NINDS PD CDEs – QOL Summary Statement


This summary is the companion document to the NINDS Parkinson’s disease CDE Working Group – Quality of Life (see Table 1 - NINDS PD CDEs – QOL Recommended Instruments Table).
Group organization
The members of the quality of life working group are as follows:  Cindy Nowinski, MD PhD, Anette Schrag, MD PhD, Lisa Shulman, MD, Andrew Siderowf, MD MSCE (chair) and Mickie Welsh, RN PhD.  The group met regularly by teleconference between October 2009 and June 2010 to formulate a list of  recommended generic and disease specific Health related Quality of Life (HRQL) Scales for use in Parkinson Disease (PD) research studies.  The committee was supported by Pablo Martinez-Martin, PhD and the work of the Movement Disorders Society Task Force on Quality of Life.

Search Strategy
The available medical literature was searched for all generic quality of life instruments that had been used to evaluate PD and for all disease specific PD HRQL scales.  In this effort, we benefited from the work of the Movement Disorders Society task force which had recently performed a relevant search led by Kelly Lyons, PhD.  In this search, Medline on PubMed was searched for relevant papers with the terms Parkinson's disease, parkinsonism or Parkinson disease, and “quality of life”, “QoL”, “health-related quality of life”, and “HRQoL” published until January 2010.  Scales identified through this search were evaluated for inclusion in the final table of recommended scales based on the experience of the committee with the psychometric properties and relevance to PD of each scale.   Only scales that had strong evidence for validity and reliability, and had been used in high-quality PD research were included.  The final table of recommended scales consists of 6 generic and 8 disease-specific instruments. 

Scale summaries

The available literature for each recommended scale was summarized by one member of the committee.  This summary was reviewed and critiqued by another member of the committee and revised accordingly to produce a final scale summary.  The summaries are structured to provide a general description of the scale, a summary of the process and adequacy of psychometric testing, history of use in published research and availability (cost, translations, etc.).

Table of recommendations
The table or recommended scales consists of 6 generic and 8 disease-specific scales.  Recommendations are divided into tier 1 (most recommended) and tier 2 (recommended).  Characteristics considered in placing a scale into tier 1 or tier 2 included the adequacy of psychometric testing and psychometric properties (reliability and validity) of the instrument.  The use of a scale in PD, particularly use beyond that of the group that developed it, availability of validated translations and its responsiveness to interventions were also considered. 

It is important to note that tier 2 scales are still recommended by this working group.  The specific reasons that individual scales are in tier 2 are given in the table.  Tier 2 scales may be more appropriate than tier 1 for certain types of studies, or certain sub-populations of PD patients.  However, in general, tier 1 scales have stronger psychometric properties and have been more widely and effectively used in PD research.

Health-related QOL 
The introduction to this section is adapted from the MDS Guidelines on Quality of Life Measures with permission of the Chair, P. Martinez-Martin (6).  

The term “quality of life” (QoL) has been used loosely to refer to a broad spectrum of patient reported outcome measures.  In the context of clinical research, there is general agreement that emphasis should be placed on the narrower and more specific construct of Health Related Quality of Life (HRQL).  

HRQL focuses on the impact of disease and treatment on patients, assessed from their perspective and including physical, emotional and social aspects (1,2,3). It also involves a combination of objective functioning and subjective perceptions of health (3,4). For some authors, HRQL focuses on health status, level of impairment, disability, and, to a lesser extent, handicap (5). In summary, HRQL refers to the dimensions of QoL that are affected by health status and by health care.

Health status (HS) is a closely related concept that refers to perceived health in terms of physical and mental symptoms, disability, and social dysfunction related to the health condition.  It is different from HRQL in that it lacks subjective judgments and reactions. HS may influence and predict HRQL, but should not be considered a part of HRQL (3). 

In practice, instruments measuring HRQL assess the physical, emotional and social well-being and satisfaction related to health, combining objective functioning and subjective perceptions and judgments. Whereas, instruments aimed at measuring HS focus mainly on the impact of disease on physical, mental, and social functioning but do not include judgments and reflections about well-being and satisfaction with health. 
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Table 1 - NINDS PD CDEs – QOL Recommended Instruments Table

	Instrument
	Strengths
	Weaknesses
	Recommendations
	Classification
(Tier 1 vs. Tier 2)
	Administration Time

	BELA-p-k


	· Short

· Informative for the aspects assessed (psychosocial problems)

· Satisfactory psychometric properties


	· Not yet validated in an English-speaking population

· Not all psychometric properties tested yet


	Most useful in German-speaking populations; emphasizes psychosocial aspects
	Tier 2:  not validated in English


	15 minutes

	EQ-5D


	· widely used in PD

· demonstrated responsiveness

· brief

· allows easy comparison to other health conditions.

scoring systems that produce health utilities is another advantage.
	· low number of levels for each item

· Not sensitive to differences between mildly affected patients


	Useful as brief, generic instrument.  Unique role of allowing conversion to quality-adjusted life years (QALYs) for cost-effectiveness analysis.
	Tier 1
	5 minutes

	NeuroQol


	
	· Still in development; Short forms are currently being evaluated in clinical populations.  

	IRT based development will allow flexibility in administration.  Limited data limits recommendation at this time  
	Tier 2:  under development, has potential to be preferred instrument, but data to make firm recommendation not yet available
	Administration time varies depending on mode of administration

	NHP


	· brief, requiring approximately 5-10 minutes to complete

· used extensively over a long period of time; information on how scores change over time in PD patients.

NHPD provides additional flexibility.
	· Possible floor effects in PD patients

	Brief, generic instrument.  Most useful in mildly affected patients and for comparison to healthy older population.
	Tier 2:  floor effects in PD patients


	10 minutes

	PDQ-39


	· Most widely used Hr-QoL instrument in PD

· Good psychometric properties

· Good content validity

· Well studied in many populations and settings
	· Social support subscale has suboptimal reliability

· Strong support for summary index but grouping into subscales has been questioned. In some studies floor or ceiling effects were found. 

· Has adequate number of questions, but has been criticized for lack of questions on self image, night time sleep problems, sexual activity, and transfers (in common with most other Hr-QoL questionnaires in PD)
	Suitable for many contexts and widely translated disease-specific scale.  Short version (PDQ-8) available.  May be more sensitive to motor disability
	Tier 1


	10-20 minutes

	PDQL


	· Ease of administration, 

· generally good psychometric properties. 
	· Has been criticized as  not comprehensively covering all relevant HRQL domains 

	Has fewer domains than other widely-used disease-specific scales.  
	Tier 1


	15-20 minutes

	PDQUALIF


	· Development  included both qualitative and quantitative  methods as prescribed by psychometric theory literature

· Targets more PD specific non motor symptoms than other PD targeted measures. Includes a global measure of HrQOL 

	· Needs further refinement to enhance scaling and instrument properties

· Only available in English


	Suitable for many contexts.  Established sensitivity to intervention in early PD patients.  May be more sensitive to non-motor aspects of PD.
	Tier 1


	20 minutes

	PIMS (Parkinson Impact Scale)


	· Brief, concise, easy to administer, suitable for clinical use. 

· Available in Ecuadorian Spanish.


	· Empirical developmental methodology used. 

· Question whether adequate content validity has not been established. 

· Original report included English and French Versions, no report of back translation or psychometric properties of the French version found.


	Brief instrument that covers areas not in PDQ-8.  Can be used in clinic.  Lack of well-designed studies showing the validity and reliability of the PIMS limits the ability to recommend it at this time.

The PIMS emphasizes subjective impact of disease rather than objective capacity.
	Tier 2: less robust psychometric testing  than other scales


	<10 minutes

	QLS-MD and QLS-DBS


	· Brief and easy to administer; 

· target population is adults with movement disorders so that people with different movement disorders can be directly compared. 

· Weighting takes in to account the importance to the patient.
	· Limited psychometric information available; 

· unclear rationale why factors were turned into items, 

· not widely used to date. 

· QLS-DBS - Low number of specific items/domains; very specific to DBS


	Individual weighting of domains may be useful in evaluating interventions that involve trade-offs between safety and efficacy.  DBS-specific module is a unique feature.  It is meant to compare post-DBS patient groups rather than pre-DBS to post-DBS comparisons.
	Tier 2:  limited psychometric data; may be useful for post-DBS patients


	<10 minutes

	SCOPA-PS


	· Short

· Assesses construct it purports to measure

· Psychometric properties well established and satisfactory in several populations


	· Not yet validated in English-speaking populations


	Emphasizes psycho-social function.
	Tier 2:  not yet validated in English
	

	SEIQoL
	· Allows patients to define their own quality of life; therefore, may provide a method for the evaluation of the goals of care for the individual patient.

	· Requires adequate cognitive function (insight, abstraction) and motivation, 

· Use in PD may be limited by the ability of patients to physically manipulate the disk for the weighting procedure.

· Evaluating change overtime may be more difficult due to changes in the prioritized domains overtime.
	Individual weighting of domains may be useful in evaluating interventions that involve trade-offs between safety and efficacy.  Not for use in demented populations.  May be difficult to standardize in multi-center studies. 
	Tier 2: may be difficult for cognitively impaired respondents
	10-40 minutes, depending on degree of impairment

	SF-36
	· Most extensively evaluated health status survey

· Brief, and shorter versions available.

Data can be compared to the US normative population and across disease states.
	· Some health status concepts are missing e.g. family functioning, sexual functioning, cognitive functioning, sleep disorders.

	Widely used generic measure of health status. Wide range of norms and translations available.  Allows comparison to healthy individuals and other disease states.  Relatively weighted toward objective function.
	Tier 1
	10 minutes

	SIP


	· Widely used, behavioral measure  independent of diagnostic category

· some validity has been confirmed in PD samples. 

· Available in Spanish and shorter version SIP68 is also available.
	· Length of time for administration can be burdensome.

· Scoring method has been criticized because the relative contribution of each category to the overall score has little justification.

· Item ambiguity


	More detailed profile than other generic measures.  Captures functional independence.
	Tier 2: relatively longer than similar scales


	20-30 minutes

	WHOQOL-BREF


	· appropriate for use in multinational collaborative or comparative research.

· encompasses some domains that are not always present in other assessments including environment and social relationships.
	· longer than some other short forms of quality of life assessments (e.g. SF-12).  

· A study comparing the WHOQOL-BREF with the SF-36 found that the reliability of the WHOQOL-BREF was lower (Cronbach’s alpha 0.825 vs 0.701; Najafi M et al, J Cardiovasc Med, 2009).
	Greatest degree of cross-cultural usefulness, including developing societies.  Relative emphasis on QOL within context of social role and environment.  May be less sensitive to health-related interventions as a result.
	Tier 2: may be less sensitive to health-related interventions


	8-17 minutes
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