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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

Abrams, 2006220 1032 Study Group. Double-blind Yes Unclear Adequate No 
Abrams, 1998219 RCT Double-blind Yes NR Adequate Yes 
Abrams, 200847 Pooled Double-blind Yes Previously reported256 Adequate No 
Altan-Yaycioglu, 
2005221 

RCT Single blind Not stated Unclear Adequate No 

Anderson, 1999391  
U.S. Food and 
Drug 
Administration, 
199841 

OROS Oxybutynin 
Study Group 

Double-blind No Not reported Adequate No 

Appell, 1997222 Pooled Double-blind Yes Unclear Adequate No 
Appell, 2001223 OBJECT (Overactive 

Bladder: Judging 
Effective Control and 
Treatment) 

Double-blind Yes Unclear Adequate No 

Armstrong, 2005224 RCT Double-blind No Previously reported227 Previously 
reported227 

Previously 
reported227 

Armstrong, 2007225 Pooled Double-blind Yes Previously reported223,226,227 Adequate Previously 
report-
ed223,226,227 

Rios, 2007364 RCT Double-blind Yes Unclear No Yes 
Barkin, 2004228 UROMAX Study 

Group. 
Double-blind Yes Unclear Adequate No 

Bent, 2008229 RCT Double-blind Yes Adequate Adequate Yes 
Birns, 2000230 The Oxybutynin CR 

Clinical Trial Study 
Double-blind Yes Adequate Adequate Yes 

Blom, 1995231 RCT Single blind No NR NR No 
Bodeker, 2010232 Post-hoc Double-blind Reported 

previously417 
Reported previously417 Adequate Previously 

reported417 
Brubaker, 2008233 Pelvic Floor Disorders 

Network. 
Double-blind Not stated Unclear Adequate Yes 

Brunton, 2010234 RCT Double-Blind NR NR Adequate NR 
Bump, 2003103 Duloxetine Urinary 

Incontinence Study 
Group. 

Double-blind No Previously reported354 Adequate Yes 

Bump, 2008235 Pooled Combination Not stated Previously reported275,350,411 Previously 
reported275,350,411 

No 

Burgio, 2001236 RCT Double-blind No Unclear Not reported No 
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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI (continued) 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

Burgio, 2000237 RCT analysis Double-blind NR NR Not reported No 
Burgio, 1998238 RCT Double-blind Yes Unclear No No 
Burgio, 2008239 Urinary Incontinence 

Treatment Network 
Open label Yes Unclear Not reported Yes 

Burgio, 2010242 RCT Open-label Yes NR Not-adequate Yes 
But, 2010243 SOLIDAIR Open-Label Yes NR Not-adequate NR 
Cardozo, 2006412 Pooled Double-blind No Previously reported52 Adequate Previously 

reported52 
Cardozo, 2004245 RCT Double-blind Yes Adequate Adequate Yes 
Cardozo, 200451 RCT Double-blind No Previously reported52 Adequate Yes 
Cardozo, 2010244 RCT followed by 

open-label 
Double-blind Yes Adequate Adequate Yes 

Cardozo, 200860 SUNRISE Double-blind Yes NR  Adequate Yes 
Cartwright, 
2011246 

RCT Not reported Yes Adequate Adequate Yes 

Castro, 2008247 RCT Single blind No NR  Not Adequate Yes 
Castro-Diaz, 
2007248 

Duloxetine Dose 
Escalation Study 
Group 

Double-blind Yes Unclear Adequate Yes 

Chancellor, 
2001249 

RCT Double-blind No NR Adequate No 

Chancellor, 
2008250 

The ABLE trial  Open label Yes Adequate Adequate Yes 

Chancellor, 
2010251 

Post-hoc Double-blind NR Unclear NR NR 

Chapple, 2005252 RCT Double-blind No Adequate Adequate Yes 
Chapple, 2007253 RCT Double-blind No Adequate Adequate No 
Chapple, 2008254 RCT analysis Double-blind No Adequate Previously 

reported253 
No 

Chapple, 2007255 RCT Double-blind Yes Unclear Adequate Yes 
Chapple, 2005256 Pooled Double-blind Yes Previously reported Previously reported No 
Chapple, 2004260 RCT Double-blind Yes NR Adequate Yes 
Chapple, 2004261 RCT Double-blind No NR NR NR 
Chapple, 2007255 RCT Double-blind Yes Unclear Adequate Yes 
Chapple, 2007258 STAR study group Double-blind Yes Adequate Adequate Previously 

reported58 
Chapple, 200558 STAR study group Double-blind Yes Adequate Adequate Yes 
Chapple, 2006259 RCT Single-blind No NR Not adequate Yes 
Chapple, 200452 RCT Double-blind NR NR Adequate Yes 
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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI (continued) 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

Chompootaweep, 
1998262 

RCT NR NR Unclear Adequate No 

Choo, 2008263 RCT Double-blind No NR Adequate No 
Chu, 2009264 RCT Double-blind No Adequate Adequate Yes 
Corcos, 2006265 Uromax Study Group Double-blind Yes NR Adequate Yes 
Corcos, 2011266 Fesoterodine 

Assessment and 
Comparison Versus 
Tolterodine (FACT) 
Study Group 

Double-blind No Unclear Adequate NR 

Davilla, 2001267 Transdermal 
Oxybutynin Study 
Group 

Double-blind Not stated Unclear Adequate Yes 

Dessole, 2004268 RCT Double-blind Yes Adequate Adequate Yes 
Diokno, 2003227 
Anderson, 2006270 
Chu, 2005269 

OPERA (Overactive 
bladder: Performance 
of Extended Release 
Agents) trial  

Double-blind Yes Unclear Adequate No 

Dmochowski, 
2002271 

Transdermal 
Oxybutynin Study 
Group 

Double-blind No Unclear Adequate Yes 

Dmochowski, 
2008272 

RCT Double-blind Not stated Unclear Adequate No 

Dmochowski, 
2005273 

Transdermal 
Oxybutynin Study 
Group. 

Double-blind Yes Previously reported271,274 Previously 
reported271,274 

Previously 
reported271,274 

Dmochowski, 
2003274 

Transdermal 
Oxybutynin Study 
Group 

Double-blind Yes Unclear Adequate Yes 

Dmochowski, 
2003275 

Duloxetine Urinary 
Incontinence Study 
Group 

Double-blind Yes Adequate Adequate Yes 

Dmochowski, 
2007276 

RCT Double-blind Yes Previously reported Previously reported Previously 
reported 

Dmochowski, 
2010372 

RCT Double-blind Yes Reported previously272,404 Adequate Yes 

Dmochowski, 
2010277 

RCT Double-blind Yes Unclear Adequate Yes 
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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI (continued) 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

Dorschner, 
2000278 

RCT Double-blind No Unclear Adequate No 

Drutz, 1999279 RCT Double-blind No NR Adequate Yes 
DuBeau, 2005280 RCT analysis Double-blind No Adequate Adequate Yes 
Duckett, 2007281 Observational study Open label No Not relevant Not relevant No 
Enzelsberger, 
1995282 

RCT Open label NR Adequate Adequate No 

Fitzgerald, 2008240 Urinary Incontinence 
Treatment Network. 

Open label Yes Unclear Not reported Yes 

Flynn, 2009283 RCT Double-blind Yes Adequate Adequate Yes 
Foote, 2005284 Pooled Double-blind Yes Unclear Adequate No 
Franzen, 2010285 RCT Open label Yes Adequate Adequate Yes 
Freeman, 2003286 RCT analysis Double-blind No Adequate No Previously 

reported331 
Gahimer, 2007287 The duloxetine 

exposures integrated 
safety database  

Open label Yes Previously 
reported275,350,354,411 

Not relevant No 

Ghei, 2005288 RCT Double-blind Yes Adequate Not reported Yes 
Ghoniem, 2005289 Duloxetine/Pelvic 

Floor Muscle Training 
Clinical Trial Group 

Double-blind Yes Adequate Adequate Yes 

Gleason, 1999342 Ditropan XL Study 
Group, non RCT 

Open label No Not relevant Not relevant No 

Goode, 2002290 RCT Double-blind No NR Adequate No 
Goode, 2004291 RCT analysis Double-blind No NR Not reported No 
Gupta, 1999292 RCT Open label No NR Not reported No 
Gupta, 1999293 Pooled Double-blind Not reported NR Not reported No 
Gousse, 2010294 RCT NR  NR NR Adequate NR 
Haab, 2006295 RCT analysis Open label Yes RCT analysis RCT analysis No 
Haab, 2005297 RCT analysis Open label Yes Previously reported52 Previously 

reported52 
Previously 
reported52 

Haab, 2004296 RCT Double-blind Yes Adequate Adequate Yes 
Halaska, 2003298 RCT Double-blind Yes Unclear Adequate No 
Herschorn, 
2004299 

RCT Open label Yes Adequate No No 

Herschorn, 
2010300 

VECTOR Double-blind Yes NR Adequate Yes 

Herschorn, 
2008301 

RCT Double-blind Yes NR Adequate Yes 
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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI (continued) 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

Hill, 200642 Darifenacin Study 
Group 

Double-blind Yes Unclear Adequate Yes 

Ho, 2010302 RCT Open label Yes Unclear Adequate NR 
Holtedahl, 2000303 RCT analysis NR Yes Not adequate Adequate Reported 

previously304 
Holtedahl, 1998304 RCT Not reported No Unclear Adequate Yes 
Homma, 2006305 RCT analysis Double-blind No NR Adequate No 
Homma, 2004306 RCT Double-blind Yes NR No No 
Homma, 2003307 Japanese and Korean 

Tolterodine Study 
Group 

Double-blind Yes NR Adequate Yes 

Hurley, 2006308 

Viktrup, 2007309 
Duloxetine Urinary 
Incontinence Study 
Group 

Double-blind No Previously 
reported275,350,354,411 

Not reported Pooled 
analysis 

Ishiko, 2001310 RCT Open label No Unclear Adequate No 
Jackson, 1999311 RCT Double-blind NR Not reported Adequate Yes 
Jacquetin, 2001312 RCT Double-blind Yes Unclear No Yes 
Johnson, 2005313 RCT analysis Double-blind NR Adequate Adequate Yes 
Jonas, 1997314 International Study 

Group 
Double-blind Not stated Unclear Adequate No 

Junemann, 
2000316 

RCT Double-blind No NR NR NR 

Junemann, 
2005317 

RCT Double-blind Yes Unclear Not reported No 

Junemann, 
2006315 

RCT Double-blind No NR NR NR 

Kaplan, 2010318 RCT Double-blind NR NR NR Yes 
Karademir, 
2005319 

RCT Open label No NR Adequate No 

Karram, 2009320 VENUS Double-blind No NR Adequate Yes 
Kelleher, 2006322 RCT Double-blind No Previously reported52 Previously 

reported52 
No 

Kelleher, 2002323 RCT Double-blind Yes Unclear Adequate No 
Kelleher, 2008324 Pooled analysis Double-blind NR Unclear Adequate NR 
van Kerrebroeck, 
2004411 

Duloxetine Urinary 
Incontinence Study 
Group. 

Double-blind Yes Adequate No Yes 

Van Kerrebroeck, 
2001331 

Tolterodine Study 
Group. 

Double-blind Yes Unclear Adequate No 
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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI (continued) 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

Khullar, 2004325 RCT Double-blind Yes Adequate Adequate Yes 
Khullar, 2008326 Pooled Double-blind Yes Previously reported253,353 Previously 

reported253,353 
Previously 
reported253,353 

Kinchen, 2005327 RCT Double-blind Yes Adequate Adequate Yes 
Kreder, 2003328 RCT analysis  Single blind No Unclear Adequate No 
Lackner, 2008329 RCT Double-blind Yes Unclear Adequate Yes 
Landis, 2004330 RCT Double-blind No Previously reported408 No Previously 

reported408 
Lee, 2002332 RCT Double-blind Yes Not reported Adequate No 
Lee, 2010333 Propiverine study on 

overactive bladder 
including urgency 
data 

Double-blind No Not adequate Adequate Yes 

Lehtoranta, 
2002334 

RCT Double-blind Yes NR NR No 

Leung, 2002335 RCT Open label Yes NR Adequate Yes 
Lin, 2008336 RCT Double-blind Yes Adequate No Yes 
Lipton, 2005337 RCT Double-blind No Unclear NR Yes 
Lose, 2000338 RCT Open label Yes Unclear Adequate Yes 
MacDiarmid, 
2005339 

Pooled 2 Double-blind and 
one open label 

Yes Previously reported40,340-342 Previously 
reported40,340-342 

Previously 
reported40,340-

342 
Madersbacher, 
1999343 

RCT Double-blind Yes NR Adequate No 

Malhotra, 2010344 RCT Double-blind Yes NR Not adequate Yes 
Malone-Lee, 
2009345 

RCT Double-blind No Unclear Adequate Yes 

Malone-Lee, 
2009346 

RCT Double-blind Yes Adequate No No 

Mattiasson, 200961 SOLAR Single blind Yes NR Adequate Yes 
Mattiasson, 
2003347 

RCT Tolterodine 
Scandinavian Study 
Group 

Single blind Yes Adequate Adequate Yes 

Milani, 1993348 RCT Double-blind No Unclear NR No 
Millard, 1999349 RCT Double-blind Yes Unclear No Yes 
Millard, 2004350  Duloxetine UI Study 

Group 
Double-blind Yes Adequate No Yes 

Moore, 1990351 RCT Double-blind No Adequate Adequate NR 
Naglie, 2002352 RCT Double-blind Yes Unclear Adequate Yes 
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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI (continued) 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

NCT00269750, 
200555 

RCT Double-blind NR NR NR NR 

NCT00168454, 
200853 

RCT Double-blind NR NR NR NR 

NCT0044492556 RCT Double-blind NR NR NR NR 
NCT0053648457 RCT Double-blind NR NR NR NR 
NCT0017819154 RCT Double-blind NR NR NR NR 
Nitti C, 2007353 RCT Double-blind No Adequate Adequate No 
Norton, 2002354 
Sahai, 2006355 

Duloxetine Urinary 
Incontinence Study 
Group. 

Double-blind Yes Adequate Adequate Yes 

Ozdedeli, 2010356 RCT Open-label No Not adequate Adequate NR 
Peters, 2009357 Overactive Bladder 

Innovative Therapy  
Open label No Unclear Adequate Yes 

Pontari, 2010359 RCT Double-blind Yes NR Not adequate No 
Preik, 2004340 RCT Double-blind No Not reported Adequate No 
Rentzhog, 1998360 RCT Double-blind No NR Adequate Yes 
Richter, 2010361 ATLAS Open label Yes Not adequate Adequate Yes 
Robinson, 2007363 The Tamsulosin 

Study Group 
Double-blind No Adequate Adequate Yes 

Rogers, 2009364 RCT Double-blind No NR Adequate NR 
Rogers, 2009366 RCT Open label No Previously reported364,365 Previously 

reported364,365 
Previously 
reported364,365 

Rogers, 2008365 RCT Double-blind No Unclear Adequate Yes 
Rudy, 2006367 RCT Double-blind Yes Unclear Adequate Yes 
Rudy, 200634 RCT analysis Double-blind Yes Unclear Adequate Yes 
Rufford, 2003368 RCT Double-blind No Adequate Adequate Yes 
Salvatore, 2005369 RCT Open label No NR NR Yes 
Sand, 2009370 Pooled Double-blind No Previously reported253, 254,353 Adequate No 
Sand, 2004226 RCT Double-blind Yes NR Adequate No 
Sand, 2009371 Pooled Double-blind Yes Unclear Adequate Previously 

reported45,272 
Sand, 2006373 
Sand, 2007374 

Multicenter 
Assessment of 
Transdermal Therapy 
in Overactive Bladder 
with Oxybutynin trial 

Open label Yes Not adequate Adequate Yes 
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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI (continued) 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

Sand, 2011375 RCT Double-blind Yes Adequate Not adequate (for 
the subgroup 
analysis) 

NR 

Scarpero, 2011376 Post-hoc, pooled 
subset analysis 

Open-label No Unclear Adequate NR 

Schagen van 
Leeuwen, 2008377 

RCT Double-blind Yes Unclear Adequate Yes 

Staskin, 200637 Pooled Double-blind No Previously reported396,412 Not reported Previously 
reported412 

Staskin, 200745 Trospium Study 
Group 

Double-blind Yes Adequate Adequate Yes 

Staskin, 2004378 RCT Double-blind Yes Unclear Adequate Yes 
Staskin, 200931 RCT Double-blind Yes Not reported Adequate Yes 
Staskin, 2009379 Post-hoc Double-blind Yes Reported previously272,404 Adequate NR 
Staskin, 200949 RCT Double-blind Yes NR Adequate Yes 
Staskin, 200949 Pooled analysis of 

individual patient data 
Not reported Yes Not reported Adequate Not reported 

Steers, 200543 RCT Double-blind No Unclear Adequate Yes 
Steers, 2007380 Duloxetine OAB 

Study Group 
Double-blind Yes Unclear Adequate Yes 

Swift, 2003381 Tolterodine Study 
Group 

Double-blind Yes Unclear Adequate No 

Szonyi, 1995382 RCT Double-blind No NR Adequate Yes 
Takei, 2005383 Japanese Tolterodine 

Study Group. 
Combination Yes NR Adequate No 

Tapp, 1990384 RCT Double-blind No Adequate Adequate Yes 
Tincello, 2000385 RCT Open label Not reported Adequate Not adequate Yes 
Thuroff, 1991386 RCT Double-blind No Adequate Adequate NR 
Toglia, 2009321 VENUS Double-blind No NR Adequate Yes 
Toglia, 2010387 Post-hoc VENUS Double-blind NR Unclear Not adequate Previously 

reported320,321 
U.S. Food and 
Drug 
Administration, 
2004389 

RCT Double-blind NR NR NR NR 

U.S. Food and 
Drug 
Administration, 
200433 

RCT Double-blind NR NR NR NR 
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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI (continued) 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

U.S. Food and 
Drug 
Administration, 
200441 

RCT Double-blind Yes NR NR NR 

Pharmaceutical 
Research and 
Manufacturers of 
America59 

SUNRISE Double-blind Yes NR Adequate Yes 

U.S. Food and 
Drug 
Administration, 
2004390 

RCT Double-blind Yes NR NR NR 

U.S. Food and 
Drug 
Administration, 
199839 

RCT Double-blind NR NR NR Yes 

Pharmaceutical 
Research and 
Manufacturers of 
America62 

SOLAR Single blind Yes NR Adequate Yes 

U.S. Food and 
Drug 
Administration, 
200738 

RCT 12 weeks double-
blind followed by 9 
months open-label 

Yes NR Adequate Yes 

U.S. Food and 
Drug 
Administration, 
200744 

RCT 12 weeks double-
blind followed by 9 
months open-label 

Yes NR Adequate Yes 

U.S. Food and 
Drug 
Administration257 

STAR Double-blind NR NR Adequate NR 

Van Kerrebroeck, 
2010391 

Subgroup analysis of 
pooled data 

Open-label Yes Reported previously253 NA NR 

Vardy, 2009392 VIBRANT Double-blind No Not reported Adequate Yes 
Vella, 2008393 Not RCT Open label No Not relevant Not relevant No 
Versi, 200040 Ditropan XL Study 

Group 
Double-blind Not reported Adequate No No 

von Holst394 RCT Double-blind Yes Unclear Adequate Yes 
Waetjen, 2005395 RCT Double-blind Yes Adequate Adequate Yes 
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Appendix Table F28. Quality of the studies that examined pharmacological treatments for UI (continued) 
Reference Study Masking of the 

treatment status Intention to treat Allocation concealment Adequacy of 
randomization 

Sample size 
justification 

Wagg, 2006396 pooled analysis 4 double-blind 
studies and one 
open-label 

NR NR NR NR 

Wang, 2006413 RCT Single blind No Not adequate Adequate Yes 
Wang, 2009397 RCT Double-blind Yes Adequate Adequate Yes 
Mazur, 1995398 RCT Open label No Unclear Not reported No 
Wein, 2007399 RCT analysis Double-blind Yes Previously reported323,408 Adequate No 
Weinstein, 2006400 DESIRE (Duloxetine 

Efficacy and Safety 
for Incontinence in 
Racial and Ethnic 
populations). 

Open label Yes Unclear Not adequate No 

Yalcin, 2006401 Pooled Double-blind Yes Previously reported275,354 Previously 
reported275,354 

Previously 
reported275,354 

Yalcin, 2004402 Duloxetine UI Study 
Group 

Double-blind Yes Previously 
reported275,350,354,411 

Adequate Pooled 
analysis 

Yamaguchi, 
2007403 

RCT Double-blind No NR Adequate Yes 

Zellner, 2009404 RCT Double-blind Yes Not adequate Adequate Yes 
Zinner, 2005405 RCT Double-blind No Unclear Adequate Yes 
Zinner, 2008406 RCT Open label No Unclear NR Yes 
Zinner, 2006407 RCT Double-blind Yes Unclear Adequate Yes 
Zinner, 200435 Trospium Study 

Group 
Double-blind Yes Unclear Adequate No 

Zinner, 2002408 RCT Double-blind Yes Adequate Adequate Yes 
Zinner, 2005409 Pooled Double-blind Yes Previously reported34,35,367 Adequate No 
Zinner, 2011410 Open-label of RCT Open-label No Reported previously45,272 Adequate NR 
Abbreviation: NR = Not reported 
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