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Instrument Used in conjunction with References (CITE THEM!) Comparison or Goals (n) Study Design Major Findings

EORTC-QLQ-BLS24 EORTC-QLQ-C30 Serretta et al (2010) BCG + prulifloxacin (21) prospective BCG + prulifloxacin better in many domains,

BCG (22) longitudinal but no difference in overall toxicity

EORTC-QLQ-BLS24 EORTC-QLQ-C30 Gontero et al (2003) BCG (61) prospective HRQoL high in both groups, with no

Gemcitabine (59) longitudinal significant difference found

EORTC-QLQ-BLS24 EORTC-QLQ-C30, Jensen et al (2014) Pre/post-op exercise (50) prospective  exercise regimen improves bowel management and 

 IN-PATSAT32, EORTC-QLQ-BLM30 No exercise (57) longitudinal respiratory function, but no global HRQoL improvement

EORTC-QLQ-BLM30 EORTC-QLQ-C30, SF36 Mischinger et al (2014) Studer pouch (23) retrospective I pouch scored better in continence 

I pouch (26) cross-sectional

EORTC-QLQ-BLM30 EORTC-QLQ-C30, Jensen et al (2014) Pre/post-op exercise (50) prospective  exercise regimen improves bowel management and 

 IN-PATSAT32, EORTC-QLQ-BLM30 No exercise (57) longitudinal respiratory function, but no global HRQoL improvement

EORTC-QLQ-BLM30 EORTC-QLQ-C30, FACT-Bl Gacci et al (2013) Cutaneous ureterostomy (12) retrospective Females with CUS had lower HRQoL scores than 

Bricker's IC (16) cross-sectional BK-IC and ONB patients, due to poor body image

ONB-VIP (9)

EORTC-QLQ-BLM30 EORTC-QLQ-C30/CR38, BFI Rezk et al (2013) Pelvic exenteration over time (16) prospective Given proper counseling, most women return to 

BPS-SF, IADL, CES-D, IES-R longitudinal baseline in 1 year

EORTC-QLQ-BLM30 EORTC-QLQ-C30 Erber et al (2012) IC (146) retrospective IC had a lower rate of ileus and diarrhea, but ONB had 

ONB (115) cross-sectional greater overall HRQoL and better physical functioning

EORTC-QLQ-BLM30 EORTC-QLQ-C30 Ferriero et al (2011) appendicostomy (20) prospective Appendicostomy showed better continence rates, although 

ileostomy (12) longitudinal both methods had good HRQoL scores

EORTC-QLQ-BLM30 EORTC-QLQ-C30 Severin et al (2010) incontinent UD (36) retrospective Continent UD patients had more financial, social

continent UD (20) cross-sectional and emotional problems

EORTC-QLQ-BLM30 EORTC-QLQ-C30 Mansson et al (2004) Third party administration of instrument (60) retrospective No significant HRQoL differences between groups

Urology dept. administration of instrument (59) cross-sectional

EORTC-QLQ-BLM30 EORTC-QLQ-C30, QLQ-CR38 Guren et al (2001) Pelvic exenteration with UD (12) retrospective Patients with UD had lower overall QoL than patients

Pelvic exenteration (25) cross-sectional without UD

BCI EORTC-BIS Aboumohamed et al (2014) ORC (100) retrospective RARC and ORC have comparable HRQoL outcomes, and within

RARC (82): ECUD (40), ICUD (42) cross-sectional RARC the UD techniques also have comparable outcomes

BCI EORTC-BIS Poch et al (2014) RARC outcomes over time (43) retrospective Most urinary and bowel symptoms improve by 6 months

cross-sectional

BCI SF36 Schmidt et al (2015) HRQoL in NMIBC patients over time prospective Urinary, bowel and sexual domains saw improvement over

longitudinal time when treated by TUR with/without intravesical therapy

BCI NA Jacobs et al (2015) Prostate capsule sparing cystectomy (20) prospective No significant HRQoL differences between groups

Nerve sparing cystectomy (20) longitudinal

BCI NA Bartsch et al (2014) Investigate HRQoL in females with ONB (56) retrospective Larger percentage of women catheterize ONB than reported

cross-sectional previously

FACT-Bl-Cys NA Metcalfe (2013) IC (-) retrospective No significant HRQoL differences between groups 

ONB (-) cross-sectional

FACT-Bl-Cys FACT-G, BDI, RAND36, SF36 Vakalopoulos et al (2011) ONB (25) retrospective No significant HRQoL differences between groups, although UUC

uretero-ureterocutaneostomy (14) cross-sectional had lower complication rates and decreased patient expectation

FACT-Bl-Cys NA Large et al (2014) HRQoL in RC patients over time (73) prospective HRQoL did not differ between baseline and 6 month followup 

longitudinal

FACT-Bl-Cys NA Ritch et al (2014) HRQoL as a function of complications and readmissions prospective Complications nor readmissions predicts HRQoL in RC patients

after RC (100) longitudinal

FACT-Bl-Cys NA Messer et al (2014) RARC (20) prospective No significant HRQoL differences between groups 

ORC (20) longitudinal

FACT-Bl-Cys NA Large et al (2010) ONB (47) retrospective No significant HRQoL differences between groups 

Indiana pouch (45) cross-sectional

FACT-Bl FACT-G Yuh et al (2009) HRQoL in RARC-ECUD patients over time (34) prospective HRQoL returns to baseline by 6 months after RARC

longitudinal

FACT-Bl FACT-G, HADS Mannson et al (2007) ONB in Egyptian patients (32) prospective Swedish men had higher HRQoL after RC with ONB than 

ONB in Swedish patients (29) longitudinal Egyptian men

FACT-Bl FACT-G Karvinen et al (2007) BC survivors whose exercise meets public health guidelines (117) retrospective Survivors meeting  PH exercise guidelines have higher

BC survivors whose exercise below public health guidelines (84) cross-sectional HRQoL than sedentery survivors

Sedentary BC survivors (324)

FACT-Bl FACT-G Kikuchi et al (2006) IC (20) retrospective IC patients have better control of urine but a decreased body image

CR (14) cross-sectional than CR and ONB patients, although no significant HRQoL

ONB (15)  difference exists

FACT-Bl FACT-G Allareddy et al (2006) RC (82): continent (20), conduit (62) retrospective RC patients have lower sexual function scores, although

Intact Bladder (177) cross-sectional long term HRQoL declines in all groups

FACT-Bl FACT-G Herman et al (2004) HRQoL in pts with TURB + gemcitabine + radiotherapy (22) prospective Higher doses of gemcitabine lead to lower HRQoL scores, although

longitudinal concurrent RT and gemcitabine didn't influence overall HRQoL

FACT-Bl FACT-G Dreicer et al (2004) CP regimen (41) prospective CP patients better tolerated treatments, although they experienced 

MVAC regimen (44) longitudinal lower median survival (13.8m vs 15.4m); both groups had comparable HRQoL

FACT-Bl FACT-G Matsuda et al (2003) Long term HRQoL in bladder cancer patients (95) retrospective Total cystectomy patients experienced functional losses, although

cross-sectional no long term mental health problems were found

FACT-Bl FACT-G, HADS Mannson (2002) continent cutaneous diversion (39) retrospective No significant HRQoL differences between groups

ONB (41) cross-sectional


Microsoft_Excel_Worksheet1.xlsx
ValidationReliability



				Reliability				Criterion Validity				Construct Validity

				Test-Retest Reliability		Internal Consistency Reliability		Concurrent Validity		Predictive Validity		Convergent Validity		Divergent Validity		Principle Component Analysis		Responsiveness		# Questions		Language Adaptations

		Instrument		(Repeatability Coefficient)		(Cronbach's Alpha)		(correlation of instrument of interest to general instrument)												Core + Module

		FACT-BlA  (V)																		39 (27 FACT-G, 12 FACT-Bl)		Yes

		EORTC-QLQ-BLM30																		60 (30 QLQ-C30, 30 BLM30)		No

		BCI  (V)		0.92 (urinary), 0.87 (bowel), 		0.85 (urinary), 0.82 (bowel),		Yes (SF12, FACT-Bl, FACT-G)		No		Used Function vs. Bother Correlations 		Used interdomain 		Yes (varimax rotation; urinary, bowel and bladder		Detects changes b/t treatment groups		36 (18 functional, 18 bother)		Yes

				0.92 (sexual)		0.91 (sexual)						0.48 (urinary), 0.45 (bowel), 0.56 (sexual)B		correlations		domains with function and bother subdomains)		(native bladder, bladder/IV, RC/IC, RC/ONB)

		FACT-Bl-Cys  (V)		0.79		0.83		Yes (FACT-G)C		No		Used Linear Mixed Model to measure effects  		No		Yes (single cystectomy specific subscale)		Detects post op changes b/t IC/ONBC		44 (27 FACT-G, 17 FACT-Bl-Cys)		Yes

												of time and diversion type on VCI scoresC

		EORTC-QLQ-BLS24		No		all scales >0.7, except fever/		Yes (EORTC-QLQ-C30)		No		Used physical function vs. symptom scale 		No		Yes (broken into 9 subscales with 2 gender 		Responsiveness over time (longitudinal)		54 (30 QLQ-C30, 24 BLS24)		Testing

		(Phase III Results)				malaise/abdominal bloating						correlations				specific items)

		V = Validated

		A) Validated, but no public psychometric data

		B) Example: Correl(Urinary Bother, Urinary Function) = 0.48, suggesting that bother (importance) subscale quantifies impairments of functional (symptom) subscale

		C) Taken from second psychometric study (Anderson et al)





Study Type

				Characteristics of the Validation Studies for Bladder Cancer HRQoL Instruments

				Instrument		Sample Size		Randomized treatment type?		Prospective/Retrospective		Preoperative survey administered?		Time Points Used

				FACT-Bl (V)A

				EORTC-QLQ-BLM30A

				BCI  (V)		315		No		Retrospective		No 		Variable

				FACT-Bl-Cys  (V)B		50, 190		No, No 		Retrospective, Retrospective		No, Yes		>1 year/4 weeks later, Preop/1 year postop

				EORTC-QLQ-BLS24		410		Yes		Prospective		Yes		preop, 2m, 3m, 6m, 12m

				V = validated

				A) No psychometric data avaialble

				B) psychometric study 1 (Cookson et al), psychometric study 2 (Anderson et al)





Papers for each instrument

				Instrument		Used in conjunction with		References (CITE THEM!)		Comparison or Goals (n)		Study Design		Major Findings										*PubMed Search of Instrument name, excluding literature reviews and psychometric studies

				EORTC-QLQ-BLS24		EORTC-QLQ-C30		Serretta et al (2010)		BCG + prulifloxacin (21)		prospective		BCG + prulifloxacin better in many domains,

										BCG (22)		longitudinal		but no difference in overall toxicity

				EORTC-QLQ-BLS24		EORTC-QLQ-C30		Gontero et al (2003)		BCG (61)		prospective		HRQoL high in both groups, with no

										Gemcitabine (59)		longitudinal		significant difference found

				EORTC-QLQ-BLS24		EORTC-QLQ-C30,		Jensen et al (2014)		Pre/post-op exercise (50)		prospective 		exercise regimen improves bowel management and 

						 IN-PATSAT32, EORTC-QLQ-BLM30				No exercise (57)		longitudinal		respiratory function, but no global HRQoL improvement

				EORTC-QLQ-BLM30		EORTC-QLQ-C30, SF36		Mischinger et al (2014)		Studer pouch (23)		retrospective		I pouch scored better in continence 

										I pouch (26)		cross-sectional

				EORTC-QLQ-BLM30		EORTC-QLQ-C30,		Jensen et al (2014)		Pre/post-op exercise (50)		prospective 		exercise regimen improves bowel management and 

						 IN-PATSAT32, EORTC-QLQ-BLM30				No exercise (57)		longitudinal		respiratory function, but no global HRQoL improvement

				EORTC-QLQ-BLM30		EORTC-QLQ-C30, FACT-Bl		Gacci et al (2013)		Cutaneous ureterostomy (12)		retrospective		Females with CUS had lower HRQoL scores than 

										Bricker's IC (16)		cross-sectional		BK-IC and ONB patients, due to poor body image

										ONB-VIP (9)

				EORTC-QLQ-BLM30		EORTC-QLQ-C30/CR38, BFI		Rezk et al (2013)		Pelvic exenteration over time (16)		prospective		Given proper counseling, most women return to 

						BPS-SF, IADL, CES-D, IES-R						longitudinal		baseline in 1 year

				EORTC-QLQ-BLM30		EORTC-QLQ-C30		Erber et al (2012)		IC (146)		retrospective		IC had a lower rate of ileus and diarrhea, but ONB had 

										ONB (115)		cross-sectional		greater overall HRQoL and better physical functioning

				EORTC-QLQ-BLM30		EORTC-QLQ-C30		Ferriero et al (2011)		appendicostomy (20)		prospective		Appendicostomy showed better continence rates, although 

										ileostomy (12)		longitudinal		both methods had good HRQoL scores

				EORTC-QLQ-BLM30		EORTC-QLQ-C30		Severin et al (2010)		incontinent UD (36)		retrospective		Continent UD patients had more financial, social

										continent UD (20)		cross-sectional		and emotional problems

				EORTC-QLQ-BLM30		EORTC-QLQ-C30		Mansson et al (2004)		Third party administration of instrument (60)		retrospective		No significant HRQoL differences between groups

										Urology dept. administration of instrument (59)		cross-sectional

				EORTC-QLQ-BLM30		EORTC-QLQ-C30, QLQ-CR38		Guren et al (2001)		Pelvic exenteration with UD (12)		retrospective		Patients with UD had lower overall QoL than patients

										Pelvic exenteration (25)		cross-sectional		without UD

				BCI		EORTC-BIS		Aboumohamed et al (2014)		ORC (100)		retrospective		RARC and ORC have comparable HRQoL outcomes, and within

										RARC (82): ECUD (40), ICUD (42)		cross-sectional		RARC the UD techniques also have comparable outcomes

				BCI		EORTC-BIS		Poch et al (2014)		RARC outcomes over time (43)		retrospective		Most urinary and bowel symptoms improve by 6 months

												cross-sectional

				BCI		SF36		Schmidt et al (2015)		HRQoL in NMIBC patients over time		prospective		Urinary, bowel and sexual domains saw improvement over

												longitudinal		time when treated by TUR with/without intravesical therapy

				BCI		NA		Jacobs et al (2015)		Prostate capsule sparing cystectomy (20)		prospective		No significant HRQoL differences between groups

										Nerve sparing cystectomy (20)		longitudinal

				BCI		NA		Bartsch et al (2014)		Investigate HRQoL in females with ONB (56)		retrospective		Larger percentage of women catheterize ONB than reported

												cross-sectional		previously

				FACT-Bl-Cys		NA		Metcalfe (2013)		IC (-)		retrospective		No significant HRQoL differences between groups 

										ONB (-)		cross-sectional

				FACT-Bl-Cys		FACT-G, BDI, RAND36, SF36		Vakalopoulos et al (2011)		ONB (25)		retrospective		No significant HRQoL differences between groups, although UUC

										uretero-ureterocutaneostomy (14)		cross-sectional		had lower complication rates and decreased patient expectation

				FACT-Bl-Cys		NA		Large et al (2014)		HRQoL in RC patients over time (73)		prospective		HRQoL did not differ between baseline and 6 month followup 

												longitudinal

				FACT-Bl-Cys		NA		Ritch et al (2014)		HRQoL as a function of complications and readmissions		prospective		Complications nor readmissions predicts HRQoL in RC patients

										after RC (100)		longitudinal

				FACT-Bl-Cys		NA		Messer et al (2014)		RARC (20)		prospective		No significant HRQoL differences between groups 

										ORC (20)		longitudinal

				FACT-Bl-Cys		NA		Large et al (2010)		ONB (47)		retrospective		No significant HRQoL differences between groups 

										Indiana pouch (45)		cross-sectional

				FACT-Bl		FACT-G		Yuh et al (2009)		HRQoL in RARC-ECUD patients over time (34)		prospective		HRQoL returns to baseline by 6 months after RARC

												longitudinal

				FACT-Bl		FACT-G, HADS		Mannson et al (2007)		ONB in Egyptian patients (32)		prospective		Swedish men had higher HRQoL after RC with ONB than 

										ONB in Swedish patients (29)		longitudinal		Egyptian men

				FACT-Bl		FACT-G		Karvinen et al (2007)		BC survivors whose exercise meets public health guidelines (117)		retrospective		Survivors meeting  PH exercise guidelines have higher

										BC survivors whose exercise below public health guidelines (84)		cross-sectional		HRQoL than sedentery survivors

										Sedentary BC survivors (324)

				FACT-Bl		FACT-G		Kikuchi et al (2006)		IC (20)		retrospective		IC patients have better control of urine but a decreased body image

										CR (14)		cross-sectional		than CR and ONB patients, although no significant HRQoL

										ONB (15)				 difference exists

				FACT-Bl		FACT-G		Allareddy et al (2006)		RC (82): continent (20), conduit (62)		retrospective		RC patients have lower sexual function scores, although

										Intact Bladder (177)		cross-sectional		long term HRQoL declines in all groups

				FACT-Bl		FACT-G		Herman et al (2004)		HRQoL in pts with TURB + gemcitabine + radiotherapy (22)		prospective		Higher doses of gemcitabine lead to lower HRQoL scores, although

												longitudinal		concurrent RT and gemcitabine didn't influence overall HRQoL

				FACT-Bl		FACT-G		Dreicer et al (2004)		CP regimen (41)		prospective		CP patients better tolerated treatments, although they experienced 

										MVAC regimen (44)		longitudinal		lower median survival (13.8m vs 15.4m); both groups had comparable HRQoL

				FACT-Bl		FACT-G		Matsuda et al (2003)		Long term HRQoL in bladder cancer patients (95)		retrospective		Total cystectomy patients experienced functional losses, although

												cross-sectional		no long term mental health problems were found

				FACT-Bl		FACT-G, HADS		Mannson (2002)		continent cutaneous diversion (39)		retrospective		No significant HRQoL differences between groups

										ONB (41)		cross-sectional





Inst. Suggestions by Tx.

		Preliminary Breakdown of Optimized Instrument Use



		Groups		Instrument		Rationale

		Comparing Bladder Sparing Treatments		EORTC-QLQ-BSM24		Although unvalidated, BSM24 is the only instrument with items specific to 

						problems associated with Intravesical Therapy and Cytoscopy



		Comparing RS pts w Different UD Methods		FACT-Bl-Cys		VCI is specific for pts w BC underoging RC. It was validated with a cohort of 

						such patients, and its condition specific items are responsive between

						different treatment groups of RC pts.



		Comparing Bladder Sparing Tx with RS		BCI		BCI was validated with a cohort that spanned diagnoses (NMIBC vs. MIBC)

						and treatments (conservative vs. RS). It was shown to be responsive, with

						variance in domain scores between treatment groups






