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Is it all about QALY’s?Is it all about QALY’s?

QALY Working Group Consensus statements:QALY Working Group Consensus statements:

 Different methods (for valuing health state preferences) may Different methods (for valuing health state preferences) may 
yield different results, and this needs to be better understoodyield different results, and this needs to be better understoodyield different results, and this needs to be better understood  yield different results, and this needs to be better understood  

An ISPOR Development Workshop on  Moving the QALY forward

Source:  Prof. Lieven Annemans, UGent, VUB

EQEQ--5D Descriptive system and EQ VAS5D Descriptive system and EQ VAS
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PACPAC--QOL Subscales QOL Subscales 

Physical Discomfort Physical Discomfort 
–– Felt heavy, bloatedFelt heavy, bloated

–– Physical discomfortPhysical discomfort

–– Feel need but unable Feel need but unable 

Worries and Concerns Worries and Concerns 
–– Irritable, upset, obsessed, Irritable, upset, obsessed, 

t d b ditit d b diti

Psychosocial Discomfort Psychosocial Discomfort 
–– Embarrassed to be with othersEmbarrassed to be with others

–– Eating less, restricted choice of Eating less, restricted choice of 
food, decreased appetitefood, decreased appetite

–– Concerned about change in Concerned about change in 
daily routinedaily routine

SatisfactionSatisfactionstressed by conditionstressed by condition

–– Less selfLess self--confidentconfident

–– In control of situationIn control of situation

–– Worried about timing, ability Worried about timing, ability 
to have BMto have BM

–– Bothered by conditionBothered by condition

–– Concern about getting worse, Concern about getting worse, 
body not working properlybody not working properly

Satisfaction Satisfaction 

–– With number of BMWith number of BM

–– With regularity of BMWith regularity of BM

–– With bowel functionWith bowel function

–– With treatmentWith treatment

PAC-QOLPAC-QOL

Marquis P, de la Loge C, Dubois D, McDermott A, Chassany O.
Scandinavian Journal of Gastroenterology 2005;40:540 – 551

Economic Burden of Chronic Economic Burden of Chronic 
ConstipationConstipation

 Chronic Constipation = underestimated disease condition:Chronic Constipation = underestimated disease condition:

 Hospital related costs of about Hospital related costs of about €€ 11,9 million11,9 million

 Approx. 29 death cases in Belgium in  2007Approx. 29 death cases in Belgium in  2007

Data Source: Data Source: 

IMS Hospital Disease Database IMS Hospital Disease Database : covering : covering 34,3% of all hospital beds in Belgium 34,3% of all hospital beds in Belgium 

IMS Consulting Group, Belgium, 
ISPOR 14th Annual European Congress, 5-8 November, 2011

HRQL HRQL -- Objective measure of ...Objective measure of ...

“The The subjective perception subjective perception of the impact of of the impact of 

health status, including disease and treatment, health status, including disease and treatment, 

on physical, psychological, and social on physical, psychological, and social 

functioning and wellfunctioning and well--being.”being.”

Leidy et al. Value in Health
Volume 2, Issue 2, 113-127, 1999

Cumulative Distribution CurvesCumulative Distribution Curves

 Analyses of patientAnalyses of patient--reported outcome (PRO) endpoints reported outcome (PRO) endpoints 
typically include typically include comparisons of mean score changes comparisons of mean score changes or or 
percentage of responders based on minimal important percentage of responders based on minimal important 
difference (MID) between treatment and control groupsdifference (MID) between treatment and control groups

 However these summary statistics limit interpretation as they However these summary statistics limit interpretation as they 
do not show the complete pattern of changesdo not show the complete pattern of changes

 Cumulative distribution curves (CDC) have been proposed to Cumulative distribution curves (CDC) have been proposed to 
assist in evaluating the consistency of treatment effects across assist in evaluating the consistency of treatment effects across 
the entire distributionthe entire distribution

Donald L. Patrick et al. Patient-Reported Outcomes
to Support Medical Product Labeling Claims: FDA Perspective. 
Value Health 2007;10(Suppl. 2): S125–S137
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Cumulative Distribution CurvesCumulative Distribution Curves

Dubois, D.; Gilet, H.; Viala-Danten, M.; Tack, J. 
Neurogastroenterology & Motility. 22(2):e54-e63, February 2010.

Mapping the PACMapping the PAC--QOL onto the EQQOL onto the EQ--5D 5D 

EQ-5D = 0.977 – 0.098 (PAC-QOL)

Mark Parker et al. Pharmacoeconomics. 
29 (8): 719-730, August 1, 2011.

Final thoughts …Final thoughts …

 PatientPatient--Reported Outcomes: It’s all about the patient!Reported Outcomes: It’s all about the patient!

 DiseaseDisease--specific HRQL, but not generic, instruments, likely to specific HRQL, but not generic, instruments, likely to 

have the necessary sensitivity to reflect clinically important have the necessary sensitivity to reflect clinically important 

change over time.change over time.

 Cumulative distribution curves provide more complete Cumulative distribution curves provide more complete p pp p

information than presenting only one responder threshold information than presenting only one responder threshold 

value.value.

 When direct utility measurement is not available, mapping When direct utility measurement is not available, mapping 

provides a valuable method by which to estimate utility data provides a valuable method by which to estimate utility data 

for incorporation into costfor incorporation into cost--effectiveness analyseseffectiveness analyses..
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