Novartis 360E w52  Osteoarthritis | B Other Double C 200 393 382 86 73
Novartis 361E w53 Osteoarthritis | B Other Double C 200 420 424 111 9%
Pfizer 635-1FL-0508-003 w54 Osteoarthritis | P Other Double C 200 189 98 19 8
Pfizer A3191051 w55 Osteoarthritis | P Unknown Double C 200 126 67 13 6
Pfizer A3191052 - Osteoarthritis | P Unknown Double C 200 145 76 14 8
Pfizer A3191053 w56  Osteoarthritis | P Unknown Double C 200 126 62 12 6
Pfizer A3191062 w57 Osteoarthritis | P Unknown Double C 200 153 kel 16 7
Pfizer A3191063 - Osteoarthritis | P Unknown Double C 200 163 73 16 7
Pfizer A3191069 w58  Osteoarthritis | P Unknown Double C 200 188 189 19 17
Pfizer A3191075 (PACES-a) w59  Osteoarthritis | B Other Double C 200 181 172 20 17
Pfizer A3191075 (PACES-a) w59  Osteoarthritis | E Other Double C 200 86 43 9 5
Pfizer A3191082 w60  Osteoarthritis | P Unknown Double C 200 195 191 20 18
Pfizer A3191101 (PACES-b) w59  Osteoarthritis | B Other Double C 200 189 182 19 15
Pfizer A3191101 (PACES-b) w59  Osteoarthritis | E Other Double C 200 96 41 10 4
Pfizer COXA-0508-244 - Back pain | P Unknown Double C 200 183 177 37 32
Pfizer COXA-0508-245 - Back pain | P Unknown Double C 200 183 191 33 32
Pfizer COXA-0508-269 - Back pain | P Unknown Double C 200 262 264 47 44
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Webtable 1 - Details of trialsinvolving a randomised comparison of a coxib (X) versus placebo (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators
Trial name Ref.  for treatment type Design concealment and patients Regimen, mg per day X Y X Y
Pfizer F49-98-02-137 w6l  Ankylosing spondylitis ] P Unknown Double C 200 80 76 7 6
Pfizer 1Q4-96-02-001 w6 Familial adenomatous polyposis | P Unknown Double C 200 34 17 16 8
Pfizer J49-01-02-216 - Osteoarthritis | P Unknown Double C 200 382 192 27 14
Pfizer N49-01-02-193 w22  Ankylosing spondylitis | P Unknown Double C 200 137 156 26 21
Pfizer N49-01-02-202 w23 Psoriatic arthritis | P Other Double C 200 214 194 41 31
Pfizer N49-96-02-020 w24 Osteoarthritis | P Other Double C 200 217 220 35 30
Pfizer N49-96-02-021 w25 Osteoarthritis | P Unknown Double C 200 240 247 a4 36
Pfizer N49-96-02-022 w8 Rheumatoid arthritis | P Other Double C 200 240 231 42 31
Pfizer N49-96-02-023 - Rheumatoid arthritis | P Unknown Double C 200 228 221 35 25
Pfizer N49-96-02-047 - Osteoarthritis | P Unknown Double C 200 101 101 7 6
Pfizer N49-96-02-054 w26  Osteoarthritis | P Other Double C 200 207 218 33 26
Pfizer N49-96-02-060 w62  Osteoarthritis | P Unknown Double C 200 454 232 47 20
Pfizer N49-98-02-087 w63  Osteoarthritis | P Unknown Double C 200 474 244 47 21
Pfizer N49-98-02-118 w64  Osteoarthritis | P Unknown Double C 200 201 200 20 17
Pfizer N49-99-02-152 w65  Osteoarthritis | P Other Double C 200 63 60 6 6
GAIT w66  Osteoarthritis T P Other Double C 200 318 313 146 144
Gonzalez-Ortiz 2005 w67  Obesity T P Sealed envelopes Double C 200 6 6 05 05
Yen 2008 w68  Chronic periodontitis T P Pharmacy Double C 200 66 65 33 32
Donley 2007 w69  Plantar fasciitis T P Unknown Double C 200 12 17 1 1
Lionberger 2005 w70  Osteoarthritis T P Pharmacy Double C 200 24 25 3 3
Pfizer A3191068 w71 Osteoarthritis T P Unknown Double C 200 17 6 34 12
Pfizer A3191225 w72 Kneearthroplasty T P Other Double C 200 11 11 2 2
Pfizer NQ4-00-02-011 w39  Ora premalignant lesion T P Other Double C 200 17 18 4 4
Small 2008 w73 Agerelated memory loss T P Pharmacy Double C 200 36 36 54 54
Ta2004 w74 Temporomandibular joint pain T P Pharmacy Double C 200 24 22 3 3
BO2.CT3.021.TRA.PO3 - Osteoarthritis U P Unknown Double C 200 - - - -
MK 2007_636 - OA/RA U P Unknown Double C 200 - - - -
Pfizer A9011030 - Osteoarthritis U P Unknown Double C 200 - - - -
Sinsakul 2007 w75  Diabetic kidney disease U C Unknown Double C 200 12 12 1 1
Celecoxib versus placebo
100 mg daily
Pfizer N49-96-02-020 w24 Osteoarthritis | P Other Double C 100 218 220 35 30
Pfizer N49-96-02-021 w25 Osteoarthritis | P Unknown Double C 100 258 247 46 36
Pfizer N49-96-02-054 w26  Osteoarthritis | P Other Double C 100 216 218 33 26
Pfizer NQ5-98-02-005 - Alzheimer's disease | P Unknown Unknown C 100 5 5 0 0
Falahatkar 2008 W76  Benign prostatic hyperplasia T P Other Double C 100 40 40 3 3
Pfizer Jnee 2004 w12  Alzheimer's disease T P Unknown Double C 100 5 5 0.4 0.4
Rother 2007 w77  Osteoarthritis T P Pharmacy Double C 100 132 127 15 15
Celecoxib versus placebo
80 mg daily
Pfizer N49-96-02-012 w7 Rheumatoid arthritis | P Unknown Double c80 81 85 5 5
Celecoxib versus placebo
50 mg daily
Pfizer N49-96-02-047 - Osteoarthritis | P Unknown Double C50 101 101 7 6
Celecoxib (unknown dose) versus
placebo
PN 400-307 - Osteoarthritis U P Unknown Double Unknown dose - - - -
PN 400-309 - Osteoarthritis U P Unknown Double Unknown dose - - - -
SWOG-S0300 - Breast cancer U P Unknown Double Unknown dose - - - -
Etoricoxib versus placebo
120 mg daily
MK 010 w78  Rheumatoid arthritis | B Unknown Double E120 119 123 18 21
MK 026 w79  OA/RA | P Pharmacy Double E 120 251 247 60 60
MK 027 w79  Healthy volunteer | P Pharmacy Double E 120 23 21 3 2
MK 029 Etor w80  Osteoarthritis | P Unknown Double E120 221 233 54 58
MK 032 w81  Ankylosing spondylitis | B Onsite computer Double E 120 92 93 10 8
Etoricoxib versus placebo
90 mg daily
MK 007 w82  Osteoarthritis | B Pharmacy Double E 90 112 60 14 7
MK 010 w78  Rheumatoid arthritis | B Unknown Double E90 134 123 21 21
MK 024 w83  Rheumatoid arthritis | B Unknown Double E90 323 323 63 45
MK 025 w84  Rheumatoid arthritis | B Other Double E90 353 357 75 66
MK 032 w81  Ankylosing spondylitis | B Onsite computer Double E 90 103 93 11 8
MK 036 w85  Haemophilic arthropathy | B Other Double E 90 46 45 5 4
MK 041 w86  Back pain | P Onsite computer Double E 90 106 110 26 25
MK 042 w87  Back pain | P Other Double E 90 107 109 24 24
MK 065 wl8  Osteoarthritis | P Other Double E90 108 111 26 25
MK 086 - Rheumatoid arthritis | B Unknown Double E90 155 161 27 20
Ghosh 2007 w88  Osteoarthritis T P Unknown Double E90 195 195 15 15
Etoricoxib versus placebo
60 mg daily
MK 007 w82  Osteoarthritis | B Pharmacy Double E 60 112 60 13 7
MK 010 w78  Rheumatoid arthritis | B Unknown Double E 60 126 123 22 21
MK 018 w89  Osteoarthritis | B Other Double E 60 222 56 49 1
MK 019 w90  Osteoarthritis | B Other Double E 60 224 56 51 12
MK 041 w86  Back pain | P Onsite computer Double E 60 109 110 26 25
MK 042 w87  Back pain | P Other Double E 60 103 109 24 24
MK 086 - Rheumatoid arthritis | B Unknown Double E 60 140 161 21 20
El Miedany 2006 w9l  Inflanmatory bowel disease T P Pharmacy Double E 60 82 7 19 18
Etoricoxib versus placebo
30 mg daily
MK 007 w82  Osteoarthritis | B Pharmacy Double E 30 102 60 12 7
MK 071 w92  Osteoarthritis | P Pharmacy Double E 30 214 104 54 21
MK 073 w93  Osteoarthritis | P Other Double E30 224 111 55 25
MK 076 w45 Osteoarthritis | B Unknown Double E30 231 127 50 24
MK 077 w45 Osteoarthritis | B Other Double E30 244 117 53 20
MK 086 - Rheumatoid arthritis | B Unknown Double E30 151 161 23 20
Etoricoxib versus placebo
10 mg daily
MK 007 w82  Osteoarthritis | B Pharmacy Double E 10 114 60 14 7
MK 010 w78  Rheumatoid arthritis | B Unknown Double E10 78 123 14 21
MK 086 - Rheumatoid arthritis | B Unknown Double E10 154 161 22 20

Etoricoxib versus placebo
5 mg daily
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Webtable 1 - Details of trialsinvolving a randomised comparison of a coxib (X) versus placebo (Y)

Method of blinding

No. of patients Person years

Indication Data Allocation of investigators
Trial name Ref.  for treatment type Design concealment and patients Regimen, mg per day X Y X Y
MK 007 w82  Osteoarthritis ] B Pharmacy Double ES5 117 60 14 7
Lumiracoxib versus placebo
400 mg daily
Novartis 104 w94  Osteoarthritis | P Unknown Double L 400 198 97 15 7
Novartis 105 w95  Rheumatoid arthritis | P Unknown Double L 400 181 9 13 7
Novartis 109 w49 Osteoarthritis | P Unknown Double L 400 463 231 101 46
Novartis 111 w96  Rheumatoid arthritis | P Unknown Double L 400 281 284 109 9%
Novartis 112E w50  Osteoarthritis | B Unknown Double L 400 491 243 125 55
Novartis 114 - Rheumatoid arthritis | P Unknown Unknown L 400 313 309 63 59
Novartis 128 w97  Osteoarthritis | P Unknown Double L 400 205 204 45 41
Novartis 2319 w98  Osteoarthritis | P Unknown Double L 400 193 196 15 15
Lumiracoxib versus placebo
200 mg daily
Novartis 104 w94  Osteoarthritis | P Unknown Double L 200 9% 97 7 7
Novartis 105 w95  Rheumatoid arthritis | P Unknown Double L 200 97 9 7 7
Novartis 109 w49 Osteoarthritis | P Unknown Double L 200 462 231 100 46
Novartis 111 w96  Rheumatoid arthritis | P Unknown Double L 200 280 284 111 9%
Novartis 112E w50  Osteoarthritis | B Unknown Double L 200 487 243 125 55
Novartis 114 - Rheumatoid arthritis | P Unknown Unknown L 200 315 309 63 59
Novartis 2319 w98  Osteoarthritis | P Unknown Double L 200 205 196 16 15
Novartis 335E w99  Rheumatoid arthritis | B Unknown Double L 200 458 465 103 80
Lumiracoxib versus placebo
100 mg daily
Novartis 104 w94  Osteoarthritis | P Unknown Double L 100 98 97 7 7
Novartis 105 w95  Rheumatoid arthritis | P Unknown Double L 100 102 9 7 7
Novartis 2316 w100 Osteoarthritis | P Unknown Double L 100 122 122 9 9
Novartis 2367 w51  Osteoarthritis | P Other Double L 100 427 416 129 119
Novartis 360E w52  Osteoarthritis | B Other Double L 100 776 382 185 73
Novartis 361E w53 Osteoarthritis | B Other Double L 100 840 424 227 9%
Novartis A2475 - Osteoarthritis U P Unknown Double L 100 - - - -
Rofecoxib versus placebo
175 mg daily
MK 017 - Rheumatoid arthritis | B Unknown Unknown R175 28 68 4 7
Rofecoxib versus placebo
125 mg daily
MK 010 w101 Osteoarthritis | P Other Double R125 74 2 10 8
MK 017 - Rheumatoid arthritis | B Unknown Unknown R125 41 68 5 7
Rofecoxib versus placebo
100 mg daily
Treiber 2006 w102  Hepatocellular cancer U P Unknown Open R 100 32 39 16 19
MK 905 w19  Healthy volunteer | P Unknown Double R 100 17 16 2 2
Rofecoxib versus placebo
50 mg daily
Kvale 2006 wl HIV T P Unknown Open R50 12 14 3 3
MK 029 Rof w103 Osteoarthritis | B Unknown Double R50 97 145 1 16
MK 044 w104 Osteoarthritis | P Sealed envelopes Double R50 186 177 74 52
MK 045 w105 Osteoarthritis | P Unknown Double R50 193 194 76 61
MK 050 w106 Healthy volunteer | P Other Double R50 19 17 2 2
MK 068 w107  Rheumatoid arthritis | B Other Double R50 161 168 23 24
MK 097 w108 Rheumatoid arthritis | B Other Double R50 297 299 63 59
MK 098 w109 Rheumatoid arthritis | P Other Double R50 45 48 1 12
MK 103 w109 Rheumatoid arthritis | P Unknown Double R50 174 173 43 a4
MK 118 w110 Prostatitis | P Onsite computer Double R50 49 59 7 9
MK 120 w11l Back pain | P Pharmacy Double R50 126 128 14 14
MK 121 w11l Back pain | P Pharmacy Double R50 103 100 12 11
Tikiz 2005 w112 Coronary artery disease (IHD) U P Unknown Single R50 12 10 1 1
Rofecoxib versus placebo
42 mg daily
MK 2007_636 - OA/RA U P Unknown Double R42 - - - -
Rofecoxib versus placebo
25 mg daily
Di Silverio 2005 w113 Benign prostatic hyperplasia T P Unknown Open R25 23 23 11 11
Aisen 2003 w114  Alzheimer's disease | P Other Double R25 122 111 129 118
MK 010 w101 Osteoarthritis | P Other Double R25 73 2 1 8
MK 029 Rof w103 Osteoarthritis | B Unknown Double R25 137 145 16 16
MK 033 w115  Osteoarthritis | P Other Double R25 227 69 33 9
MK 040 w116 Osteoarthritis | P Other Double R25 242 74 35 10
MK 044 w104 Osteoarthritis | P Sealed envelopes Double R25 195 177 79 52
MK 045 w105 Osteoarthritis | P Unknown Double R25 195 194 80 61
MK 050 w106 Healthy volunteer | P Other Double R25 18 17 2 2
MK 058 w117  Osteoarthritis | B Other Double R25 56 52 7 6
MK 068 w107  Rheumatoid arthritis | B Other Double R25 171 168 26 24
MK 078 w118 Alzheimer's disease | P Onsite computer Double R25 725 732 1399 1581
MK 083 w119 Osteoarthritis | B Unknown Double R25 98 100 21 21
MK 091 w120 Alzheimer's disease | B Other Double R25 346 346 286 301
MK 091 w120 Alzheimer's disease | E Other Double R25 25 206 7 55
MK 096 wi21 Rheumatoid arthritis | B Unknown Double R25 311 301 64 56
MK 097 w108 Rheumatoid arthritis | B Other Double R25 315 299 68 59
MK 112 w46 Osteoarthritis | P Unknown Double R25 459 150 66 18
MK 116 w46 Osteoarthritis | P Unknown Double R25 471 151 68 18
MK 118 w110 Prostatitis | P Onsite computer Double R25 53 59 8 9
MK 120 w11l Back pain | P Pharmacy Double R25 126 128 14 14
MK 121 w11l Back pain | P Pharmacy Double R25 107 100 12 11
MK 122 (APPROVe) w122  Colorecta polyps | P Other Double R25 1287 1300 4572 4623
MK 125 w123 Migraine | P Other Double R25 91 84 22 20
MK 126 w124  Alzheimer's disease | B Unknown Double R25 382 376 194 197
MK 129 - Familial adenomatous polyposis | P Unknown Double R25 8 9 3 4
MK 136 (ASA) w125 Osteoarthritis | P Other Double R25 399 406 94 100
MK 201 (VIP) w126 Prostate cancer | P Other Unknown R25 2369 2372 1224 1224
Novartis 128 w97  Osteoarthritis | P Unknown Double R25 102 204 23 41
Pfizer 635-IFL-0508-003 w54 Osteoarthritis | P Other Double R25 190 98 20 8
Pfizer N49-99-02-152 w65  Osteoarthritis | P Other Double R25 59 60 6 6
VICTOR w127  Colorecta cancer | P Telephone Double R25 1217 1217 2948 2930
MK 054 - Hypertension T P Unknown Unknown R25 38 38 3 3
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Webtable 1 - Details of trialsinvolving a randomised comparison of a coxib (X) versus placebo (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators
Trial name Ref.  for treatment type Design concealment and patients Regimen, mg per day X Y X Y
Banovac 2004 w128  Spinal cord injury T P Unknown Double R25 37 39 3 3
Bogaty 2004 w129 Coronary artery disease (IHD) T P Unknown Double R25 18 17 9 8
Cobellis 2004 w130 Endometriosis T P Unknown Double R25 16 12 8 6
Hefler 2008 w131 Cervical intraepithelial neoplasia T P Closed list Double R25 8 8 4 4
Higuchi 2003 w132  Familial adenomatous polyposis T P Unknown Double R25 12 9 7
Karlsson 2009 wi33 OA/RA T P Other Double R25 115 80 13 9
Leung 2006 w134  Gastrointestina dysplasia T P Sealed envelopes Double R25 107 106 213 211
MK 301-0 X1 w135  Osteoarthritis T B Unknown Double R25 97 95 1 1
Monakier 2004 w136 Acute coronary syndrome T P Pharmacy Double R25 18 16 4 4
Pfizer 872-1FL-0513-004 wi37 OA/RA T P Unknown Double R25 225 113 26 13
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double R25 104 107 12 12
Title 2003 w139 Coronary artery disease (IHD) T P Sealed envelopes Double R25 30 30 5 5
Tikiz 2005 w112 Coronary artery disease (IHD) U P Unknown Single R25 12 10 1 1
Rofecoxib versus placebo
21 mg daily
MK 2007_636 - OA/RA U P Unknown Double R21 - - - -
Rofecoxib versus placebo
12.5 mg daily
Kuklinska 2005 w140 Acute coronary syndrome U P Unknown Unknown R125 15 14 1 1
MK 029 Rof w103 Osteoarthritis | B Unknown Double R125 144 145 17 16
MK 033 w115 Osteoarthritis | P Other Double R125 219 69 32 9
MK 040 w116 Osteoarthritis | P Other Double R125 244 74 36 10
MK 058 w117  Osteoarthritis | B Other Double R125 118 52 14 6
MK 085 wl4l Osteoarthritis | P Other Double R125 424 208 60 27
MK 090 wi142  Osteoarthritis | P Other Double R125 390 196 55 26
MK 096 wi21 Rheumatoid arthritis | B Unknown Double R125 148 301 29 56
MK 112 w46 Osteoarthritis | P Unknown Double R125 456 150 65 18
MK 219 w47 Osteoarthritis | P Other Double R125 160 78 17 8
MK 220 w48  Osteoarthritis | P Unknown Double R125 159 85 23 1
MK 301-0 X1 w135  Osteoarthritis T B Unknown Double R125 920 95 10 1
Rofecoxib versus placebo
5 mg daily
MK 029 Rof w103 Osteoarthritis | B Unknown Double RS 149 145 17 16
MK 068 w107  Rheumatoid arthritis | B Other Double RS 158 168 23 24
Tiracoxib versus placebo
200 mg daily
lwama 2006 w143  Familial adenomatous polyposis T P Sealed envelopes Double T 200 19 21 9 10
Tiracoxib versus placebo
150 mg daily
lwama 2006 w143  Familial adenomatous polyposis T P Sealed envelopes Double T 150 21 21 10 10
Valdecoxib versus placebo
80 mg daily
Pfizer N91-00-02-040 w144  Cancer pain T P Unknown Double V 80 118 119 27 27
Valdecoxib versus placebo
40 mg daily
Pfizer N91-00-02-079 w145  Cancer pain T P Unknown Double V 40 60 61 7 7
Pfizer N91-01-02-097 w146 Back pain T P Unknown Double V 40 125 131 10 10
Pfizer N91-01-02-108 w147 Back pain T P Other Double V 40 148 145 11 11
Pfizer N91-01-02-132 w148 Back pain T P Unknown Double V 40 153 154 35 35
Pfizer N91-99-02-060 w149 Rheumatoid arthritis T P Unknown Double V40 221 222 51 51
Pfizer N91-99-02-061 w150 Rheumatoid arthritis T P Other Double V40 209 220 48 51
Valdecoxib versus placebo
20 mg daily
Pfizer N91-97-02-016 wi51 OA/RA T P Other Double V20 82 87 9 10
Pfizer 872-1FL-0513-004 wi37 OA/RA T P Unknown Double V20 228 113 26 13
Pfizer A3471090 w152  Osteoarthritis T P Unknown Double V20 106 104 12 12
Pfizer N91-01-02-132 w148 Back pain T P Unknown Double V20 154 154 35 35
Pfizer N91-01-02-133 w153 Back pain T P Unknown Double V20 158 163 36 37
Pfizer N91-97-02-015 wi54 OA/RA T P Unknown Double V20 kel 82 9 9
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double V20 219 210 50 48
Pfizer N91-99-02-053 w156 Osteoarthritis T P Pharmacy Double V20 202 205 46 47
Pfizer N91-99-02-060 w149 Rheumatoid arthritis T P Unknown Double V20 212 222 49 51
Pfizer N91-99-02-061 w150 Rheumatoid arthritis T P Other Double V20 219 220 50 51
Valdecoxib versus placebo
10 mg daily
Pfizer N91-97-02-016 w151 OA/RA T P Other Double V10 166 87 19 10
Pfizer A3471018 w157  Rheumatoid arthritis T P Unknown Double V10 170 171 39 39
Pfizer A3471090 w152  Osteoarthritis T P Unknown Double V10 101 104 12 12
Pfizer N91-01-02-133 w153 Back pain T P Unknown Double V 10 164 163 38 37
Pfizer N91-97-02-015 wi54 OA/RA T P Unknown Double V10 165 82 19 9
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double V10 204 210 47 48
Pfizer N91-99-02-049 w158  Osteoarthritis T P Unknown Double V10 111 118 26 27
Pfizer N91-99-02-053 w156 Osteoarthritis T P Pharmacy Double V 10 206 205 47 47
Pfizer N91-99-02-060 w149 Rheumatoid arthritis T P Unknown Double V10 209 222 48 51
Pfizer N91-99-02-061 w150 Rheumatoid arthritis T P Other Double V10 226 220 52 51
Valdecoxib versus placebo
5 mg daily
Pfizer N91-97-02-016 w151 OA/RA T P Other Double V5 83 87 10 10
Pfizer A3471090 w152  Osteoarthritis T P Unknown Double V5 105 104 12 12
Pfizer N91-97-02-015 wi54 OA/RA T P Unknown Double V5 83 82 10 9
Pfizer N91-99-02-049 w158  Osteoarthritis T P Unknown Double V5 120 118 28 27
Pfizer N91-99-02-053 w156 Osteoarthritis T P Pharmacy Double V5 201 205 46 47
Valdecoxib versus placebo
2.5 mg daily
Pfizer N91-97-02-016 wi51 OA/RA T P Other Double V25 84 87 10 10
Pfizer N91-97-02-015 wi54 OA/RA T P Unknown Double V25 81 82 9 9
Valdecoxib versus placebo
1 mg daily
Pfizer N91-97-02-016 w151 OA/RA T P Other Double Vi 89 87 10 10
Pfizer N91-97-02-015 wi54 OA/RA T P Unknown Double Vi 77 82 9 9
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Webtable 1 - Details of trialsinvolving a randomised comparison of a coxib (X) versus placebo (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators
Trial name Ref.  for treatment type Design concealment and patients Regimen, mg per day X Y X Y
GWA403681 versus placebo
50 mg daily
GSK CXA20005 w43 Osteoarthritis | P Other Double G50 109 107 14 13
GSK CXA20006 - Rheumatoid arthritis | P Other Double G50 137 132 17 14
GSK CXA30007 w43 Osteoarthritis | P IVRS Double G50 190 189 43 42
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double G50 379 379 81 79
GWA403681 versus placebo
35 mg daily
GSK CXA20005 w43 Osteoarthritis | P Other Double G35 110 107 14 13
GSK CXA20006 - Rheumatoid arthritis | P Other Double G35 139 132 17 14
GWA403681 versus placebo
25 mg daily
GSK CXA30007 w43 Osteoarthritis | P IVRS Double G25 190 189 43 42
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double G25 380 379 83 79
GWA40368L1 versus placebo
20 mg daily
GSK CXA20005 w43 Osteoarthritis | P Other Double G20 105 107 13 13
GWA403681 versus placebo
10 mg daily
GSK CXA20005 w43 Osteoarthritis | P Other Double G10 107 107 13 13
GSK CXA20006 - Rheumatoid arthritis | P Other Double G10 133 132 16 14
GSK CXA30007 w43 Osteoarthritis | P IVRS Double G10 192 189 42 42
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double G10 379 379 85 79
GWA40368L1 versus placebo
5 mg daily
GSK CXA30007 w43 Osteoarthritis | P IVRS Double G5 191 189 41 42
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double G5 379 379 85 79
GWA40368L1 versus placebo
1 mg daily
GSK CXA30007 w43 Osteoarthritis | P IVRS Double G1 189 189 42 42

OA/RA=Osteoarthritis or rheumatoid arthritis.
Datatype (I=Individual patient data; T=Tabular data; U=Unavailable in either tabular or IPD form).

Design (B='Base' phase of atrial with more than one randomisation; C=Cross-over trial (first treatment period only); E="Extension’ phase of atrial with a second randomisation (note: asingle trial can have several extension phases, each contributing to a different randomised
comparison); F=Factorial design; P=Parallel trial with a single randomisation).

Allocation concealment (1VRS = Interactive Voice Response System; Telephone = Telephone centra office; Pharmacy = Pharmacy coded containers administered sequentially; Onsite computer = Onsite computer accessible only after entering patients details; Sealed envelopes = Sealed
envelopes, sequentially numbered and opague; Closed list = Closed list of random numbers; Other = Other acceptable method).

Regimens: C=Celecoxib; E=Etoricoxib; L=Lumiracoxib; R=Rofecoxib; T=Tiracoxib; V=V a decoxib; G=GW403681.
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Webtable 2 - Details of trialsinvolving a randomised comparison of a coxib (X) versusatNSAID (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators Regimen, mg per day
Trial name Ref. for treatment type Design concealment and patients (XvsY) X Y X Y
Celecoxib vs naproxen
Pfizer N49-96-02-022 w8 Rheumatoid arthritis | P Other Double C 800 vs Nap 1000 218 225 37 38
Pfizer N49-96-02-023 - Rheumatoid arthritis | P Unknown Double C 800 vs Nap 1000 217 218 36 37
MK 905 w19  Healthy volunteer | P Unknown Double C 400 vs Nap 1000 17 17 2 2
Pfizer %9—9&02—096 (SUCCESS - North w159~ Osteoarthritis | P IVRS Double C 400 vs Nap 1000 92 914 174 163
Ameri
Pfizer N49-01-02-193 w22  Ankylosing spondylitis | P Unknown Double C 400 vs Nap 1000 161 157 30 30
Pfizer N49-96-02-020 w24 Osteoarthritis | P Other Double C 400 vs Nap 1000 222 216 39 37
Pfizer N49-96-02-021 w25  Osteoarthritis | P Unknown Double C 400 vs Nap 1000 237 233 43 42
Pfizer N49-96-02-022 w8 Rheumatoid arthritis | P Other Double C 400 vs Nap 1000 235 225 43 38
Pfizer N49-96-02-023 - Rheumatoid arthritis | P Unknown Double C 400 vs Nap 1000 219 218 36 37
Pfizer N49-96-02-054 w26  Osteoarthritis | P Other Double C 400 vs Nap 1000 213 207 34 33
Pfizer N49-97-02-062 w160 OA/RA | P Other Double C 400 vs Nap 1000 270 267 54 44
Adegbehingbe 2008 w33 Osteoarthritis T P Onsite computer Double C 400 vs Nap 1000 21 21 2 2
ADAPT w14  Alzheimer's disease | P Onsite computer Double C 400 vs Nap 440 726 719 2102 2074
Pfizer 635-I FL-0508-002 w161 Osteoarthritis | P Onsite computer Double C 200 vs Nap 1000 136 130 28 26
Pfizer A3191051 w55 Osteoarthritis | P Unknown Double C 200 vs Nap 1000 126 126 13 13
Pfizer A3191052 - Osteoarthritis | P Unknown Double C 200 vs Nap 1000 145 144 14 13
Pfizer A3191053 w56  Osteoarthritis | P Unknown Double C 200 vs Nap 1000 126 129 12 12
Pfizer A3191152 w162 Osteoarthritis | P Unknown Double C 200 vs Nap 1000 296 293 114 106
Pfizer %9—9&02—096 (SUCCESS - North w159  Osteoarthritis | P IVRS Double C 200 vs Nap 1000 920 914 174 163
Ameri
Pfizer N49-01-02-193 w22  Ankylosing spondylitis | P Unknown Double C 200 vs Nap 1000 137 157 26 30
Pfizer N49-96-02-020 w24 Osteoarthritis | P Other Double C 200 vs Nap 1000 217 216 35 37
Pfizer N49-96-02-021 w25  Osteoarthritis | P Unknown Double C 200 vs Nap 1000 240 233 44 42
Pfizer N49-96-02-022 w8 Rheumatoid arthritis | P Other Double C 200 vs Nap 1000 240 225 42 38
Pfizer N49-96-02-023 - Rheumatoid arthritis | P Unknown Double C 200 vs Nap 1000 228 218 35 37
Pfizer N49-96-02-054 w26  Osteoarthritis | P Other Double C 200 vs Nap 1000 207 207 33 33
Ta2004 w74  Temporomandibular joint pain T P Pharmacy Double C 200 vs Nap 1000 24 22 3 3
Pfizer N49-96-02-020 w24 Osteoarthritis | P Other Double C 100 vs Nap 1000 218 216 35 37
Pfizer N49-96-02-021 w25  Osteoarthritis | P Unknown Double C 100 vs Nap 1000 258 233 46 42
Pfizer N49-96-02-054 w26  Osteoarthritis | P Other Double C 100 vs Nap 1000 216 207 33 33
Celecoxib vs diclofenac
Pfizer N49-98-02-102 (CLASS) w163 OA/RA | P Other Double C800vsDic 150 2019 2016 1131 1075
Pfizer COXA-0508-243 w164  Ankylosing spondylitis | P Unknown Double C 400 vs Dic 150 150 155 30 32
Pfizer COXA-0508-247 w165 Ankylosing spondylitis | P Unknown Double C 400 vs Dic 150 108 115 22 23
Pfizer 149-96-02-041 w166 Rheumatoid arthritis | P Pharmacy Double C 400 vs Dic 150 326 329 132 124
Pfizer N49-97-02-071 - OA/RA | P Unknown Double C 400 vs Dic 150 366 387 7 73
Pfizer 149-98-02-096 (SUCCESS - Other w159  Osteoarthritis | P IVRS Double C 400 vs Dic 100 3507 3510 726 736
countrie
Pfizer COXA-0508-243 w164  Ankylosing spondylitis | P Unknown Double C 200 vs Dic 150 153 155 31 32
Pfizer COXA-0508-247 w165 Ankylosing spondylitis | P Unknown Double C 200 vs Dic 150 107 115 22 23
Pfizer COXA-0508-261 w167  Osteoarthritis | P Other Double C 200 vs Dic 150 126 123 21 22
Pfizer N49-98-02-118 w64  Osteoarthritis | P Unknown Double C 200 vs Dic 150 201 199 20 20
Izhar 2004 w168 Osteoarthritis T P Unknown Unknown C 200 vs Dic 150 14 14 1 1
Pfizer A3191006 (CAESAR) w169 Osteoarthritis | P Other Double C 200 vs Dic 100 458 458 413 430
Pfizer A3191025 w170 Osteoarthritis | P Unknown Double C 200 vs Dic 100 32 28 17 16
Pfizer 149-96-02-042 w171 Osteoarthritis | P Unknown Double C 200 vs Dic 100 347 341 38 37
Pfizer 149-98-02-096 (SUCCESS - Other w159  Osteoarthritis | P IVRS Double C 200 vsDic 100 3501 3510 726 736
countrie
Pfizer 149-98-02-105 - OA/RA | P Unknown Double C 200 vs Dic 100 331 334 73 80
Pfizer 149-98-02-107 - OA/RA | P Unknown Double C 200 vs Dic 100 45 a4 10 9
Tascioglu 2004 w172 OA/RA U P Unknown Unknown C 200 vsDic 75 35 25 4 3
Pfizer 149-98-02-106 - OA/RA | P Unknown Double C 100 vs Dic 50 63 62 14 12
Celecoxib vs ibuprofen
Pfizer N49-98-02-035 (CLASS) w163 OA/RA | P Other Double C 800 vs Ibu 2400 2011 2007 1179 1117
MK 065 wl8  Osteoarthritis | P Other Double C 400 vs Ibu 2400 107 107 25 25
Novartis 110 w173  Rheumatoid arthritis | P Unknown Double C 400 vs Ibu 2400 223 216 51 a4
Pfizer N49-97-02-071 - OA/RA | P Unknown Double C 400 vs Ibu 2400 366 346 7 61
Palmer 2003 w32  Hypertension T P Unknown Double C 400 vs Ibu 2400 97 100 7 8
Novartis 126 w174  Osteoarthritis | P Sealed envelopes Double C 200 vs Ibu 2400 258 260 59 56
Pfizer A3191062 w57 Osteoarthritis | P Unknown Double C 200 vs Ibu 2400 153 156 16 15
Pfizer A3191063 - Osteoarthritis | P Unknown Double C 200 vs Ibu 2400 163 154 16 16
Celecoxib vs other tNSAID
Jajic 2005 w175 Rheumatoid arthritis T P Closed list Double C 400 vs Amtolmetin 1200 117 118 54 54
Pfizer A3191174 w20  Back pain | P Unknown Double C 400 vs Loxoprofen 180 411 411 54 54
Palmer 2003 w32  Hypertension T P Unknown Double C 400 vs Nabumetone 2000 97 9% 7 7
Pfizer 635-IFL-0508-007 w176 Osteoarthritis | P Unknown Open C 200 vs Aceclofenac 200 106 106 8 7
Pfizer F49-98-02-137 w6l  Ankylosing spondylitis | P Unknown Double C 200 vs Ketoprofen 200 80 90 7 9
Pfizer J49-01-02-216 - Osteoarthritis | P Unknown Double C 200 vs Loxoprofen 180 382 385 27 27
Pfizer J49-01-02-217 - Back pain | P Unknown Double C 200 vs Loxoprofen 180 441 440 32 31
Ozgocmen 2005 w177  Osteoarthritis T P Sealed envelopes Single C 200 vs Tenoxicam 20 11 12 1 1
Etoricoxib vs naproxen
MK 024 w178 Rheumatoid arthritis | E Other Double E 120 vs Nap 1000 144 152 191 180
MK 025 w84  Rheumatoid arthritis | E Unknown Double E 120 vs Nap 1000 167 169 273 263
MK 026 w79  OA/RA | P Pharmacy Double E 120 vs Nap 1000 251 244 60 55
MK 032 w81  Ankylosing spondylitis | B Onsite computer Double E 120 vs Nap 1000 92 929 10 10
MK 032 w81  Ankylosing spondylitis | E Onsite computer Double E 120 vs Nap 1000 32 28 26 23
MK 032 w81  Ankylosing spondylitis | E Onsite computer Double E 120 vs Nap 1000 91 97 70 71
MK 024 w83  Rheumatoid arthritis | B Unknown Double E 90 vs Nap 1000 323 170 63 30
MK 024 w178 Rheumatoid arthritis | E Other Double E 90 vs Nap 1000 128 144 172 182
MK 024 w178 Rheumatoid arthritis | E Other Double E 90 vs Nap 1000 149 152 187 180
MK 025 w84  Rheumatoid arthritis | B Other Double E 90 vs Nap 1000 353 181 75 39
MK 025 w84  Rheumatoid arthritis | E Unknown Double E 90 vs Nap 1000 161 155 260 231
MK 025 w84  Rheumatoid arthritis | E Unknown Double E 90 vs Nap 1000 163 169 266 263
MK 032 w81  Ankylosing spondylitis | B Onsite computer Double E 90 vs Nap 1000 103 29 11 10
MK 032 w81  Ankylosing spondylitis | E Onsite computer Double E 90 vs Nap 1000 26 28 22 23
MK 032 w81  Ankylosing spondylitis | E Onsite computer Double E 90 vs Nap 1000 100 97 80 71
MK 018 w89  Osteoarthritis | B Other Double E 60 vs Nap 1000 222 218 49 48
MK 018 w89  Osteoarthritis | E Other Double E 60 vs Nap 1000 21 17 32 19
MK 018 w89  Osteoarthritis | E Other Double E 60 vs Nap 1000 185 183 241 239
MK 019 w90  Osteoarthritis | B Other Double E 60 vs Nap 1000 224 221 51 48
MK 019 w90  Osteoarthritis | E Other Double E 60 vs Nap 1000 24 20 42 27
MK 019 w90  Osteoarthritis | E Other Double E 60 vs Nap 1000 204 184 322 286

Etoricoxib vs diclofenac
MK 061 (EDGE) w179 Osteoarthritis | P Pharmacy Double E 90 vs Dic 150 3593 3518 4126 4044
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Webtable 2 - Details of trialsinvolving a randomised comparison of a coxib (X) versusatNSAID (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators Regimen, mg per day

Trial name Ref. for treatment type Design concealment and patients (XvsY) X Y X Y
MK 066 (MEDAL) w180 OA/RA | P Telephone Double E 90 vs Dic 150 5013 11717 14302 31457
MK 072 (EDGE I1) w181 Rheumatoid arthritis | P Pharmacy Double E 90 vs Dic 150 2032 2054 4335 4373
MK 086 - Rheumatoid arthritis | E Unknown Double E 90 vsDic 150 36 48 6 8
MK 086 - Rheumatoid arthritis | E Unknown Double E 90 vsDic 150 38 34 6 5
MK 086 - Rheumatoid arthritis | E Unknown Double E 90 vsDic 150 28 37 4 5
MK 086 - Rheumatoid arthritis | E Unknown Double E 90 vsDic 150 33 30 5 4
Ghosh 2007 w88  Osteoarthritis T P Unknown Double E90vsDic75 195 195 15 15
MK 010 w78  Rheumatoid arthritis | E Unknown Double E 60 vs Dic 150 28 kel 57 170
MK 010 w78  Rheumatoid arthritis | E Unknown Double E 60 vs Dic 150 16 51 37 108
MK 066 (MEDAL) w180 OA/RA | P Telephone Double E 60 vs Dic 150 6774 11717 17393 31457
MK 805 w182 Osteoarthritis | P Other Double E 60 vs Dic 150 256 260 38 39
MK 806 w183 Back pain | P Unknown Double E 60 vs Dic 150 224 222 25 25
MK 080 w184  Osteoarthritis U P Unknown Double E 60 vs Dic 150 920 920 7 7
MK 007 w82  Osteoarthritis | E Pharmacy Double E 30 vsDic 150 76 29 123 31
MK 007 w82  Osteoarthritis | E Pharmacy Double E 30 vs Dic 150 74 23 121 33

Etoricoxib vsibuprofen

MK 027 w79  Healthy volunteer | P Pharmacy Double E 120 vs Ibu 2400 23 18 3 2
MK 029 Etor w80  Osteoarthritis | P Unknown Double E 120 vs Ibu 2400 221 226 54 53
MK 065 wl8  Osteoarthritis | P Other Double E 90 vs lbu 2400 108 107 26 25
MK 071 w92  Osteoarthritis | P Pharmacy Double E 30 vs Ibu 2400 214 210 54 50
MK 073 w93  Osteoarthritis | P Other Double E 30 vslbu 2400 224 213 55 51
Lumiracoxib vs naproxen

Novartis 2312 w185 Rheumatoid arthritis | P Unknown Unknown L 1200 vs Nap 1000 41 41 4 4
Novartis 2312 w185 Rheumatoid arthritis | P Unknown Unknown L 800 vs Nap 1000 38 41 4 4
Novartis 111 w96  Rheumatoid arthritis | P Unknown Double L 400 vs Nap 1000 281 279 109 112
Novartis 117 (TARGET) w186 Osteoarthritis | P IVRS Double L 400 vs Nap 1000 4741 4730 4111 4007
Novartis 111 w96  Rheumatoid arthritis | P Unknown Double L 200 vs Nap 1000 280 279 111 112
Novartis 335E w99  Rheumatoid arthritis | B Unknown Double L 200 vs Nap 1000 458 228 103 52
Novartis 335E w99  Rheumatoid arthritis | E Unknown Double L 200 vs Nap 1000 123 118 69 78
Novartis 335E w99  Rheumatoid arthritis | E Unknown Double L 200 vs Nap 1000 272 148 161 88
Lumiracoxib vs diclofenac

Novartis 104 w94  Osteoarthritis | P Unknown Double L 400 vs Dic 150 198 94 15 7
Novartis 105 w95 Rheumatoid arthritis | P Unknown Double L 400 vs Dic 150 181 91 13 6
Novartis 104 w94  Osteoarthritis | P Unknown Double L 200 vs Dic 150 9% 94 7 7
Novartis 105 w95  Rheumatoid arthritis | P Unknown Double L 200 vs Dic 150 97 91 7 6
Novartis 104 w94  Osteoarthritis | P Unknown Double L 100 vs Dic 150 98 94 7 7
Novartis 105 w95  Rheumatoid arthritis | P Unknown Double L 100 vs Dic 150 102 91 7 6
Lumiracoxib vs ibuprofen

Novartis 110 w173  Rheumatoid arthritis | P Unknown Double L 800 vs Ibu 2400 227 216 49 a4
Novartis 110 w173  Rheumatoid arthritis | P Unknown Double L 400 vs Ibu 2400 227 216 50 a4
Novartis 126 w174  Osteoarthritis | P Sealed envelopes Double L 400 vs Ibu 2400 260 260 60 56
Novartis 2332 (TARGET) w186 Osteoarthritis | P IVRS Double L 400 vs Ibu 2400 4376 4397 3678 3539
Novartis 126 w174  Osteoarthritis | P Sealed envelopes Double L 200 vs Ibu 2400 264 260 60 56
Novartis 2428 w187  Osteoarthritis | P Other Double L 100 vs Ibu 1800 394 393 29 29
Novartis A2475 - Osteoarthritis U P Unknown Double L 100 vs Ibu 1800 - - - -
Rofecoxib vs naproxen

MK 905 w19  Healthy volunteer | P Unknown Double R 100 vs Nap 1000 17 17 2 2
MK 068 w107 Rheumatoid arthritis | E Other Double R 50 vs Nap 1000 47 40 v 64
MK 068 w107 Rheumatoid arthritis | E Other Double R 50 vs Nap 1000 41 46 61 70
MK 088/089 (VIGOR) w188 Rheumatoid arthritis | P Other Double R 50 vs Nap 1000 4047 4029 3282 3238
MK 096 w121 Rheumatoid arthritis | E Unknown Double R 50 vs Nap 1000 110 117 135 146
MK 097 w108 Rheumatoid arthritis | B Other Double R 50 vs Nap 1000 297 147 63 30
MK 097 w108 Rheumatoid arthritis | E Other Double R 50 vs Nap 1000 379 121 494 164
MK 098 w109 Rheumatoid arthritis | P Other Double R 50 vs Nap 1000 45 48 11 11
MK 103 w109 Rheumatoid arthritis | P Unknown Double R 50 vs Nap 1000 174 172 43 40
MK 068 w107 Rheumatoid arthritis | E Other Double R 25 vs Nap 1000 44 40 64
MK 068 w107 Rheumatoid arthritis | E Other Double R 25 vs Nap 1000 47 46 75 70
MK 096 w121 Rheumatoid arthritis | B Unknown Double R 25 vs Nap 1000 311 149 64 32
MK 096 w121 Rheumatoid arthritis | E Unknown Double R 25 vs Nap 1000 92 101 29 125
MK 096 w121 Rheumatoid arthritis | E Unknown Double R 25 vs Nap 1000 232 117 264 146
MK 097 w108 Rheumatoid arthritis | B Other Double R 25 vs Nap 1000 315 147 68 30
MK 097 w108 Rheumatoid arthritis | E Other Double R 25 vs Nap 1000 110 118 150 150
MK 097 w108 Rheumatoid arthritis | E Other Double R 25 vs Nap 1000 134 121 179 164
MK 102/903 (ADVANTAGE) w189 Osteoarthritis | P Other Double R 25 vs Nap 1000 2785 2772 561 554
Pfizer 635-I FL-0508-002 w161 Osteoarthritis | P Onsite computer Double R 25 vs Nap 1000 138 130 27 26
MK 231-0 w190 Rheumatoid arthritis T P Unknown Double R 25 vs Nap 1000 v 75 12 11
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double R 25 vs Nap 1000 104 121 12 14
van Kooij 2005 w191 Macular oedema U P Unknown Open R 25 vs Nap 500 38 28 12 9
Aisen 2003 w114  Alzheimer's disease | P Other Double R 25 vs Nap 440 122 118 129 125
MK 096 w121 Rheumatoid arthritis | B Unknown Double R 12.5 vs Nap 1000 148 149 29 32
MK 901 w192 Osteoarthritis | P Onsite computer Double R 12.5 vs Nap 1000 470 473 69 70
Rofecoxib vs diclofenac

MK 029 Rof w193  Osteoarthritis | E Unknown Double R 25 vs Dic 150 20 48 24 2
MK 029 Rof w193  Osteoarthritis | E Unknown Double R 25 vs Dic 150 27 a4 35 64
MK 034 w115  Osteoarthritis | P Other Double R 25 vs Dic 150 232 230 325 309
MK 035 w194  Osteoarthritis | P Onsite computer Double R 25 vs Dic 150 257 268 305 314
MK 029 Rof w193  Osteoarthritis | E Unknown Double R12.5vsDic 150 23 48 30 2
MK 029 Rof w193  Osteoarthritis | E Unknown Double R12.5vsDic 150 31 a4 42 64
MK 034 w115 Osteoarthritis | P Other Double R12.5vsDic 150 231 230 311 309
MK 035 w194  Osteoarthritis | P Onsite computer Double R 12.5vs Dic 150 259 268 339 314
Rofecoxib vsibuprofen

MK 017 - Rheumatoid arthritis | E Unknown Unknown R 125 vs Ibu 2400 35 2 9 1
MK 017 - Rheumatoid arthritis | E Unknown Unknown R 125 vs Ibu 2400 18 6 8 2
MK 017 - Rheumatoid arthritis | E Unknown Unknown R 125 vs Ibu 2400 7 5 2 1
MK 044 w104 Osteoarthritis | P Sealed envelopes Double R 50 vs Ibu 2400 186 184 74 59
MK 045 w105 Osteoarthritis | P Unknown Double R 50 vs Ibu 2400 193 193 76 63
MK 050 w106 Healthy volunteer | P Other Double R 50 vs Ibu 2400 19 13 2 1
MK 033 w115 Osteoarthritis | P Other Double R 25 vs Ibu 2400 227 221 33 32
MK 040 w116 Osteoarthritis | P Other Double R 25 vs Ibu 2400 242 249 35 36
MK 044 w104 Osteoarthritis | P Sealed envelopes Double R 25 vs Ibu 2400 195 184 79 59
MK 045 w105 Osteoarthritis | P Unknown Double R 25 vs Ibu 2400 195 193 80 63
MK 050 w106 Healthy volunteer | P Other Double R 25 vs Ibu 2400 18 13 2 1
MK 083 w119 Osteoarthritis | B Unknown Double R 25 vs |bu 2400 98 107 21 23
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Webtable 2 - Details of trialsinvolving a randomised comparison of a coxib (X) versusatNSAID (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators Regimen, mg per day
Trial name Ref. for treatment type Design concealment and patients (XvsY) X Y X Y
MK 083 w119 Osteoarthritis 1 E Unknown Double R 25 vs Ibu 2400 38 41 30 33
MK 083 w119  Osteoarthritis | E Unknown Double R 25 vs Ibu 2400 82 85 70 70
MK 033 w115 Osteoarthritis | P Other Double R 12.5vslbu 2400 219 221 32 32
MK 040 w116 Osteoarthritis | P Other Double R 12.5vslbu 2400 244 249 36 36

Rofecoxib vs other tNSAID

MK 054 - Hypertension T P Unknown Unknown R 25 vs Indomethacin 75 38 39 3 3
MK 058 w117  Osteoarthritis | B Other Double R 25 vs Nabumetone 1500 56 115 7 14
MK 058 w117  Osteoarthritis | E Other Double R 25 vs Nabumetone 1500 12 13 8 10
MK 058 w117  Osteoarthritis | E Other Double R 25 vs Nabumetone 1500 37 kel 29 54
Karlsson 2009 w133 OA/RA T P Other Double R25vs Naprg)égigod/AZD%SZ 115 124 13 14
Karlsson 2009 wi133 OA/RA T P Other Double R25vs Naprox%i(;md/AZD3582 115 116 13 13
15(
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double R25vs Naprox%i(;md/AZD3582 104 118 12 14
15(
Karlsson 2009 wi133 OA/RA T P Other Double R25vs Naproxcg)nod/AZD3582 115 108 13 12
751
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double R25vs Naproxcg)nod/AZD3582 104 111 12 13
751
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double R25vs Napro;cg)nod/AZD3582 104 111 12 13
5
MK 058 w117  Osteoarthritis | B Other Double R 12.5 vs Nabumetone 1500 118 115 14 14
MK 058 w117  Osteoarthritis | E Other Double R 12.5 vs Nabumetone 1500 13 13 8 10
MK 058 w117  Osteoarthritis | E Other Double R 12.5 vs Nabumetone 1500 82 kel 64 54
MK 085 w14l Osteoarthritis | P Other Double R 12.5 vs Nabumetone 1000 424 410 60 57
MK 090 w142  Osteoarthritis | P Other Double R 12.5 vs Nabumetone 1000 390 392 55 56
Valdecoxib vs naproxen
Pfizer N91-99-02-047 w195 OA/RA T P Unknown Double V 40 vs Nap 1000 404 415 201 207
Pfizer N91-99-02-060 w149 Rheumatoid arthritis T P Unknown Double V 40 vs Nap 1000 221 226 51 52
Pfizer N91-99-02-061 w150 Rheumatoid arthritis T P Other Double V 40 vs Nap 1000 209 219 48 50
Pfizer N91-97-02-016 w151 OA/RA T P Other Double V 20 vs Nap 1000 82 87 9 10
Pfizer N91-97-02-015 w154 OA/RA T P Unknown Double V 20 vs Nap 1000 79 75 9 9
Pfizer N91-99-02-047 w195 OA/RA T P Unknown Double V 20 vs Nap 1000 399 415 199 207
Pfizer N91-99-02-053 w156 Osteoarthritis T P Pharmacy Double V 20 vs Nap 1000 202 205 46 47
Pfizer N91-99-02-060 w149 Rheumatoid arthritis T P Unknown Double V 20 vs Nap 1000 212 226 49 52
Pfizer N91-99-02-061 w150 Rheumatoid arthritis T P Other Double V 20 vs Nap 1000 219 219 50 50
Pfizer N91-97-02-016 w151 OA/RA T P Other Double V 10 vs Nap 1000 166 87 19 10
Pfizer A3471018 w157 Rheumatoid arthritis T P Unknown Double V 10 vs Nap 1000 170 167 39 38
Pfizer A3471045 w196 Osteoarthritis T P Unknown Double V 10 vs Nap 1000 132 133 15 15
Pfizer A3471101 w197  Osteoarthritis T P Unknown Double V 10 vs Nap 1000 70 74 8 9
Pfizer N91-97-02-015 w154 OA/RA T P Unknown Double V 10 vs Nap 1000 165 75 19 9
Pfizer N91-99-02-049 w158  Osteoarthritis T P Unknown Double V 10 vs Nap 1000 111 118 26 27
Pfizer N91-99-02-053 w156 Osteoarthritis T P Pharmacy Double V 10 vs Nap 1000 206 205 47 47
Pfizer N91-99-02-060 w149 Rheumatoid arthritis T P Unknown Double V 10 vs Nap 1000 209 226 48 52
Pfizer N91-99-02-061 w150 Rheumatoid arthritis T P Other Double V 10 vs Nap 1000 226 219 52 50
Pfizer N91-97-02-016 w151 OA/RA T P Other Double V 5vsNap 1000 83 87 10 10
Pfizer N91-97-02-015 w154 OA/RA T P Unknown Double V 5vsNap 1000 83 75 10 9
Pfizer N91-99-02-049 w158 Osteoarthritis T P Unknown Double V 5vsNap 1000 120 118 28 27
Pfizer N91-99-02-053 w156 Osteoarthritis T P Pharmacy Double V 5vsNap 1000 201 205 46 47
Pfizer N91-97-02-016 w151 OA/RA T P Other Double V 2.5 vs Nap 1000 84 87 10 10
Pfizer N91-97-02-015 w154 OA/RA T P Unknown Double V 2.5 vs Nap 1000 81 75 9 9
Pfizer N91-97-02-016 w151 OA/RA T P Other Double V 1 vsNap 1000 89 87 10 10
Pfizer N91-97-02-015 w154 OA/RA T P Unknown Double V 1vsNap 1000 7 75 9 9
Valdecoxib vs diclofenac
Pfizer N91-00-02-079 w145  Cancer pain T P Unknown Double V 40 vsDic 150 60 62 7 7
Pfizer N91-99-02-062 w198 Rheumatoid arthritis T P Other Double V 40vs Dic 150 237 239 118 119
Pfizer 191-99-02-063 w199 Osteoarthritis T P Unknown Double V 20vs Dic 150 261 264 260 263
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double V 20vs Dic 150 219 212 50 49
Pfizer N91-99-02-062 w198 Rheumatoid arthritis T P Other Double V 20vs Dic 150 246 239 123 119
Pfizer 191-99-02-063 w199 Osteoarthritis T P Unknown Double V 10vsDic 150 259 264 258 263
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double V 10vsDic 150 204 212 47 49
Valdecoxib vs ibuprofen
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double V 20 vs Ibu 2400 219 207 50 48
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double V 10 vs Ibu 2400 204 207 47 48

OA/RA=Osteoarthritis or rheumatoid arthritis.
Datatype (I=Individual patient data; T=Tabular data; U=Unavailable in either tabular or IPD form).

Design (B='Base' phase of atrial with more than one randomisation; C=Cross-over trial (first treatment period only); E="Extension’ phase of atrial with a second randomisation (note: asingle trial can have several extension phases, each contributing to a different randomised
comparison); F=Factorial design; P=Parallel trial with a single randomisation).

Allocation concealment (1VRS = Interactive Voice Response System; Telephone = Telephone centra office; Pharmacy = Pharmacy coded containers administered sequentially; Onsite computer = Onsite computer accessible only after entering patients details; Sealed envelopes = Sealed
envelopes, sequentially numbered and opague; Closed list = Closed list of random numbers; Other = Other acceptable method).
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Webtable 3 - Details of trialsinvolving a randomised comparison of a tNSAID (X) versus placebo (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators
Trial name Ref. for treatment type Design concealment and patients Regimen, mg per day X Y X Y
Naproxen versus placebo
Cohick 1994 w200 Rheumatoid arthritis U P Unknown Double Nap 1500 93 86 29 26
BRL-14777/267 w201 Healthy volunteer T P Unknown Double Nap 1100 72 75 6 6
Bellavance 1990 w202 Migraine T P Other Double Nap 1100 60 57 15 14
Fleischmann 1997 w203 Osteoarthritis T P Pharmacy Double Nap 1000 92 94 7 7
MK 018 w89  Osteoarthritis | B Other Double Nap 1000 218 56 11
MK 019 w90  Osteoarthritis | B Other Double Nap 1000 221 56 48 12
MK 024 w83  Rheumatoid arthritis | B Unknown Double Nap 1000 170 323 45
MK 025 w84  Rheumatoid arthritis | B Other Double Nap 1000 181 357 39 66
MK 026 w79  OA/RA | P Pharmacy Double Nap 1000 244 247 55 60
MK 032 w81  Ankylosing spondylitis | B Onsite computer Double Nap 1000 929 93 10 8
MK 096 w121 Rheumatoid arthritis | B Unknown Double Nap 1000 149 301 32 56
MK 097 w108 Rheumatoid arthritis | B Other Double Nap 1000 147 299 59
MK 098 w109 Rheumatoid arthritis | P Other Double Nap 1000 48 48 11 12
MK 103 w109 Rheumatoid arthritis | P Unknown Double Nap 1000 172 173 44
MK 905 w19  Healthy volunteer | P Unknown Double Nap 1000 17 16 2 2
Novartis 111 w96  Rheumatoid arthritis | P Unknown Double Nap 1000 279 284 112 9%
Novartis 335E w99  Rheumatoid arthritis | B Unknown Double Nap 1000 228 465 52 80
Pfizer A3191051 w55 Osteoarthritis | P Unknown Double Nap 1000 126 67 13 6
Pfizer A3191052 - Osteoarthritis | P Unknown Double Nap 1000 144 76 13 8
Pfizer A3191053 w56  Osteoarthritis | P Unknown Double Nap 1000 129 62 12 6
Pfizer N49-01-02-193 w22  Ankylosing spondylitis | P Unknown Double Nap 1000 157 156 30 21
Pfizer N49-96-02-020 w24 Osteoarthritis | P Other Double Nap 1000 216 220 37 30
Pfizer N49-96-02-021 w25  Osteoarthritis | P Unknown Double Nap 1000 233 247 42 36
Pfizer N49-96-02-022 w8 Rheumatoid arthritis | P Other Double Nap 1000 225 231 38 31
Pfizer N49-96-02-023 - Rheumatoid arthritis | P Unknown Double Nap 1000 218 221 37 25
Pfizer N49-96-02-054 w26  Osteoarthritis | P Other Double Nap 1000 207 218 33 26
Lohmander 2005 w204  Osteoarthritis T P Unknown Double Nap 1000 417 116 48 13
Pfizer N91-97-02-016 w151 OA/RA T P Other Double Nap 1000 87 87 10 10
Adegbehingbe 2008 w33  Osteoarthritis T P Onsite computer Double Nap 1000 21 21 2 2
Bias 2004 w205 Healthy volunteer T P Other Double Nap 1000 30 31 2 2
Dore 1995 w206 Osteoarthritis T P Unknown Double Nap 1000 82 86 6 7
Jeffcoat 1991 w207  Peridontitis T P Unknown Double Nap 1000 7 8 2 2
Johnson 1990 w208 Gingivitis T P Other Double Nap 1000 54 57 4 4
Laine 1995 w209 Healthy volunteer T P Pharmacy Double Nap 1000 18 17 1 1
Nicox 301 w210 Osteoarthritis T P IVRS Double Nap 1000 227 221 57 55
Petri 1987 w211  Shoulder pain T F Closed list Double Nap 1000 50 50 4 4
Pfizer A3471018 w157 Rheumatoid arthritis T P Unknown Double Nap 1000 167 171 38 39
Pfizer N91-97-02-015 w154 OA/RA T P Unknown Double Nap 1000 75 82 9 9
Pfizer N91-99-02-049 w158 Osteoarthritis T P Unknown Double Nap 1000 118 118 27 27
Pfizer N91-99-02-053 w156 Osteoarthritis T P Pharmacy Double Nap 1000 205 205 47 47
Pfizer N91-99-02-060 w149 Rheumatoid arthritis T P Unknown Double Nap 1000 226 222 52 51
Pfizer N91-99-02-061 w150 Rheumatoid arthritis T P Other Double Nap 1000 219 220 50 51
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double Nap 1000 121 107 14 12
Ta2004 w74 Temporomandibular joint pain T P Pharmacy Double Nap 1000 22 22 3 3
Averbuch 2004 w212 Osteoarthritis U P Unknown Double Nap 1000 98 108 23 25
Goldenberg 1986 w213  Fibromyagia U F Unknown Double Nap 1000 31 31 4 4
Nicox 302 - Osteoarthritis U C Unknown Double Nap 1000 - - - -
Nicox 303 - Osteoarthritis U P Unknown Double Nap 1000 - - - -
Blechman 1978 w214  Osteoarthritis T C Unknown Double Nap 750 45 44 3 3
Gebuhr 1991 w215  Hip arthroplasty T P Unknown Double Nap 750 35 35 3 3
Mehta 1992 w216 Rheumatoid arthritis T P Sealed envelopes Double Nap 750 30 30 5 5
Vielpeau 1999 w217  Osteoarthritis T P Unknown Double Nap 750 28 28 3 3
Caruso 1987 w218 Osteoarthritis U P Other Double Nap 750 245 241 19 18
Klassen 1995 w219 Hypertension U P Unknown Double Nap 750 50 50 4 4
Soffer 1994 w220  Lung cancer U P Unknown Double Nap 750 5 5 05 05
Blom 1995 w221  Incontinence T C Unknown Single Nap 500 8 8 1 1
Lopez Sanchez 1983 w222 Degenerative joint disease T P Unknown Double Nap 500 10 10 1 1
Lindegaard 1980 w223 Migraine U C Unknown Double Nap 500 15 13 2 1
ADAPT w14  Alzheimer's disease | P Onsite computer Double Nap 440 719 1083 2074 3099
Aisen 2003 w114  Alzheimer's disease | P Other Double Nap 440 118 111 125 118
Diclofenac versus placebo
Novartis 104 w94  Osteoarthritis | P Unknown Double Dic 150 94 97 7 7
Novartis 105 w95  Rheumatoid arthritis | P Unknown Double Dic 150 91 9 6 7
Pfizer N49-98-02-118 w64  Osteoarthritis | P Unknown Double Dic 150 199 200 20 17
Wahlstrom 1991 w224  Hip arthroplasty T P Pharmacy Double Dic 150 46 47 5 5
Bakshi 1991 w225 Osteoarthritis T P Unknown Double Dic 150 208 106 16 8
Bocanegra 1998 w226 Osteoarthritis T C Unknown Double Dic 150 154 91 18 10
Furst 2002 w227 Rheumatoid arthritis T P Other Double Dic 150 181 177 42 41
Germain 1985 w228  Osteoarthritis T P Unknown Double Dic 150 97 94 1 1
Labelle 1997 w229  Frozen shoulder or tennis elbow T P Pharmacy Double Dic 150 64 64 5 5
Pfizer N91-00-02-079 w145  Cancer pain T P Unknown Double Dic 150 62 61 7 7
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double Dic 150 212 210 49 48
Reis 1992 w230  Osteoarthritis T P Unknown Double Dic 150 89 69 10 8
Schmitt 1999 w231 Osteoarthritis T P Unknown Double Dic 150 223 56 51 13
Weisman 1986 w232  Rheumatoid arthritis T P Unknown Double Dic 150 89 93 10 1
Case 2003 w233 Osteoarthritis U P Unknown Double Dic 150 25 28 6 6
Biergert 2004 w234  Osteoarthritis T P Other Double Dic 100 43 41 5 5
Buckland-Wright 1995 w235 Osteoarthritis T P Unknown Double Dic 100 22 23 33 34
Esselinckx 1990 w236 Osteoarthritis T P Pharmacy Double Dic 100 87 89 7 7
Laurent 1987 w237  Glomerulonephritis T P Unknown Double Dic 100 15 14 2 2
Sandelin 1997 w238  Osteoarthritis T P Other Double Dic 100 82 82 6 6
Y ocum 2000 w239  Osteoarthritis T P Unknown Double Dic 100 153 157 35 36
Dieppe 1993 w240 Osteoarthritis U P Unknown Double Dic 100 45 44 90 88
Kirchheiner 1976 w241 Rheumatoid arthritis T P Sealed envelopes Double Dic 75 62 57 5 4
Ghosh 2007 w88  Osteoarthritis T P Unknown Double Dic75 195 195 15 15
Schmitt 1999 w231  Osteoarthritis T P Unknown Double Dic75 114 56 26 13
Sangdee 2002 w242  Osteoarthritis U F Unknown Single Dic 75 98 95 8 7
Ibuprofen versus placebo
MK 027 w79  Healthy volunteer | P Pharmacy Double Ib 2400 18 21 2 2
MK 029 Etor w80  Osteoarthritis | P Unknown Double 1b 2400 226 233 53 58
MK 033 w115 Osteoarthritis | P Other Double 1b 2400 221 69 32 9
MK 040 w116 Osteoarthritis | P Other Double 1b 2400 249 74 36 10
MK 044 w104 Osteoarthritis | P Sealed envelopes Double Ib 2400 184 177 59 52
MK 045 w105 Osteoarthritis | P Unknown Double 1b 2400 193 194 63 61
MK 050 w106 Healthy volunteer | P Other Double Ib 2400 13 17 1 2
MK 065 wl8  Osteoarthritis | P Other Double 1b 2400 107 111 25 25
MK 071 w92  Osteoarthritis | P Pharmacy Double b 2400 210 104 50 21
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Webtable 3 - Details of trialsinvolving a randomised comparison of a tNSAID (X) versus placebo (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators
Trial name Ref. for treatment type Design concealment and patients Regimen, mg per day X Y X Y
MK 073 w93  Osteoarthritis | P Other Double 1b 2400 213 111 51 25
MK 083 w119  Osteoarthritis | B Unknown Double 1b 2400 107 100 23 21
MK 136 (no ASA) w125 Osteoarthritis | P Other Double Ib 2400 400 410 93 929
Pfizer A3191062 w57 Osteoarthritis | P Unknown Double 1b 2400 156 kel 15 7
Pfizer A3191063 - Osteoarthritis | P Unknown Double 1b 2400 154 73 16 7
Palmer 2003 w32  Hypertension T P Unknown Double Ib 2400 100 9% 8 7
Kravitz 1994 w243  Fibromyagia T F Unknown Double Ib 2400 32 29 3 3
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double 1b 2400 207 210 48 48
Wong 1984 w244 Acne T F Closed list Double Ib 2400 32 33 5 5
Davies 1999 w245 Osteoarthritis U P Unknown Double 1b 2400 54 50 4 4
Singer 1997 w246 Orofacial pain U F Unknown Double Ib 2400 - - - -
Giansiracusa 1977 w247 Osteoarthritis T C Unknown Double 1b 1800 106 221 8 17
Gurwitz 1996 w248 Hypertension U C Other Double b 1800 11 11 1 1
Novartis A2475 - Osteoarthritis U P Unknown Double 1b 1800 - - - -
Marks 1996 w249  Obesity U P Other Double b 1600 15 16 3 4
Haghighi 2005 w250 Osteoarthritis T P Pharmacy Open Ib 1200 40 40 3 3
McMillan 1999 w251 Metastatic cancer T P Unknown Double 1b 1200 35 38 8 9
Chow 2000 w252  Colorecta polyps T P Unknown Double Ib 600 9 9 1 1
Chow 2000 w252  Colorecta polyps T P Unknown Double b 300 9 9 1 1
Other tNSAID versus placebo
Hunter 1996 w253  Rheumatoid arthritis T P Other Double Aceclofenac 200 38 35 3 3
Haslock 1975 w254  Rheumatoid arthritis T P Unknown Double Alclofenac 3000 5 6 1 1
Kragballe 1983 w255  Psoriatic arthritis T P Unknown Double Benoxaprofen 600 20 20 3 3
Williams 1983 w256 Osteoarthritis T C Unknown Double Benoxaprofen 600 7 8 1 1
Ridolfo 1982 w257 Rheumatoid arthritis U C Unknown Double Benoxaprofen 600 - - - -
Lee 1985 w258  Osteoarthritis U P Unknown Double Diflunisal 1000 140 143 16 16
Lee 1985 w258  Osteoarthritis U P Unknown Double Diflunisal 750 139 143 16 16
Dore 1995 w206 Osteoarthritis T P Unknown Double Etodolac 800 86 86 7 7
Laine 1995 w209 Healthy volunteer T P Pharmacy Double Etodolac 800 17 17 1 1
Schnitzer 1995 w259 OA/RA T P Unknown Double Etodolac 800 91 920 7 7
Vetter 1982 w260 Rheumatoid arthritis T P Unknown Double Etodolac 600 8 8 1 1
Williams 1989 w261  Osteoarthritis T P Unknown Double Etodolac 600 104 106 8 8
Andelman 1983 w262  Osteoarthritis T P Unknown Double Etodolac 400 10 10 2 2
Edwards 1983 w263  Rheumatoid arthritis T P Unknown Double Etodolac 400 6 6 1 1
Vetter 1982 w260 Rheumatoid arthritis T P Unknown Double Etodolac 200 8 8 1 1
Jacob 1986 w264 Rheumatoid arthritis U P Pharmacy Double Etodolac 200 50 51 6 6
Del Toro 1983 w265 Rheumatoid arthritis T P Unknown Double Etodolac 100 7 7 2 2
Jacob 1986 w264 Rheumatoid arthritis U P Pharmacy Double Etodolac 100 55 51 6 6
Jacob 1986 w264 Rheumatoid arthritis U P Pharmacy Double Etodolac 50 56 51 6 6
Diamond 1987 w266 Migraine T P Unknown Double Fenoprofen 1800 39 36 9 8
Duff 1976 w267 Rheumatoid arthritis T C Unknown Double Fenoprofen 1800 15 15 2 2
Diamond 1987 w266 Migraine T P Unknown Double Fenoprofen 600 35 36 8 8
Blechman 1976 w268 Rheumatoid arthritis U C Unknown Double Fenoprofen 200 14 13 2 2
Mainland 1967 w269 Rheumatoid arthritis T P Pharmacy Double Indomethacin 200 71 65 16 15
Allan 1977 w270  Osteoarthritis U P Unknown Double Indomethacin 150 75 70 6 5
Jajic 1982 w271  Ankylosing spondylitis T P Other Double Indomethacin 125 34 35 4 4
Rogers 1993 w272 Alzheimer's disease T P Unknown Double Indomethacin 100 14 14 7 7
Secchi 1990 w273  Type 1 diabetes T P Unknown Single Indomethacin 100 5 10 3 7
Warrington 1990 w274  Healthy volunteer T P Unknown Double Indomethacin 100 15 15 1 1
de Jong 2008 w275  Alzheimer's disease T P Unknown Double Indomethacin 100 26 25 26 25
Lundholm 1994 w276 Metastatic cancer U P Other Single Indomethacin 100 45 45 47 47
Kirchheiner 1976 w241 Rheumatoid arthritis T P Sealed envelopes Double Indomethacin 75 63 57 5 4
MK 054 - Hypertension T P Unknown Unknown Indomethacin 75 39 38 3 3
Bahrami 2005 w277 Hepatitis B T P Closed list Double Indomethacin 75 56 56 28 28
Buchmann 1966 w278 Osteoarthritis T P Pharmacy Double Indomethacin 75 18 16 1 1
Karunakar 2006 w279  Acetabular fracture T P Other Double Indomethacin 75 64 63 7 7
Miller 1989 w280 Melanoma T P Sealed envelopes Open Indomethacin 75 27 26 4 4
Puddey 1985 w281 Hypertension T P Unknown Double Indomethacin 75 9 8 1 1
Scott 2000 w282 Osteoarthritis T P Unknown Single Indomethacin 75 202 303 1007 1510
Vielpeau 1999 w217  Osteoarthritis T P Unknown Double Indomethacin 75 28 28 3 3
Williams 1983 w256  Osteoarthritis T C Unknown Double Indomethacin 70 15 8 1 1
Wright 1969 X1 w283 Rheumatoid arthritis T B Pharmacy Double Indomethacin 50 8 8 1 1
Reese 1985 Study 1 w284 Rheumatoid arthritis U P Unknown Unknown Isoxicam 300 239 116 27 13
Posner 1985 w285  Osteoarthritis U P Unknown Double Isoxicam 200 88 88 10 10
Reese 1985 Study 3 w284 Rheumatoid arthritis U P Unknown Double Isoxicam 200 95 9% 11 11
Pfizer F49-98-02-137 w6l  Ankylosing spondylitis | P Unknown Double Ketoprofen 200 90 76 9 6
Hoe-Hansen 1999 w286  Subacromial decompression U C Unknown Double Ketoprofen 200 21 20 2 2
Stensrud 1974 w287 Migraine T C Unknown Double Ketoprofen 150 14 13 2 1
Bias 2004 w205 Healthy volunteer T P Other Double Licofelone 800 30 31 2 2
Bias 2004 w205 Healthy volunteer T P Other Double Licofelone 400 30 31 2 2
Berry 1992 w288 Osteoarthritis T P Unknown Double Lornoxicam 12 44 42 3 3
Berry 1992 w288 Osteoarthritis T P Unknown Double Lornoxicam 8 42 42 3 3
Warrington 1990 w274  Healthy volunteer T P Unknown Double Lornoxicam 8 15 15 1 1
Berry 1992 w288 Osteoarthritis T P Unknown Double Lornoxicam 6 42 42 3 3
Pfizer A3191174 w20  Back pain | P Unknown Double Loxoprofen 180 411 412 54 54
Pfizer J49-01-02-216 - Osteoarthritis | P Unknown Double Loxoprofen 180 385 192 27 14
Lopez Sanchez 1983 w222 Degenerative joint disease T P Unknown Double Meclofenamate 300 10 10 1 1
Mahafzah 1989 w289 Neoplastic disease/ Radiotherapy T C Unknown Double Meclofenamate 300 17 8 4 2
Petrick 1983 OA (hip) w290 Osteoarthritis T P Unknown Double Meclofenamate 300 91 89 7 7
Petrick 1983 OA (knee) w290 Osteoarthritis T P Unknown Double Meclofenamate 300 122 115 9 9
Petrick 1983 RA (6w) w291 Rheumatoid arthritis T P Unknown Double Meclofenamate 300 81 84 9 10
Petrick 1983 RA (8w) w291 Rheumatoid arthritis T P Unknown Double Meclofenamate 300 105 107 16 16
Willkens 1981 w292  Rheumatoid arthritis T P Unknown Double Meclofenamate 300 105 107 16 16
Ellis 1986 w293  Psoriatic arthritis U P Unknown Double Meclofenamate 300 47 56 4 4
Petrick 1983 RA (6w) w291 Rheumatoid arthritis T P Unknown Double Meclofenamate 200 84 84 10 10
Buchmann 1966 w278 Osteoarthritis T P Pharmacy Double Mefenamic acid 1500 21 16 2 1
Dougados 1999 w294  Ankylosing spondylitis T P Unknown Double Meloxicam 22.5 124 121 124 121
Furst 2002 w227 Rheumatoid arthritis T P Other Double Meloxicam 22.5 177 177 41 41
Altman 2002 w295 Acute coronary syndrome T P Sealed envelopes Single Meloxicam 15 60 60 6 6
Dougados 1999 w294  Ankylosing spondylitis T P Unknown Double Meloxicam 15 120 121 120 121
Furst 2002 w227 Rheumatoid arthritis T P Other Double Meloxicam 15 184 177 42 41
Lipscomb 1998 w296 Healthy volunteer T P Unknown Double Meloxicam 15 15 15 1 1
Y ocum 2000 w239 Osteoarthritis T P Unknown Double Meloxicam 15 156 157 36 36
Santucci 1995 w297 Healthy volunteer U P Unknown Double Meloxicam 15 13 13 1 1
Furst 2002 w227 Rheumatoid arthritis T P Other Double Meloxicam 7.5 175 177 40 41
Y ocum 2000 w239 Osteoarthritis T P Unknown Double Meloxicam 7.5 154 157 35 36
Santucci 1995 w297 Healthy volunteer U P Unknown Double Meloxicam 7.5 13 13 1 1
Y ocum 2000 w239 Osteoarthritis T P Unknown Double Meloxicam 3.75 154 157 35 36
Palmer 2003 w32  Hypertension T P Unknown Double Nabumetone 2000 96 96 7 7
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Webtable 3 - Details of trialsinvolving a randomised comparison of a tNSAID (X) versus placebo (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators

Trial name Ref. for treatment type Design concealment and patients Regimen, mg per day X Y X Y
BRL-14777/267 w201 Healthy volunteer T P Unknown Double Nabumetone 2000 73 75 6 6
Schnitzer 1998 w298 Osteoarthritis T P Pharmacy Double Nabumetone 2000 58 53 6 5
MK 058 w117  Osteoarthritis | B Other Double Nabumetone 1500 115 52 14 6
Agrawal 1999 w299 Osteoarthritis T P Unknown Double Nabumetone 1500 426 382 49 44
Fleischmann 1997 w203 Osteoarthritis T P Pharmacy Double Nabumetone 1500 93 94 7 7
Makarowski 1996 w300 Osteoarthritis T P Unknown Double Nabumetone 1500 115 116 13 13
Schnitzer 1995 w259 OA/RA T P Unknown Double Nabumetone 1500 89 920 7 7
MK 085 wl4l Osteoarthritis | P Other Double Nabumetone 1000 410 208 57 27
MK 090 w142  Osteoarthritis | P Other Double Nabumetone 1000 392 196 56 26
Pardo 1999 w301 Osteoarthritis T P Unknown Double Nabumetone 1000 27 29 2 2
Weaver 1995 w302 Osteoarthritis T P Unknown Double Nabumetone 1000 110 109 13 13
Blechman 1987 w303  Osteoarthritis U P Unknown Double Nabumetone 1000 53 53 6 6
Karlsson 2009 w133 OA/RA T P Other Double Naproxcinod/AZD3582 2250 124 80 14 9
Lohmander 2005 w204  Osteoarthritis T P Unknown Double Naproxcinod/AZD3582 1500 437 116 50 13
Karlsson 2009 w133 OA/RA T P Other Double Naproxcinod/AZD3582 1500 116 80 13 9
Nicox 301 w210 Osteoarthritis T P IVRS Double Naproxcinod/AZD3582 1500 230 221 57 55
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double Naproxcinod/AZD3582 1500 118 107 14 12
Nicox 302 - Osteoarthritis U C Unknown Double Naproxcinod/AZD3582 1500 - - - -
Nicox 303 - Osteoarthritis U P Unknown Double Naproxcinod/AZD3582 1500 - - - -
Karlsson 2009 w133 OA/RA T P Other Double Naproxcinod/AZD3582 750 108 80 12 9
Nicox 301 w210 Osteoarthritis T P IVRS Double Naproxcinod/AZD3582 750 240 221 60 55
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double Naproxcinod/AZD3582 750 111 107 13 12
Nicox 302 - Osteoarthritis U C Unknown Double Naproxcinod/AZD3582 750 - - - -
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double Naproxcinod/AZD3582 250 111 107 13 12
Sarzi-Puttini 2001 w304  Psoriatic arthritis U P Unknown Double Nimesulide 400 20 20 2 2
Aisen 2002 w305 Alzheimer's disease T P Pharmacy Double Nimesulide 200 21 19 5 4
Sarzi-Puttini 2001 w304  Psoriatic arthritis U P Unknown Double Nimesulide 200 20 20 2 2
Sarzi-Puttini 2001 w304  Psoriatic arthritis U P Unknown Double Nimesulide 100 20 20 2 2
Makarowski 1996 w300 Osteoarthritis T P Unknown Double Oxyprozin/oxaprozin 1200 116 116 13 13
Weaver 1995 w302 Osteoarthritis T P Unknown Double Oxyprozin/oxaprozin 1200 109 109 13 13
Lopez Sanchez 1983 w222 Degenerative joint disease T P Unknown Double Phenylbutazone 300 10 10 1 1
Wright 1969 X1 w283 Rheumatoid arthritis T B Pharmacy Double Phenylbutazone 100 8 8 1 1
Astrom 1992 w306 Achillestendinopathy T P Unknown Double Piroxicam 20 35 35 3 3
Dougados 1999 w294  Ankylosing spondylitis T P Unknown Double Piroxicam 20 108 121 108 121
Fox 1993 w307  Sjogrens syndrome T P Pharmacy Double Piroxicam 20 6 8 3 4
Lipscomb 1998 w296 Healthy volunteer T P Unknown Double Piroxicam 20 14 15 1 1
Manna 1998 w308 Migraine T C Unknown Double Piroxicam 20 25 25 2 2
Van den Berghe 1986 w309 Temporomandibular joint pain T P Unknown Unknown Piroxicam 20 14 12 2 2
Baez 1987 w310 Hypertension U P Unknown Double Piroxicam 20 - - - -
Santucci 1995 w297 Healthy volunteer U P Unknown Double Piroxicam 20 12 13 1 1
Sigidin 1987 w311 Rheumatoid arthritis U P Unknown Double Piroxicam 20 - - - -
Calaluce 2000 w312  Familial adenomatous polyposis T P Unknown Unknown Piroxicam 7.5 55 54 110 108
Jajic 1982 w271  Ankylosing spondylitis T P Other Double Pirprofen 1000 35 35 4 4
Sigidin 1987 w311 Rheumatoid arthritis U P Unknown Double Pirprofen 800 - - - -
Allan 1977 w270 Osteoarthritis U P Unknown Double Proquazone 900 71 70 5 5
Puddey 1985 w281 Hypertension T P Unknown Double Sulindac 400 9 8 1 1
Baez 1987 w310 Hypertension U P Unknown Double Sulindac 400 - - - -
Giardiello 1993 w313  Familial adenomatous polyposis T P Unknown Double Sulindac 300 11 11 8 8
Ladenheim 1995 w314  Colorecta polyps T P Unknown Double Sulindac 300 22 22 7 7
Rijcken 2007 w315  Colorecta cancer T C Unknown Double Sulindac 300 11 11 1 1
Keller 1999 w316 Familial adenomatous polyposis U P Unknown Double Sulindac 300 10 11 2 3
Labayle 1991 w317  Familial adenomatous polyposis U C Unknown Double Sulindac 300 5 5 2 2
Hattori 2007 w318 Diabetic kidney disease T P Unknown Single Sulindac 200 16 24 48 72
Giardiello 2002 w319 Familial adenomatous polyposis T P Unknown Double Sulindac 150 21 20 84 80
Esselinckx 1990 w236 Osteoarthritis T P Pharmacy Double Tenoxicam 40 86 89 7 7
Burssens 1995 w320  Osteoarthritis T P Unknown Double Tenoxicam 20 30 30 3 3
Esselinckx 1990 w236 Osteoarthritis T P Pharmacy Double Tenoxicam 20 85 89 7 7
Quijada-Carrera 1996 w321 Fibromyagia T F Unknown Double Tenoxicam 20 82 82 13 13
Zarski 1998 w322 HepatitisC T P Unknown Double Tenoxicam 20 73 76 36 38
Burssens 1995 w320  Osteoarthritis T P Unknown Double Tenoxicam 10 30 30 3 3
Scott 2000 w282 Osteoarthritis T P Unknown Single Tiaprofenic acid 600 307 303 1530 1510
Smith 1985 w323  Osteoarthritis U C Unknown Double Tiaprofenic acid 600 6 6 05 05
Mikkelsen 1982 w324  Migraine T C Unknown Double Tolfenamic acid 300 19 19 4 4
Mikkelsen 1986 w325 Migraine T C Unknown Double Tolfenamic acid 300 13 13 3 3

OA/RA=Osteoarthritis or rheumatoid arthritis.
Datatype (I=Individual patient data; T=Tabular data; U=Unavailable in either tabular or IPD form).

Design (B='Base' phase of atrial with more than one randomisation; C=Cross-over trial (first treatment period only); E="Extension’ phase of atrial with a second randomisation (note: asingle trial can have several extension phases, each contributing to a different randomised
comparison); F=Factorial design; P=Parallel trial with a single randomisation).

Allocation concealment (1VRS = Interactive Voice Response System; Telephone = Telephone centra office; Pharmacy = Pharmacy coded containers administered sequentially; Onsite computer = Onsite computer accessible only after entering patients details; Sealed envelopes = Sealed
envelopes, sequentially numbered and opague; Closed list = Closed list of random numbers; Other = Other acceptable method).

Regimens: Nap=Naproxen; Dic=Diclofenac; |bu=Ibuprofen.
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Webtable 4 - Details of trialsinvolving a randomised comparison of naproxen, ibuprofen or diclofenac (X) versus: a) each other; or b)
another tNSAID regimen (Y)

Method of blinding

No. of patients Person years

Indication Data Allocation of investigators Regimen, mg per day
Trial name Ref.  for treatment type Design concealment and patients (XvsY) X Y X Y
Naproxen versus diclofenac
Kolodny 1988 w326 Rheumatoid arthritis T P Unknown Double Nap 1000 vs Dic 150 112 111 26 26
Roth 1995 w327 OA/RA U P Unknown Double Nap 1000 vs Dic 150 115 112 26 26
Vetter 1985 w328 Osteoarthritis T P Unknown Double Nap 1000 vs Dic 150 30 30 7 7
Scharf 1982 w329 Osteoarthritis T C Unknown Double Nap 750 vs Dic 150 24 26 6 6
Lister 1993 w330 OA/RA T P Unknown Open Nap 500 vs Dic 100 279 296 64 68
Tannenbaum 1984 w331 Rheumatoid arthritis T P Unknown Double Nap 500 vs Dic 100 28 28 6 6
Siegmeth 1978 w332  Osteoarthritis T P Unknown Open Nap 500 vs Dic 75 20 20 10 10
Tsavaris 1990 w333  Metastatic cancer T C Unknown Unknown Nap 500 vs Dic 75 16 16 2 2
Naproxen versus ibuprofen
Frizziero 1986 w334  Rheumatoid arthritis T P Unknown Open Nap 1000 vs Ib 1800 11 11 2 2
Leuschen Group 1 w335 Multiple sclerosis T P Other Open Nap 800 vs Ib 1800 11 8 5 4
Leuschen Group 2 w335 Multiple sclerosis T P Other Open Nap 800 vs Ib 1800 12 9 1 1
Klassen 1993 w336 Hypertension U P Unknown Double Nap 750 vs Ib 2400 49 48 4 4
Lister 1993 w330 OA/RA T P Unknown Open Nap 500 vs Ib 1200 279 235 64 54
Naproxen versus other tNSAID
Dungal 1991 w337  Osteoarthritis T P Unknown Double Nap 1500 vs Tenoxicam 20 91 90 21 21
BRL-14777/267 w201 Healthy volunteer T P Unknown Double Nap 1100 vs Nabumetone 2000 72 73 6 6
Kornasoff 1997 w338  Osteoarthritis T P Unknown Double Nap 1000 vs Aceclofenac 200 184 190 42 44
Pasero 1994 w339  Ankylosing spondylitis T P Unknown Double Nap 1000 vs Aceclofenac 200 67 63 17 16
Omdal 1983 w340 Osteoarthritis T P Closed list Double Nap 1000 vs Diflunisal 1000 40 41 18 19
Dore 1995 w206 Osteoarthritis T P Unknown Double Nap 1000 vs Etodolac 800 82 86 6 7
Jennings 1997 w341  Osteoarthritis T P Unknown Double Nap 1000 vs Etodolac 800 31 29 3 3
Laine 1995 w209 Healthy volunteer T P Pharmacy Double Nap 1000 vs Etodolac 800 18 17 1 1
Palferman 1991 w342  Osteoarthritis T P Unknown Double Nap 1000 vs Etodolac 600 27 29 3 3
Pena 1991 w343  Osteoarthritis T P Unknown Double Nap 1000 vs Etodolac 600 31 31 5 5
Taha 1989 w344  Rheumatoid arthritis T P Unknown Double Nap 1000 vs Etodolac 600 15 15 1 1
Platt 1989 Naproxen w345  Osteoarthritis U P Unknown Double Nap 1000 vs Etodolac 600 19 18 2 2
Bianchi Porro RA 1991 w346 Rheumatoid arthritis T P Unknown Double Nap 1000 vs Etodolac 400 26 22 2 2
Vianade Queiros 1991 w347  Rheumatoid arthritis T P Unknown Double Nap 1000 vs Etodolac 400 19 20 4 5
Waltham-Weeks 1987 w348 Rheumatoid arthritis T C Unknown Double Nap 1000 vs Etodolac 400 18 21 2 2
Briancon 1989 Study 3 w349 Rheumatoid arthritis U P Unknown Double Nap 1000 vs Etodolac 400 17 20 3 4
Frankhof 1988 w350 Osteoarthritis T P Other Double Nap 1000 vs | soxicam 200 50 48 4 4
Cardoe OA 1986 w351  Osteoarthritis U P Unknown Double Nap 1000 vs | soxicam 200 117 113 9 9
Cardoe RA 1986 w351 Rheumatoid arthritis U P Unknown Double Nap 1000 vs | soxicam 200 125 124 10 10
Bias 2004 w205 Healthy volunteer T P Other Double Nap 1000 vs Licofelone 800 30 30 2 2
Bias 2003 Study A w352 OA/RA U P Unknown Double Nap 1000 vs Licofelone 800 41 35 5 4
Bias 2003 Study B w353 OA/RA U P Unknown Double Nap 1000 vs Licofelone 800 106 95 53 47
Bias 2004 w205 Healthy volunteer T P Other Double Nap 1000 vs Licofelone 400 30 30 2 2
Bias 2003 Abstract 68 w354 OA/RA U P Unknown Double Nap 1000 vs Licofelone 400 72 68 17 16
Emery 1992 w355  Rheumatoid arthritis T P Unknown Double Nap 1000 vs Nabumetone 2000 149 149 34 34
Hazleman 1987 w356 Rheumatoid arthritis T P Unknown Single Nap 1000 vs Nabumetone 2000 24 23 12 11
Krug 2000 w357  Rheumatoid arthritis T P Unknown Double Nap 1000 vs Nabumetone 2000 173 173 40 40
Fleischmann 1997 w203 Osteoarthritis T P Pharmacy Double Nap 1000 vs Nabumetone 1500 92 93 7 7
Bianchi Porro 1995 w358 Rheumatoid arthritis T P Unknown Double Nap 1000 vs Nabumetone 1000 30 30 2 2
Cha 2001 w359  Osteoarthritis T P Unknown Single Nap 1000 vs Nabumetone 1000 80 79 6 6
Young 1995 w360 Osteoarthritis U P Unknown Double Nap 1000 vs Nabumetone 1000 54 45 12 10
Lohmander 2005 w204  Osteoarthritis T P Unknown Double Nap 1000 vs 417 437 48 50
Naproxcinod/AZD3582 1500
Nicox 301 w210 Osteoarthritis T P IVRS Double Nap 1000 vs 227 230 57 57
Naproxcinod/AZD3582 1500
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double Nap 1000 vs 121 118 14 14
Naproxcinod/AZD3582 1500
Nicox 302 - Osteoarthritis U C Unknown Double Nap 1000 vs - - - -
Naproxcinod/AZD3582 1500
Nicox 303 - Osteoarthritis U P Unknown Double Nap 1000 vs - - - -
Naproxcinod/AZD3582 1500
Nicox 301 w210 Osteoarthritis T P IVRS Double Nap 1000 vs 227 240 57 60
Naproxcinod/AZD3582 750
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double Nap 1000 vs 121 111 14 13
Naproxcinod/AZD3582 750
Nicox 302 - Osteoarthritis U C Unknown Double Nap 1000 vs - - - -
Naproxcinod/AZD3582 750
Schnitzer Hee 2005 w138 Osteoarthritis T P Other Double Nap 1000 vs 121 111 14 13
Naproxcinod/AZD3582 250
Quattrini 1995 w361 Osteoarthritis T P Sealed envelopes Double Nap 1000 vs Nimesulide 200 60 60 5 5
Myklebust 1986 w362 RA/Ankylosing spondylitis T P Unknown Double Nap 1000 vs Piroxicam 20 54 56 12 13
Consoli 1994 w363 Osteoarthritis T P Unknown Open Nap 1000 vs Piroxicam 20 30 31 2 2
Huskisson 1983 w364 Rheumatoid arthritis T C Unknown Single Nap 1000 vs Piroxicam 20 30 30 2 2
Jennings 1994 w365 Osteoarthritis T P Unknown Double Nap 1000 vs Piroxicam 20 23 22 3 3
Fenton 1988 w366 Rheumatoid arthritis U C Unknown Double Nap 1000 vs Piroxicam 20 14 28 1 2
Montrone 1994 w367 Rheumatoid arthritis T P Unknown Double Nap 1000 vs Pirprofen 1200 20 20 2 2
Boussina 1987 w368 Osteoarthritis T P Pharmacy Double Nap 1000 vs Pirprofen 800 30 30 2 2
McMahon 1989 w369 Hypertension T C Other Double Nap 1000 vs Sulindac 400 12 12 1 1
Duke 1981 w370  Frozen shoulder T P Unknown Double Nap 825 vs Indomethacin 100 30 29 2 2
Atkinson 1980 w371  Rheumatoid arthritis U C Other Double Nap 750 vs Benoxaprofen 600 21 21 2 2
Baumgartner 1982 w372  Rheumatoid arthritis T P Pharmacy Double Nap 750 vs Diflunisal 1000 15 15 2 2
Osborn 1989 w373  Rheumatoid arthritis T P Unknown Open Nap 750 vs Diflunisal 1000 15 18 3 4
Khan 1983 w374  Rheumatoid arthritis T P Other Double Nap 750 vs Fenbufen 900 15 15 7 7
Crone 1981 w375 OA/RA T P Unknown Double Nap 750 vs Feprazone 600 15 15 1 1
Rhind 1982 w376 Osteoarthritis T P Unknown Double Nap 750 vs Indomethacin 100 20 21 2 2
Martinez-Lavin 1980 w377  Osteoarthritis U C Unknown Double Nap 750 vs Indomethacin 100 25 29 2 2
Vielpeau 1999 w217  Osteoarthritis T P Unknown Double Nap 750 vs Indomethacin 75 28 28 3 3
Brighton 1985 w378 Rheumatoid arthritis T P Unknown Double Nap 750 vs | soxicam 200 20 20 2 2
Schorn 1985 w379 Rheumatoid arthritis T P Unknown Double Nap 750 vs | soxicam 200 15 15 1 1
Wojtulewski 1996 w380 Rheumatoid arthritis U P Unknown Double Nap 750 vs Meloxicam 7.5 180 199 90 29
Greb 1987 w381l Rheumatoid arthritis T P Unknown Open Nap 750 vs Nabumetone 1000 24 24 6 6
Richards 1983 w382 Rheumatoid arthritis U C Unknown Double Nap 750 vs Nabumetone 1000 12 12 1 1
Kreigel 2001 w383  Osteoarthritis T P Unknown Double Nap 750 vs Nimesulide 200 187 183 186 182
Ginsberg 1984 w384  Osteoarthritis T P Unknown Double Nap 750 vs O%%ré)zi n/oxaprozin 12 12 2 2
Ansell 1978 w385  Ankylosing spondylitis T C Unknown Double Nap 750 vs Phenylbutazone 300 12 13 1 1
Alho 1988 w386 Osteoarthritis T P Other Double Nap 750 vs Piroxicam 20 126 126 39 39
Husby 1986 w387  Osteoarthritis T P Unknown Double Nap 750 vs Piroxicam 20 1014 1021 233 235
Melo Gomes 1993 w388 Osteoarthritis T P Unknown Double Nap 750 vs Piroxicam 20 210 217 16 17
Liyanage 1981 w389  Osteoarthritis T C Unknown Double Nap 750 vs Sulindac 400 15 15 1 1
Ardia1994 w390 Rheumatoid arthritis T P Unknown Double Nap 750 vs Tolfenamic acid 300 90 90 7 7
Blechman 1980 w391 Osteoarthritis T C Unknown Double Nap 500 vs Benoxaprofen 600 15 15 2 2
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Webtable 4 - Details of trialsinvolving a randomised comparison of naproxen, ibuprofen or diclofenac (X) versus: a) each other; or b)
another tNSAID regimen (Y)

Method of blinding

No. of patients Person years

Indication Data Allocation of investigators Regimen, mg per day
Trial name Ref.  for treatment type Design concealment and patients (XvsY) X Y X Y
Borkje 1982 w392  Rheumatoid arthritis T P Closed list Double Nap 500 vs Diflunisal 500 36 35 6 5
Brooks 1982 w393  Osteoarthritis T C Unknown Double Nap 500 vs Diflunisal 500 31 31 4 4
Grayson 1978 w394  Osteoarthritis T P Unknown Double Nap 500 vs Diflunisal 500 10 10 2 2
Schorn 1981 w395 Rheumatoid arthritis T P Unknown Double Nap 500 vs Diflunisal 500 10 10 2 2
Wojtulewski 1978 w396 Osteoarthritis U P Unknown Double Nap 500 vs Diflunisal 500 10 10 2 2
D’ Omézon 1973 w397 Rheumatoid arthritis U C Unknown Double Nap 500 vs Indomethacin 150 44 43 3 3
Kogstad 1973 w398 Rheumatoid arthritis U C Unknown Double Nap 500 vs Indomethacin 150 15 15 1 1
Castles 1978 w399 Rheumatoid arthritis T C Unknown Double Nap 500 vs Indomethacin 100 69 38 5 3
Cochrane 1973 w400 Osteoarthritis T C Unknown Double Nap 500 vs Indomethacin 100 18 17 1 1
Davis 1987 w401  OA/RA/AS T P Unknown Double Nap 500 vs Indomethacin 100 76 21 9 2
Tsavaris 1990 w333  Metastatic cancer T C Unknown Unknown Nap 500 vs Indomethacin 75 16 16 2 2
Grace 1983 w402  Rheumatoid arthritis T P Unknown Single Nap 500 vs Meclofenamate 300 20 20 5 5
Lopez Sanchez 1983 w222 Degenerative joint disease T P Unknown Double Nap 500 vs Meclofenamate 300 10 10 1 1
Brobyn 1987 w403  Rheumatoid arthritis T P Unknown Double Nap 500 vs Nabumetone 1000 50 50 25 25
Lister 1993 w330 OA/RA T P Unknown Open Nap 500 vs Nabumetone 1000 279 3315 64 762
Pisko 1987 A w404  Osteoarthritis T P Unknown Double Nap 500 vs Nabumetone 1000 244 245 122 122
Pisko 1987 B w405 OA/RA T P Unknown Double Nap 500 vs Nabumetone 1000 20 20 10 10
Poiley 1987 w406 Osteoarthritis T P Unknown Double Nap 500 vs Nabumetone 1000 19 18 9 9
Roth 1987 w407 OA/RA T P Unknown Double Nap 500 vs Nabumetone 1000 20 20 5 5
Vasey 1987 w408 Rheumatoid arthritis T P Other Double Nap 500 vs Nabumetone 1000 181 186 35 36
Fossaluzza 1989 w409  Osteoarthritis T P Unknown Unknown Nap 500 vs Nimesulide 200 20 20 2 2
Million 1977 w410 Rheumatoid arthritis T C Unknown Double Nap 500 vs Phenylbutazone 400 24 24 2 2
Lopez Sanchez 1983 w222 Degenerative joint disease T P Unknown Double Nap 500 vs Phenylbutazone 300 10 10 1 1
Van Gerwen 1978 w411 Ankylosing spondylitis T C Pharmacy Double Nap 500 vs Phenylbutazone 200 10 10 1 1
Sekker 1985 w412  Osteoarthritis T P Unknown Double Nap 500 vs Piroxicam 800 25 26 2 2
Hybbinette 1981 w413 Osteoarthritis T C Unknown Double Nap 500 vs Piroxicam 20 30 30 3 3
Mbuyi-Muamba 1983 w414  Rheumatoid arthritis T P Unknown Double Nap 500 vs Piroxicam 20 20 25 5 6
Fenton 1988 w366 Rheumatoid arthritis U C Unknown Double Nap 500 vs Piroxicam 20 15 28 1 2
Kogstad 1981 w415  Osteoarthritis U C Unknown Double Nap 500 vs Piroxicam 20 71 78 5 6
Lister 1993 w330 OA/RA T P Unknown Open Nap 500 vs Piroxicam 10 279 286 64 66
Bragstad 1978 w416  Rheumatoid arthritis T P Unknown Double Nap 500 vs Proquazone 900 18 18 9 9
Vainio 1978 w417  Osteoarthritis T P Unknown Double Nap 500 vs Proquazone 900 21 19 5 5
Janke 1984 w418  Osteoarthritis T P Other Open Nap 500 vs Sulindac 400 48 47 11 11
Pathy 1982 Group |1 w419  Osteoarthritis T P Unknown Open Nap 500 vs Sulindac 400 42 45 10 10
Nived 1994 w420 Rheumatoid arthritis T P Unknown Double Nap 500 vs Tenoxicam 20 155 152 v 76
Davis 1987 w401  OA/RA/AS T P Unknown Double Nap 500 vs Tiaprofenic acid 600 76 181 9 21
Telhag 1981 w421 Osteoarthritis T P Unknown Double Nap 500 vs Tolmetin 800 36 34 8 8
Raynauld 2009 w422 Osteoarthritis T P Sealed envelopes Double Nap 400 vs Licofelone 1000 177 178 353 355
Diclofenac versus ibuprofen
Pfizer N49-97-02-071 - OA/RA | P Unknown Double Dic 150 vs Ib 2400 387 346 73 61
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double Dic 150 vs Ib 2400 212 207 49 48
Crook 1981 w423 Osteoarthritis T C Unknown Double Dic 100 vs Ib 1600 22 25 2 2
Kiff 1994 w424 OA/RA T P Closed list Single Dic 100 vs Ib 1200 263 253 81 78
Lister 1993 w330 OA/RA T P Unknown Open Dic 100 vs Ib 1200 296 235 68 54
Koopmans 1987 w425  Hypertension T P Unknown Open Dic 75 vs1b 1200 3 3 0.2 0.2
Prabhu 2008 w426  Osteoarthritis U P Unknown Open Dic 50 vs 1b 400 12 12 3 3
Diclofenac versus other tNSAID
Diaz 1988 w427 Osteoarthritis T P Other Double Dic 150 vs Aceclofenac 200 30 29 2 2
Pareek 2006 w428  Osteoarthritis T P Sealed envelopes Double Dic 150 vs Aceclofenac 200 122 125 19 19
Pasero 1995 w429  Rheumatoid arthritis T P Unknown Double Dic 150 vs Aceclofenac 200 173 170 86 85
Ward 1995 w430  Osteoarthritis T P Unknown Double Dic 150 vs Aceclofenac 200 197 200 45 46
Ximenes 1997 w431l Osteoarthritis U P Unknown Open Dic 150 vs Aceclofenac 200 53 53 4 4
Tavella1997 w432 Osteoarthritis T P Unknown Open Dic 150 vs Amtolmetin 600 25 25 2 2
Corts Giner 1991 w433 Osteoarthritis T P Unknown Double Dic 150 vs Droxicam 150 40 40 5 5
Grisanti 1992 w434 Osteoarthritis T P Unknown Double Dic 150 vs Etodolac 600 87 85 13 13
Eisenkolb 1993 w435 Osteoarthritis U P Unknown Double Dic 150 vs Etodolac 600 69 66 8 8
Platt 1989 Dic w345 Osteoarthritis U P Unknown Double Dic 150 vs Etodolac 600 47 38 7 6
Lonauer 1993 w436  Rheumatoid arthritis T P Unknown Double Dic 150 vs Etodolac 400 55 53 13 12
Briancon 1989 Study 2 w349 Rheumatoid arthritis U P Unknown Double Dic 150 vs Etodolac 400 41 45 8 9
Burdeiny 1981 w437  Bechterew's disease T P Unknown Double Dic 150 vs Indomethacin 150 14 14 1 1
Kennedy 1994 w438  Osteoarthritis T P Unknown Double Dic 150 vs Ketoprofen 200 121 118 39 38
Kidd 1996 X1 w439 Osteoarthritis T C Unknown Double Dic 150 vs Lornoxicam 16 45 a4 10 10
Kidd 1996 X1 w439 Osteoarthritis T C Unknown Double Dic 150 vs Lornoxicam 12 45 46 10 1
Lederman 2001 w440  Osteoarthritis T P Other Double Dic 150 vs Loxoprofen 180 30 30 2 2
Furst 2002 w227 Rheumatoid arthritis T P Other Double Dic 150 vs Meloxicam 22.5 181 177 42 41
Furst 2002 w227 Rheumatoid arthritis T P Other Double Dic 150 vs Meloxicam 15 181 184 42 42
Furst 2002 w227 Rheumatoid arthritis T P Other Double Dic 150 vs Meloxicam 7.5 181 175 42 40
Huskisson 1999 w441 Osteoarthritis T P Unknown Double Dic 150 vs Nimesulide 200 144 135 66 62
Porto 1994 w442 Osteoarthritis T P Other Double Dic 150 vs Nimesulide 200 45 a4 3 3
Porto 1998 w443 Osteoarthritis T P Other Double Dic 150 vs Nimesulide 200 45 a4 3 3
Zgradie 1999 w444 Osteoarthritis T P Unknown Unknown Dic 150 vs Nimesulide 200 90 90 7 7
Karbowski 1998 RA w445  Rheumatoid arthritis T P Unknown Double Dic 150 vs Ox]YZ;JOrgzi n/oxaprozin 29 26 14 13
GrofRe-Kielisch 1983 w446  Rheumatism T P Unknown Double Dic 150 vs Proglumetacin 450 20 20 2 2
Nahir 1980 w447  Ankylosing spondylitis T P Unknown Double Dic 150 vs Sulindac 600 31 31 2 2
Baumgartner 1979 w448  Osteoarthritis T P Pharmacy Single Dic 150 vs Sulindac 400 12 12 2 2
Bellamy 1993 w449  Osteoarthritis T P Other Double Dic 150 vs Tenoxicam 20 50 48 11 11
Khan 1987 w450  Ankylosing spondylitis T P Other Double Dic 125 vs Indomethacin 125 132 130 33 32
Brasseur 1991 w451 Osteoarthritis T P Unknown Double Dic 100 vs Etodolac 600 29 32 3 4
Khan 1992 w452 Osteoarthritis T P Unknown Double Dic 100 vs Etodolac 600 32 32 2 2
Porzio 1993 w453 Rheumatoid arthritis T P Unknown Double Dic 100 vs Etodolac 600 41 50 3 4
Liang 2003 w454 Osteoarthritis T P Unknown Double Dic 100 vs Etodolac 400 32 32 2 2
Sasdelli 1980 w455  Glomerulonephritis T P Unknown Unknown Dic 100 vs Indomethacin 100 5 5 1 1
Gostick 1990 w456 Osteoarthritis T C Unknown Double Dic 100 vs Indomethacin 75 42 42 3 3
Crowley 1990 w457  Rheumatoid arthritis U P Unknown Double Dic 100 vs Indomethacin 75 39 45 3 3
Janssen 1988 w458  Rheumatoid arthritis T P Unknown Double Dic 100 vs Lonazolac 600 15 15 1 1
Stewart 1988 w459  Osteoarthritis T P Unknown Double Dic 100 vs Mefenamic acid 1500 46 48 7 7
Patel 2000 w460 OA/RA T P Unknown Unknown Dic 100 vs Meloxicam 75 66 61 5 5
Goei The 1997 w461 Osteoarthritis T P Unknown Double Dic 100 vs Meloxicam 15 130 128 15 15
Y ocum 2000 w239 Osteoarthritis T P Unknown Double Dic 100 vs Meloxicam 15 153 156 35 36
MELISSA Hawkey 1998 w462  Osteoarthritis T P Unknown Double Dic 100 vs Meloxicam 7.5 5051 5000 387 383
Chopra 2004 OA w463  Osteoarthritis T P Other Double Dic 100 vs Meloxicam 7.5 68 65 5 5
Hosie 1996 w464 Osteoarthritis T P Unknown Double Dic 100 vs Meloxicam 7.5 167 169 83 84
Y ocum 2000 w239 Osteoarthritis T P Unknown Double Dic 100 vs Meloxicam 7.5 153 154 35 35
Y ocum 2000 w239 Osteoarthritis T P Unknown Double Dic 100 vs Meloxicam 3.75 153 154 35 35
Becvar 1999 w465  Osteoarthritis T P Unknown Open Dic 100 vs Nabumetone 1500 193 202 44 46
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Webtable 4 - Details of trialsinvolving a randomised comparison of naproxen, ibuprofen or diclofenac (X) versus: a) each other; or b)
another tNSAID regimen (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators Regimen, mg per day

Trial name Ref.  for treatment type Design concealment and patients (XvsY) X Y X Y
Filipowicz-Sosnowska 1997 w466  Osteoarthritis T P Unknown Unknown Dic 100 vs Nabumetone 1500 59 59 14 14
Scott 2000 Study 1 w467  Osteoarthritis T P Unknown Double Dic 100 vs Nabumetone 1500 199 200 92 92
Alballa1992 w468  Osteoarthritis T P Unknown Double Dic 100 vs Nabumetone 1000 32 35 2 3
Bellamy 1995 w469  Osteoarthritis T P Unknown Double Dic 100 vs Nabumetone 1000 189 191 94 95
Havranek 1998 w470  Osteoarthritis T P Unknown Single Dic 100 vs Nabumetone 1000 13 16 3 4
Lister 1993 w330 OA/RA T P Unknown Open Dic 100 vs Nabumetone 1000 296 3315 68 762
Rees 1990 w471 Osteoarthritis T P Onsite computer Double Dic 100 vs Nabumetone 1000 121 122 14 14
Laws 1990 w472 Osteoarthritis U P Unknown Double Dic 100 vs Nabumetone 1000 121 122 14 14
Estevez 1993 w473 Osteoarthritis T P Unknown Double Dic 100 vs Nimesulide 200 10 10 2 2
Famaey 1998 w474 Back pain T P Unknown Open Dic 100 vs Nimesulide 200 101 95 8 7
Omololu 2005 w475 Osteoarthritis T P Other Double Dic 100 vs Nimesulide 200 32 35 4 4
Karbowski 1998 OA w476  Osteoarthritis T P Unknown Unknown Dic 100 vs Ox)égroozi n/oxaprozin 40 40 5 5
GOAL 1998 w477 Osteoarthritis T P Unknown Unknown Dic 100 vs Piroxicam 20 55 52 27 26
Gudifio Quiroz 1988 w478  Osteoarthritis T P Closed list Double Dic 100 vs Piroxicam 20 18 19 3 3
Sauaya 1996 w479  Rheumatoid arthritis T P Unknown Double Dic 100 vs Piroxicam 20 30 30 3 3
Lister 1993 w330 OA/RA T P Unknown Open Dic 100 vs Piroxicam 10 296 286 68 66
Shichikawa 1984 supro w480 Rheumatoid arthritis T P Unknown Double Dic 100 vs Suprofen 400 93 9% 11 11
Esselinckx 1990 w236 Osteoarthritis T P Pharmacy Double Dic 100 vs Tenoxicam 40 87 86 7 7
Al-Quorain 1993 w48l  OA/RA T P Sealed envelopes Double Dic 100 vs Tenoxicam 20 20 20 2 2
Esselinckx 1990 w236 Osteoarthritis T P Pharmacy Double Dic 100 vs Tenoxicam 20 87 85 7 7
Fellet 1989 w482  Rheumatoid arthritis T P Unknown Double Dic 100 vs Tenoxicam 20 15 15 3 3
Schwazer 1990 w483  Ankylosing spondylitis T P Unknown Unknown Dic 100 vs Tenoxicam 20 12 12 3 3
Winterer 1994 w484 Osteoarthritis T P Unknown Double Dic 100 vs Tenoxicam 20 51 50 8 8
Moser 1989 1B w485 Osteoarthritis U P Unknown Double Dic 100 vs Tenoxicam 20 264 254 20 19
Moser 1989 1B w485  Extra-articular rheumatism U P Unknown Double Dic 100 vs Tenoxicam 20 209 206 16 16
Gennery 1982 w486  Osteoarthritis T C Unknown Open Dic 75 vs Benoxaprofen 600 181 700 14 54
Kirchheiner 1976 w241 Rheumatoid arthritis T P Sealed envelopes Double Dic 75 vs Indomethacin 75 62 63 5 5
Alegre Marcet 1977 w487  Rheumatoid arthritis T P Unknown Double Dic 75 vs Indomethacin 75 41 44 10 11
Bijlsma 1978 w488  Rheumatoid arthritis T P Unknown Double Dic 75 vs Indomethacin 75 18 18 8 8
Calabro 1986 w489  Ankylosing spondylitis T P Unknown Double Dic 75 vs Indomethacin 75 118 106 27 24
Gennery 1982 w486  Osteoarthritis T C Unknown Open Dic 75 vs Indomethacin 75 181 200 14 15
Tsavaris 1990 w333 Metastatic cancer T C Unknown Unknown Dic 75 vs Indomethacin 75 16 16 2 2
Behrens 1985 w490  Osteoarthritis T P Unknown Double Dic 75 vs | soxicam 300 120 120 28 28
Boey 1988 w491  Rheumatoid arthritis T P Unknown Open Dic 75 vs Ketoprofen 100 9 9 2 2
Bellamy 1992 Meclo w492  Osteoarthritis T P Other Double Dic 75 vs Meclofenamate 300 31 30 4 3
Aylward 1985 w493  Osteoarthritis T P Unknown Double Dic 75 vs Mefenamic acid 1500 19 20 4 5
Li 2001 w494 Rheumatoid arthritis T P Unknown Open Dic 75 vs Nabumetone 1000 61 64 14 15
Tan Hong-Chang 2005 w495  Osteoarthritis T P Unknown Unknown Dic 75 vs Nabumetone 100 75 81 6 6
Shiokawa 1984 w496  Rheumatoid arthritis U P Unknown Double Dic75vs Oxyggzi n/oxaprozin 85 88 10 10
Gennery 1982 w486  Osteoarthritis T C Unknown Open Dic 75 vs Piroxicam 20 181 166 14 13
Gerecz-Simon 1990 w497  Osteoarthritis T P Other Double Dic 75 vs Piroxicam 20 40 40 9 9
Rohde 1980 w498 Rheumatoid arthritis T P Unknown Open Dic 75 vs Piroxicam 20 20 20 2 2
Koopmans 1987 w425  Hypertension T P Unknown Open Dic 75 vs Sulindac 400 3 3 0.2 0.2
Pathy 1982 Group I11 w419  Osteoarthritis T P Unknown Open Dic 75 vs Sulindac 400 29 31 7 7
Vandenburg 1984 w499  Osteoarthritis T P Other Open Dic 75 vs Sulindac 400 29 33 7 8
Prabhu 2008 w426  Osteoarthritis U P Unknown Open Dic 50 vs Nimesulide 100 12 12 3 3
Ibuprofen versus other tNSAID

Neustadt 1997 w500 Rheumatoid arthritis T P Unknown Double 1b 2400 vs Etodolac 1000 417 409 831 815
Neustadt 1997 w500 Rheumatoid arthritis T P Unknown Double 1b 2400 vs Etodolac 300 417 620 831 1236
Paulus 2000 w501  Rheumatoid arthritis T P Unknown Double 1b 2400 vs Etodolac 300 414 614 1238 1836
Paulus 2000 w501  Rheumatoid arthritis T P Unknown Double 1b 2400 vs Etodolac 156 414 405 1238 1211
Levinson 1983 w502  Osteoarthritis U C Unknown Double Ib 2400 vs Fenoprofen 2400 23 24 2 2
Palmer 2003 w32  Hypertension T P Unknown Double Ib 2400 vs Nabumetone 2000 100 9% 8 7
Roth 1993 w503 Osteoarthritis T P Unknown Unknown 1b 2400 vs Nabumetone 1000 53 58 12 13
McLaughlin 1985 w504  Rheumatoid arthritis T P Unknown Double Ib 2400 vs Piroxicam 20 10 11 3 3
Bird 1984 w505  Rheumatoid arthritis T P Unknown Double 1b 2400 vs Tenoxicam 40 10 10 1 1
Bird 1984 w505  Rheumatoid arthritis T P Unknown Double 1b 2400 vs Tenoxicam 20 10 10 1 1
Alarcon-Segovia 1980 w506  Osteoarthritis U P Other Double Ib 2000 vs Benoxaprofen 600 72 71 39 38
Jennings 1996 w507  Osteoarthritis T P Other Double Ib 1800 vs Piroxicam 20 19 20 3 3
Gum 1980 w508 Rheumatoid arthritis T P Unknown Double Ib 1600 vs Benoxaprofen 400 84 139 45 75
Bennett 1986 w509  Rheumatoid arthritis T P Unknown Double 1b 1600 vs Diflunisal 500 105 105 24 24
McArthur 1979 w510  Rheumatoid arthritis T C Unknown Double 1b 1600 vs Indomethacin 100 10 10 1 1
Shadforth 1984 w511 Osteoarthritis T P Unknown Double 1b 1600 vs Nabumetone 1000 23 22 4 3
Earl 1996 w512  Osteoarthritis T P Unknown Double 1b 1600 vs Piroxicam 20 38 21 3 2
Tyson 1980 w513 Osteoarthritis T P Other Double Ib 1200 vs Benoxaprofen 600 60 60 18 18
Klein 1982 w514 Osteoarthritis T P Other Double Ib 1200 vs Carprofen 300 10 10 2 2
Bresnihan 1978 w515 Osteoarthritis T P Unknown Double 1b 1200 vs Diflunisal 500 19 18 3 3
Keet 1979 w516  Osteoarthritis T P Unknown Double 1b 1200 vs Diflunisal 400 18 17 3 3
Brodie 1980 w517 Osteoarthritis T P Unknown Single Ib 1200 vs Fenclofenac 900 29 27 7 6
Bain 1977 w518  Osteoarthritis T C Unknown Double Ib 1200 vs Feprazone 600 11 10 1 1
Cdin 1977 w519  Rheumatoid arthritis T P Unknown Double Ib 1200 vs Ketoprofen 150 50 52 11 12
Lister 1993 w330 OA/RA T P Unknown Open Ib 1200 vs Nabumetone 1000 235 3315 54 762
Shah 1984 w520 Type 2 diabetes T P Unknown Unknown Ib 1200 vs Phenylbutazone 300 11 11 1 1
Alan 1983 w521  Rheumatoid arthritis T P Unknown Unknown 1b 1200 vs Piroxicam 20 15 16 2
Lister 1993 w330 OA/RA T P Unknown Open Ib 1200 vs Piroxicam 10 235 286 54 66
Ruotsi 1978 w522  Rheumatoid arthritis T P Other Double Ib 1200 vs Proquazone 900 23 21 11 10
Admani 1983 w523 Osteoarthritis T P Unknown Unknown 1b 1200 vs Sulindac 400 15 15 3 3
Currie 1984 w524 Osteoarthritis T P Other Open Ib 1200 vs Sulindac 400 55 54 13 12
Ghosh 1982 w525  Osteoarthritis T P Other Open Ib 1200 vs Sulindac 400 16 16 4 4
Koopmans 1987 w425  Hypertension T P Unknown Open Ib 1200 vs Sulindac 400 3 3 0.2 0.2
Pathy 1982 Group | w419  Osteoarthritis T P Unknown Open Ib 1200 vs Sulindac 400 47 45 11 10
Vetter 1977 w526  Rheumatoid arthritis T P Unknown Double 1b 1200 vs Sulindac 400 16 16 1 1
Royer 1975 OA w527  Osteoarthritis T P Unknown Double Ib 900 vs Indomethacin 75 117 115 54 53
Royer 1975 RA w528 Rheumatoid arthritis T P Unknown Double Ib 900 vs Indomethacin 75 104 114 48 52
Cardoe 1969 w529  Rheumatoid arthritis T C Unknown Double Ib 600 vs Phenylbutazone 300 15 15 1 1
Dieppe 1976 w530 Osteoarthritis T P Unknown Double Ib 600 vs Sulindac 200 20 20 3 3
Prabhu 2008 w426  Osteoarthritis U P Unknown Open Ib 400 vs Nimesulide 100 12 12 3 3
Oyemade 1979 w531 Osteoarthritis T P Unknown Unknown Ib 400 vs Sulindac 400 8 20 1 3
Oyemade 1979 w531 Osteoarthritis T P Unknown Unknown Ib 400 vs Sulindac 200 8 12 1 2

OA/RA=Osteoarthritis or rheumatoid arthritis. AS=Ankylosing spondylitis.
Datatype (I=Individual patient data; T=Tabular data; U=Unavailable in either tabular or IPD form).

Design (B='Base' phase of atrial with more than one randomisation; C=Cross-over trial (first treatment period only); E="Extension’ phase of atrial with a second randomisation (note: asingle trial can have several extension phases, each contributing to a different randomised
comparison); F=Factorial design; P=Parallel trial with a single randomisation).

15


heatherh
Text Box
15



Webtable 4 - Details of trialsinvolving a randomised comparison of naproxen, ibuprofen or diclofenac (X) versus: a) each other; or b)
another tNSAID regimen (Y)

Allocation concealment (IVRS = Interactive Voice Response System; Telephone = Telephone centra office; Pharmacy = Pharmacy coded containers administered sequentially; Onsite computer = Onsite computer accessible only after entering patients details; Sealed envelopes = Sealed
envelopes, sequentially numbered and opague; Closed list = Closed list of random numbers; Other = Other acceptable method).

Regimens: Nap=Naproxen; Dic=Diclofenac; |bu=Ibuprofen.
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Webtable 5 - Details of trialsinvolving a randomised comparison of one coxib regimen (X) versus another coxib regimen (Y)

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators Regimen, mg per day
Trial name Ref. for treatment type Design concealment and patients (XvsY) X Y X Y
Celecoxib 400mg daily versus Etoricoxib
MK 065 w18  Osteoarthritis | P Other Double C400vsE 90 107 108 25 26

Celecoxib 200mg daily versus Etoricoxib

MK 076 w45 Osteoarthritis | B Unknown Double C200vsE 30 241 231 50 50
MK 076 w45 Osteoarthritis | E Unknown Double C200vsE 30 a4 41 12 12
MK 076 w45 Osteoarthritis | E Unknown Double C200vsE 30 192 191 55 55
MK 077 w45 Osteoarthritis | B Other Double C200vsE 30 247 244 53 53
MK 077 w45 Osteoarthritis | E Other Double C200vsE 30 30 30 9 9
MK 077 w45 Osteoarthritis | E Other Double C200vsE 30 202 212 57 60
Celecoxib 400mg daily versus

Lumiracoxib

Novartis 110 w173  Rheumatoid arthritis | P Unknown Double C400vsL 800 223 227 51 49
Novartis 110 w173  Rheumatoid arthritis | P Unknown Double C400vsL 400 223 227 51 50
Novartis 114 - Rheumatoid arthritis | P Unknown Unknown C400vsL 400 302 313 64 63
Novartis 114 - Rheumatoid arthritis | P Unknown Unknown C400vsL 200 302 315 64 63
Celecoxib 200mg daily versus

Lumiracoxib

Novartis 109 w49 Osteoarthritis | P Unknown Double C200vsL 400 444 463 9% 101
Novartis 112E w50  Osteoarthritis | B Unknown Double C200vsL 400 481 491 122 125
Novartis 112E - Osteoarthritis | E Unknown Double C200vsL 400 56 59 36 40
Novartis 112E - Osteoarthritis | E Unknown Double C200vsL 400 343 352 220 224
Novartis 126 w174  Osteoarthritis | P Sealed envelopes Double C200vsL 400 258 260 59 60
Novartis 109 w49 Osteoarthritis | P Unknown Double C200vsL 200 444 462 9% 100
Novartis 112E w50  Osteoarthritis | B Unknown Double C200vsL 200 481 487 122 125
Novartis 112E - Osteoarthritis | E Unknown Double C200vsL 200 56 56 36 37
Novartis 112E - Osteoarthritis | E Unknown Double C200vsL 200 343 348 220 212
Novartis 126 w174  Osteoarthritis | P Sealed envelopes Double C200vsL 200 258 264 59 60
Novartis 2364 w532 Osteoarthritis | P Unknown Double C200vsL 200 351 352 39 39
Novartis 2369 w533 Osteoarthritis | P IVRS Double C200vsL 200 758 1519 47 1499
Novartis 2367 w51  Osteoarthritis | P Other Double C200vsL 100 419 427 127 129
Novartis 2369 w533 Osteoarthritis | P IVRS Double C200vsL 100 758 755 47 745
Novartis 360E w52  Osteoarthritis | B Other Double C200vsL 100 393 776 86 185
Novartis 361E w53 Osteoarthritis | B Other Double C200vsL 100 420 840 111 227
Novartis 361E - Osteoarthritis | E Other Double C200vsL 100 130 176 83 115
Novartis 361E - Osteoarthritis | E Other Double C200vsL 100 323 667 199 395
Celecoxib 800mg daily versus Rofecoxib

Kvale 2006 wl HIV T P Unknown Open C800vsR 50 13 12 3 3
Celecoxib 400mg daily versus Rofecoxib

MK 905 w19  Healthy volunteer | P Unknown Double C400vsR 100 17 17 2 2
Aw 2006 w534 Osteoarthritis T P Unknown Open C400vsR 50 5 6 1 1
Celecoxib 200mg daily versus Rofecoxib

MK 2007_636 - OA/RA U P Unknown Double C200vsR 42 - - - -
MK 106 (VACT-1) w535  Osteoarthritis | P Other Double C200vsR 25 97 95 12 12
MK 112 w46 Osteoarthritis | P Unknown Double C200vsR 25 456 459 64 66
MK 116 w46 Osteoarthritis | P Unknown Double C200vsR 25 460 471 66 68
MK 150 (VACT-2) w536  Osteoarthritis | P Other Double C200vsR 25 523 527 55 55
Pfizer 635-I FL-0508-002 w161 Osteoarthritis | P Onsite computer Double C200vsR 25 136 138 28 27
Pfizer 635-IFL-0508-003 w54 Osteoarthritis | P Other Double C200vsR 25 189 190 19 20
Pfizer N49-00-02-181 (SUCCESS-VII) w537  Osteoarthritis | P Other Double C200vsR 25 549 546 59 57
Pfizer N49-99-02-149 w538  Osteoarthritis | P Other Double C200vsR 25 412 399 42 41
Pfizer N49-99-02-152 w65  Osteoarthritis | P Other Double C200vsR 25 63 59 6 6
MK 2007_636 - OA/RA U P Unknown Double C200vsR 21 - - - -
MK 106 (VACT-1) w535  Osteoarthritis | P Other Double C200vsR 125 97 9% 12 11
MK 112 w46 Osteoarthritis | P Unknown Double C200vsR 125 456 456 64 65
MK 150 (VACT-2) w536  Osteoarthritis | P Other Double C200vsR 125 523 259 55 27
MK 219 w47 Osteoarthritis | P Other Double C200vsR 125 157 160 17 17
MK 220 w48  Osteoarthritis | P Unknown Double C200vsR 125 169 159 24 23
Celecoxib 400mg daily versus

GW403681

GSK CXA20006 - Rheumatoid arthritis | P Other Double C400vsG 50 132 137 16 17
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double C400vsG 50 379 379 84 81
GSK CXA20006 - Rheumatoid arthritis | P Other Double C400vsG 35 132 139 16 17
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double C400vsG 25 379 380 84 83
GSK CXA20006 - Rheumatoid arthritis | P Other Double C400vsG 10 132 133 16 16
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double C400vsG 10 379 379 84 85
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double C400vsG 5 379 379 84 85
Celecoxib 200mg daily versus

GW403681

GSK CXA20005 w43 Osteoarthritis | P Other Double C200vsG 50 111 109 14 14
GSK CXA30007 w43 Osteoarthritis | P IVRS Double C200vsG 50 190 190 43 43
GSK CXA20005 w43 Osteoarthritis | P Other Double C200vsG 35 111 110 14 14
GSK CXA30007 w43 Osteoarthritis | P IVRS Double C200vsG 25 190 190 43 43
GSK CXA20005 w43 Osteoarthritis | P Other Double C200vsG 20 111 105 14 13
GSK CXA20005 w43 Osteoarthritis | P Other Double C200vsG 10 111 107 14 13
GSK CXA30007 w43 Osteoarthritis | P IVRS Double C200vsG 10 190 192 43 42
GSK CXA30007 w43 Osteoarthritis | P IVRS Double C200vsG5 190 191 43 41
GSK CXA30007 w43 Osteoarthritis | P IVRS Double C200vsG1 190 189 43 42
Etoricoxib 90mg daily versus Rofecoxib

MK 036 w85  Haemophilic arthropathy | E Other Double E9vsR25 25 16 12 9
Lumiracoxib 400mg daily versus

Rofecoxib

Novartis 128 w97  Osteoarthritis | P Unknown Double L 400vsR 25 205 102 45 23
Novartis 2307 w539 Osteoarthritis | P Unknown Double L 400vsR 25 154 155 17 17
Rofecoxib 25mg daily versus Valdecoxib

Pfizer 872-1FL-0513-004 wi37 OA/RA T P Unknown Double R25vsV 20 225 228 26 26

OA/RA=Osteoarthritis or rheumatoid arthritis.

Datatype (I=Individual patient data; T=Tabular data; U=Unavailable in either tabular or IPD form).
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Webtable 5 - Details of trialsinvolving a randomised comparison of one coxib regimen (X) versus another coxib regimen (Y)

Design (B='Base' phase of atrial with more than one randomisation; C=Cross-over trial (first treatment period only); E="Extension’ phase of atrial with a second randomisation (note: asingle trial can have several extension phases, each contributing to a different randomised
comparison); F=Factorial design; P=Parallel trial with a single randomisation).

Allocation concealment (IVRS = Interactive Voice Response System; Telephone = Telephone centra office; Pharmacy = Pharmacy coded containers administered sequentially; Onsite computer = Onsite computer accessible only after entering patients details; Sealed envelopes = Sealed
envelopes, sequentially numbered and opague; Closed list = Closed list of random numbers; Other = Other acceptable method).

Regimens: C=Celecoxib; E=Etoricoxib; L=Lumiracoxib; R=Rofecoxib; V=V aldecoxib; G=GW403681.

18
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Webtable 6 - Details of trialsinvolving a randomised comparison of two doses of the same coxib (high [X] vslow [Y])

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators Regimen, mg per day
Trial name Ref. for treatment type Design concealment and patients (XvsY) X Y X Y
Celecoxib versus celecoxib
APC w3 Colorectal polyps | P Other Double C 800 vsC 400 671 685 1544 1581
Pfizer N49-96-02-012 w7 Rheumatoid arthritis | P Unknown Double C 800 vs C 400 82 82 6 6
Pfizer N49-96-02-022 w8 Rheumatoid arthritis | P Other Double C 800 vs C 400 218 235 37 43
Pfizer N49-96-02-023 - Rheumatoid arthritis | P Unknown Double C 800 vs C 400 217 219 36 36
Pfizer NQ5-98-02-005 - Alzheimer's disease | P Unknown Unknown C 800 vsC 400 11 5 1 0
Pfizer Jnee 2004 w12  Alzheimer's disease T P Unknown Double C 800 vs C 400 5 5 0.4 0.4
98-C-0087 - Colorectal polyps U P Unknown Double C 800 vsC 400 13 12 13 12
Pfizer COXA-0508-243 w164  Ankylosing spondylitis | P Unknown Double C 400 vs C 200 150 153 30 31
Pfizer COXA-0508-247 w165 Ankylosing spondylitis | P Unknown Double C 400 vs C 200 108 107 22 22
Pfizer COXA-0508-269 - Back pain | P Unknown Double C 400 vs C 200 264 262 48 47
Pfizer %9—9&02—096 (SUCCESS - North w159  Osteoarthritis | P IVRS Double C 400 vsC 200 922 920 174 174
Ameri
Pfizer 149-98-02-096 (SUCCESS - Other w159  Osteoarthritis | P IVRS Double C 400 vsC 200 3507 3501 726 726
countrie
Pfizer N49-01-02-193 w22  Ankylosing spondylitis | P Unknown Double C 400 vs C 200 161 137 30 26
Pfizer N49-01-02-202 w23 Psoriatic arthritis | P Other Double C 400 vs C 200 201 214 39 41
Pfizer N49-96-02-020 w24 Osteoarthritis | P Other Double C 400 vsC 200 222 217 39 35
Pfizer N49-96-02-021 w25 Osteoarthritis | P Unknown Double C 400 vs C 200 237 240 43 a4
Pfizer N49-96-02-022 w8 Rheumatoid arthritis | P Other Double C 400 vs C 200 235 240 43 42
Pfizer N49-96-02-023 - Rheumatoid arthritis | P Unknown Double C 400 vs C 200 219 228 36 35
Pfizer N49-96-02-054 w26  Osteoarthritis | P Other Double C 400 vsC 200 213 207 34 33
Pfizer NQ4-00-02-011 w39  Ora premalignant lesion T P Other Double C 400 vs C 200 15 17 3 4
Zeng 2004 w540  Prostatitis T P Unknown Unknown C400vs C 200 32 32 4 4
Pfizer N49-96-02-020 w24 Osteoarthritis | P Other Double C200vsC 100 217 218 35 35
Pfizer N49-96-02-021 w25 Osteoarthritis | P Unknown Double C200vsC 100 240 258 a4 46
Pfizer N49-96-02-054 w26  Osteoarthritis | P Other Double C200vsC 100 207 216 33 33
Etoricoxib versus etoricoxib
MK 010 w78  Rheumatoid arthritis | B Unknown Double E 120 vsE 90 119 134 18 21
MK 010 w78  Rheumatoid arthritis | E Unknown Double E 120 vsE 90 109 128 257 250
MK 024 w178 Rheumatoid arthritis | E Other Double E 120 vsE 90 144 149 191 187
MK 025 w84  Rheumatoid arthritis | E Unknown Double E120vsE 90 167 163 273 266
MK 032 w81  Ankylosing spondylitis | B Onsite computer Double E 120 vsE 90 92 103 10 11
MK 032 w81  Ankylosing spondylitis | E Onsite computer Double E 120 vsE 90 32 26 26 22
MK 032 w81  Ankylosing spondylitis | E Onsite computer Double E 120 vsE 90 91 100 70 80
MK 007 w82  Osteoarthritis | B Pharmacy Double E 90 vsE 60 112 112 14 13
MK 007 w82  Osteoarthritis | E Pharmacy Double E 90 vsE 60 47 56 78 83
MK 010 w78  Rheumatoid arthritis | B Unknown Double E90VsE60 134 126 21 22
MK 010 w78  Rheumatoid arthritis | E Unknown Double E90VsE60 62 55 114 110
MK 041 w86  Back pain | P Onsite computer Double E 90 VvsE 60 106 109 26 26
MK 042 w87  Back pain | P Other Double E 90 VvsE 60 107 103 24 24
MK 066 (MEDAL) w180 OA/RA | P Telephone Double E 90 VvsE 60 5013 6774 14302 17393
MK 086 - Rheumatoid arthritis | B Unknown Double E90VsE60 155 140 27 21
MK 007 w82  Osteoarthritis | B Pharmacy Double E60VsE 30 112 102 13 12
MK 007 w82  Osteoarthritis | E Pharmacy Double E60VsE 30 46 48 64 56
MK 086 - Rheumatoid arthritis | B Unknown Double E60VsSE30 140 151 21 23
MK 007 w82  Osteoarthritis | B Pharmacy Double E30vsE 10 102 114 12 14
MK 086 - Rheumatoid arthritis | B Unknown Double E30vsE10 151 154 23 22
MK 007 w82  Osteoarthritis | B Pharmacy Double E10vsES 114 117 14 14
Lumiracoxib versus lumiracoxib
Novartis 104 w94  Osteoarthritis | P Unknown Double L 400vsL 200 198 9% 15 7
Novartis 105 w95  Rheumatoid arthritis | P Unknown Double L 400vsL 200 181 97 13 7
Novartis 109 w49 Osteoarthritis | P Unknown Double L 400vsL 200 463 462 101 100
Novartis 111 w96  Rheumatoid arthritis | P Unknown Double L 400vsL 200 281 280 109 111
Novartis 112E w50  Osteoarthritis | B Unknown Double L 400vsL 200 491 487 125 125
Novartis 112E - Osteoarthritis | E Unknown Double L 400vsL 200 59 56 40 37
Novartis 112E - Osteoarthritis | E Unknown Double L 400vsL 200 352 348 224 212
Novartis 114 - Rheumatoid arthritis | P Unknown Unknown L 400vsL 200 313 315 63 63
Novartis 126 w174  Osteoarthritis | P Sealed envelopes Double L 400 vsL 200 260 264 60 60
Novartis 2319 w98  Osteoarthritis | P Unknown Double L 400vsL 200 193 205 15 16
Novartis 104 w94  Osteoarthritis | P Unknown Double L 200vsL 100 9% 98 7 7
Novartis 105 w95  Rheumatoid arthritis | P Unknown Double L 200vsL 100 97 102 7 7
Novartis 2369 w533 Osteoarthritis | P IVRS Double L 200vsL 100 1519 755 1499 745
Rofecoxib versus rofecoxib
MK 017 - Rheumatoid arthritis | B Unknown Unknown R175vsR 125 28 41 4 5
MK 029 Rof w103 Osteoarthritis | B Unknown Double R50vsR 25 97 137 1 16
MK 029 Rof w193  Osteoarthritis | E Unknown Double R50vsR 25 50 51 58 68
MK 044 w104 Osteoarthritis | P Sealed envelopes Double R50vsR 25 186 195 74 79
MK 045 w105 Osteoarthritis | P Unknown Double R50vsR 25 193 195 76 80
MK 050 w106 Healthy volunteer | P Other Double R50vsR 25 19 18 2 2
MK 068 w107  Rheumatoid arthritis | B Other Double R50vsR 25 161 171 23 26
MK 068 w107  Rheumatoid arthritis | E Other Double R50vsR 25 47 a4 77 920
MK 068 w107  Rheumatoid arthritis | E Other Double R50vsR 25 41 47 61 75
MK 068 w107  Rheumatoid arthritis | E Other Double R50vsR 25 134 144 213 230
MK 096 wi21 Rheumatoid arthritis | E Unknown Double R50vsR 25 110 232 135 264
MK 097 w108 Rheumatoid arthritis | B Other Double R50vsR 25 297 315 63 68
MK 097 w108 Rheumatoid arthritis | E Other Double R50vsR 25 379 134 494 179
MK 118 w110 Prostatitis | P Onsite computer Double R50vsR 25 49 53 7 8
MK 120 w11l Back pain | P Pharmacy Double R50vsR 25 126 126 14 14
MK 121 w11l Back pain | P Pharmacy Double R50vsR 25 103 107 12 12
Tikiz 2005 w112 Coronary artery disease (IHD) U P Unknown Single R50vsR 25 12 12 1 1
MK 2007_636 - OA/RA U P Unknown Double R42vsR21 - - - -
MK 029 Rof w103  Osteoarthritis | B Unknown Double R25vsR125 137 144 16 17
MK 029 Rof w193  Osteoarthritis | E Unknown Double R25vsR125 20 23 24 30
MK 029 Rof w193  Osteoarthritis | E Unknown Double R25vsR125 27 31 35 42
MK 029 Rof w193  Osteoarthritis | E Unknown Double R25vsR125 50 50 58 66
MK 033 w115 Osteoarthritis | P Other Double R25vsR125 227 219 33 32
MK 034 w115 Osteoarthritis | P Other Double R25vsR125 232 231 325 311
MK 035 w194  Osteoarthritis | P Onsite computer Double R25vsR 125 257 259 305 339
MK 040 w116 Osteoarthritis | P Other Double R25vsR125 242 244 35 36
MK 058 w117  Osteoarthritis | B Other Double R25vsR125 56 118 7 14
MK 058 w117  Osteoarthritis | E Other Double R25vsR125 12 13 8 8
MK 058 w117  Osteoarthritis | E Other Double R25vsR125 37 82 29 64
MK 096 wi21 Rheumatoid arthritis | B Unknown Double R25vsR125 311 148 64 29
MK 106 (VACT-1) w535  Osteoarthritis | P Other Double R25vsR 125 95 9% 12 11
MK 112 w46 Osteoarthritis | P Unknown Double R25vsR125 459 456 66 65
MK 150 (VACT-2) w536  Osteoarthritis | P Other Double R25vsR 125 527 259 55 27



heatherh
Text Box
19



Webtable 6 - Details of trialsinvolving a randomised comparison of two doses of the same coxib (high [X] vslow [Y])

No. of patients Person years
Method of blinding

Indication Data Allocation of investigators Regimen, mg per day

Trial name Ref. for treatment type Design concealment and patients (XvsY) X Y X Y
MK 301-0 X1 w135  Osteoarthritis T B Unknown Double R25vsR125 97 920 1 10
MK 304-0 w541 Back pain T P Unknown Double R25vsR 125 17 20 1 2
Schnitzer Tesser 2009 w542 Osteoarthritis T P Unknown Double R25vsR125 129 138 10 1
MK 029 Rof w103  Osteoarthritis | B Unknown Double R125vsR5 144 149 17 17
Valdecoxib versus valdecoxib

Pfizer N91-97-02-016 w151 OA/RA T P Other Double V 20vsV 10 82 166 9 19
Pfizer A3471090 w152  Osteoarthritis T P Unknown Double V20vsV 10 106 101 12 12
Pfizer 191-99-02-063 w199 Osteoarthritis T P Unknown Double V20vsV 10 261 259 260 258
Pfizer N91-01-02-133 w153 Back pain T P Unknown Double V 20vsV 10 158 164 36 38
Pfizer N91-97-02-015 wil54 OA/RA T P Unknown Double V20vsV 10 kel 165 9 19
Pfizer N91-98-02-048 w155  Osteoarthritis T P Unknown Double V20vsV 10 219 204 50 47
Pfizer N91-99-02-053 w156 Osteoarthritis T P Pharmacy Double V 20vsV 10 202 206 46 47
Pfizer N91-99-02-060 w149 Rheumatoid arthritis T P Unknown Double V20vsV 10 212 209 49 48
Pfizer N91-99-02-061 w150 Rheumatoid arthritis T P Other Double V20vsV 10 219 226 50 52
Pfizer N91-97-02-016 wi51 OA/RA T P Other Double V 10vsV 5 166 83 19 10
Pfizer A3471090 w152  Osteoarthritis T P Unknown Double V 10vsV 5 101 105 12 12
Pfizer N91-97-02-015 wi54 OA/RA T P Unknown Double V 10vsV 5 165 83 19 10
Pfizer N91-99-02-049 w158  Osteoarthritis T P Unknown Double V 10vsV 5 111 120 26 28
Pfizer N91-99-02-053 w156 Osteoarthritis T P Pharmacy Double V10vsV 5 206 201 47 46
Pfizer N91-97-02-016 wi51 OA/RA T P Other Double V5vsV 25 83 84 10 10
Pfizer N91-97-02-015 wi54 OA/RA T P Unknown Double V5vsV 25 83 81 10 9
Pfizer N91-97-02-016 wi51 OA/RA T P Other Double V25vsV1 84 89 10 10
Pfizer N91-97-02-015 wi54 OA/RA T P Unknown Double V25vsV1 81 77 9 9
GW403681 versus GWA03681

GSK CXA20005 w43 Osteoarthritis | P Other Double G50vsG 35 109 110 14 14
GSK CXA20006 - Rheumatoid arthritis | P Other Double G50vsG 35 137 139 17 17
GSK CXA30007 w43 Osteoarthritis | P IVRS Double G50vsG 25 190 190 43 43
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double G50vsG25 379 380 81 83
GSK CXA20005 w43 Osteoarthritis | P Other Double G35vsG20 110 105 14 13
GSK CXA20006 - Rheumatoid arthritis | P Other Double G35vsG 10 139 133 17 16
GSK CXA30007 w43 Osteoarthritis | P IVRS Double G25vsG 10 190 192 43 42
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double G25vsG 10 380 379 83 85
GSK CXA20005 w43 Osteoarthritis | P Other Double G20vsG 10 105 107 13 13
GSK CXA30007 w43 Osteoarthritis | P IVRS Double G10vsG5 192 191 42 41
GSK CXA30009 - Rheumatoid arthritis | P Onsite computer Double G10vsG5 379 379 85 85
GSK CXA30007 w43 Osteoarthritis | P IVRS Double G5vsG1 191 189 41 42

OA/RA=Osteoarthritis or rheumatoid arthritis.
Datatype (I=Individual patient data; T=Tabular data; U=Unavailable in either tabular or IPD form).

Design (B='Base' phase of atrial with more than one randomisation; C=Cross-over trial (first treatment period only); E="Extension’ phase of atrial with a second randomisation (note: asingle trial can have several extension phases, each contributing to a different randomised
comparison); F=Factorial design; P=Parallel trial with a single randomisation).

Allocation concealment (IVRS = Interactive Voice Response System; Telephone = Telephone centra office; Pharmacy = Pharmacy coded containers administered sequentially; Onsite computer = Onsite computer accessible only after entering patients details; Sealed envelopes = Sealed
envelopes, sequentially numbered and opague; Closed list = Closed list of random numbers; Other = Other acceptable method).

Regimens: C=Celecoxib; E=Etoricoxib; L=Lumiracoxib; R=Rofecoxib; V=V aldecoxib; G=GW403681.
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