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Abstract
The objective of this paper is to describe how qualitative metteraise used in the developmentdsscriptive

systems opreference based measures (PBMhedlth related quality of life

The requirements of NICE and other agencies together with increasingpateenf reported outcome
measuresas lead to an increase in the demandP®i. Recenty, interest has grown in developing new PBM
and whilst previous research on PBM has mdiotyised on the ntieods of valuationsesearch into the

methods of developindescriptive systesis an emerging field

Traditionally,descriptive systems ¢fBMsweredeveloped using top down methods, where contest
derived from existing measuréhke literatureor healthsurveys. A contrasting approaisha bottom up
methodology which takathe views ofpatients or lay peoplen how their life is affect by their health. This
approach generally requires the use of qualitative metlingditative methods lend themselves well to the
development of PBMsThey alseensurehe measurénasappropriate languageontent validity and
responsiveness to chang®hilst the use of qualitative methods in the development of non PBMs is fairly

standard, their use in developing PBMs was until recently nonexistent.

In this paper, wdlustratethe use of qualitative metholy presenting two case studies of recentlyedigped
PBMs; one generic and one condition specific. We outline the stages invobaasglihe strengths and

weaknesses of the approach and compare with the top down approach usedyjoriheahPBMs to date.



Introduction

The need to develop rigorous methods for effectively describing the impdetatihcare interventions on
patients has been driven by two factors. The first is the desire to colledndtia quality of care from the
patient’s rather than the clinician’s perspective. Fheonl is theneed to compare interventions, through
economic evaluatigrin order touse limited health care resouraesre efficiently Both of thesemakeuseof
guestionnaires that seek to obtaiformationfrom the patient regarding their health related quality of life, and

are often referred to d&atient Reported Outcome MeasufieROMS)

PROMs use within the UK National Health ServicRHS) was stimulated by a key recommendatafnthe
Darzi report, “High Quality Care for all’1] published undethe last Labour GovernmenfThisrecommended
that the impact of treatments on quality of life should be measured throughutieerase of PROMs. As a
result since 2009 NHS providers have been required to ask patients to complefdvaliefore and aétr four
surgical procedures (hip replacements, knee replacements, hernia repaiarieose veins). These data are
now published on a monthly basis. The General Election in 2009 resultechizmge of Government but did
not decrease the importance ®@Ms within the NHS. The Coalition Government’s White Paper: Liberating
the NHS: Transparency in outcomes framework for the NHE], also stressed the importance of PROMs and

advocated their more widespread use.

The use of economic evaluation as a tool to aid health care resource allocation deshsnginas increased
markedly in recent years and has been formalised in many countrieghttagencies such as the National
Institute for Health and Clinical Excellence (NICE) in the [BKand others around the woill, [5], [6].

These decision making bodiesjuire evidencerothe cost effectiveness béalth carénterventions under
consideration as part of the decision making process. The majoritysetitienciesiave formal guidelines for
the methods of economic evaluation and whilst in the past thedelines have not stipulated the measure of
benefitfor cost effectiveness analysis, more recently they have expbtiigdthat health effects be measured
in quality adjusted life years (QALY4B], [4], [6]. In 2004 NICE introduced its reference cébe set of
methods considered most appropriate by NI&f) stated QALY as the measure of benefit. All submissions to
NICE now require a cost effectivenemsalsis based on these methods with health effects meHau@ALY's
[3]. The QALY combines length of life and quality of life into a single samnmeasure. As well as being able

to take account of changes in quality of life, quantity of life or bothusédul in health care resource allocation



decision making as it allows comparison across clinical aheaso the use of a common measure of benefit

[7].

QALYs are calculated as the product of the time speatparticular health state multiplied by the utility or
preference weight associated with that health state. This preference weiglat $sale wherk is perfect health
and 0 is equivalent to being dead (with negative values for healthjsidgesito be worse than dead)hese
preference weight®r health statesan be obtained in a number of different ways, including the use of expert
opinion, literature, direct valuation from the patient or the use of greferbased measures (PBV]). PBM

area type of PROM thalypically consist of a health state classification system (HSCS) and apeference
weightsfor each of the health states defined by the HSCS. Usually, patients completeCBevHiSh defines
their current health statand then th preference weight assigned to that health state can be used to calculate

QALYs.

Preference Based Measures

There aréwo main types of PBM; generic and condition specific. A generic PBM is intktwlcover all areas

of healthand should be applicable any clinical condition. An example is the EQ5D which has been widely
used in numerous clinical conditiof8. A condition specific PBM is only concerned with a particular

condition, for example asthma or diabeteseyiihay be used when there are concerns that a generic PBM may
not be valid or reliable, for exampby not being sensitive enough. Examples includeSt®®L 3D for sexual
quality of life [9] andthe AQL5D forasthmg10]. An alternative is talevelop extra dimensioms “bolt-ons” to

fill any important gaps identified in the coverage of a generic mefdijre

GenericPBMs sih asthe EQ-5D, SF6D, HUI2 and HUI3 haveometimesdeen found tde inappropriate or
insensitive for some conditiolfig]. If a generic measure is not regarded as appropriate, then a condition specific
PBM could be developed which would be relevant to the condition. The mostaomethod to dat® do this

has been to modify an existiegndition specifimon PBM[11] however an alternative is to develop a new
measire from scratch. Other reasons for developing aPBi are for specific populations such as children,
adolescents or the elderly where it is felt that the existing megsua@dy adult genericRre notapproprate

for thesepopulations.



The mainconstraintof developing &2BM is that the health states defined by H&CSshould be amenable to
valuation.Health state valuation is the way in which the preference weights foed#ith Istates are determined.

It canbeundertaken using a variety wfethoddncluding standard gambléme tradeor ordinal methodsuch

as ranking and discrete choice experim§ftsTo be amenable to health state valuatioBCi3should have
dimensions with ordinal levelnd ideallyoneitem per dimensiorin addition,there is a limit to the number of
dimensions that it can contaiflypically people can value 7 (plus or minus 2) pieafasformation at any one
time [12] and sahe number of dimensions is typically no more thamt® most widely used generic

descriptive systems range frd@o 9 dimensiong7]. This is a practical constraint on the number of dimensions
within a descriptive system as it is unlikely that respondents woulbleémhandle a larger number when
underaking valuation exercises. Non PBMs of HRQoL do not have to operédtie Witse constraints and

hence can have much larger descriptive systems.

The requirements of NICE and other agencies together with increasingRROMS in the NHS has lead to an
increase in the use of PBM in health care research and as a consequence, an increase motfer B&M&aIn
the pastattention has been focusedtbe methods ofiealth statealuation andess orthe methods of
developng the HSCSRecently however, there has been increasing interest in devet@wnBBMs

particularly condition specific onfdsl] and sahere is increasingpterest inthe methods of development.

Methods of Development

The main existing generic PBM for adults halleused a top down approach in the development of their
descriptive systems, that is, the content has been derived from ekistiaigire, instruments and health
surveys. The Measurement and Valuation of Health Survey which wasoudedelop the EGD, used 196
members of the general population to validate five existing descriptitensysby surveying lay concepis].
The Quality of Well Being (QWB) drew its items mainly from an existingH#alth Interview Survey and
Social Security AdministratioBurvey[14] the SF36 (from which the S¥6D is derived) used data from
existing instrumentfl5] and the Assessment of Quality of Life (AQOL) was developed from atliber
review from 1970 and interviews and focus groups with 24 clinidi6is The HU2 was developed frora
review of epidemiological surveys aadeview of the literature whiaheneratd a large pool of potential
attributes. They then used a sample of child and parent pairs to rate tmsswitelect attributes for inclusion

The Health Utilities Index 3 (HUI3) watevelopedrom the HUI2 by increasing the number of dimensions to 8



(through the separating out of some dimensions and the removal of otftens¢r@asing the number of levels

for all dimensions to between 5 anil&].

Three more recently developed generic PBMs for children are the AQid]ythe EQ5DY[19] and the

CHU9D [20], [21], [22]. Both the AQoLY and the EQ5DWere developed using top down methods, as they
have beemdapted from the existing adult versions of their measures (AQoL and E&3pEctively). In

contrast, the CHU9D was developed using bottom up qualitative methtds @me of the case studies outlined

in this paper.

In arecent systematieview of condition specifi®eBM, Rowen[11] found thatjust over half (12 out of 22)f
condition specifi®BM identified werederived from a single non PBr the condition of interestftenusing

a combination of factor, psychometric and Rasch aaatgsdetermine &SCSthat is amenable to health state
valuation The other 1(had developed “de novo” classification systems, of wiickedatop down approach
of taking items antdr dimensions froneitherexisting questionnaires, the literatuneexpert opinion They also
refinedthese items/ dimensions using a combinatiopsythometric techniques ardmelimited qualitative

research

The remaining@ measures werdevelopedased on qualitative resear¢infortunatelythey providedittle

detail about thie methodologybuttended tointerview patients using semi structured or unstructured interviews
and therusedan expert pandb select domains and create levels for ttdsmains None of these measures

were developed to be QALY measures intendedhéath care resource allocation, their stated purpose was as a
clinically useful outcome measure. All three folledthe same valuation method andit@nchors on the O

worst state and 100 best state sdadscethey werenot consistent with the QALY modef 0 dead 100 perfect

health.

The review by Rowen concluddidatthe majority ofstudies poorly described the methodology used to develop
the measures, particularly the development df ttlassification system. This lack of detail contributes to the
difficulty of developng robustmethodology in this are®owenrecommends thdtrther researcls need to

examire best practice antb provide recommendations for the development of CSPRL].



A contrasting approach to the top domethodshat have been describida bottom upnethodology This
takes the views of patients lay peopleandseels their input on how their quality of life is affected by their
health problem or condition. This approach generally requires the gseldhtive methods to generate the

items or content of the descriptive system, either through the useusf groups mindividual interviewq23].

The first application of using a bottom up methodology with qualitatiethods to develop a measure intended
for use in economic evaluation (although not as a QALY measure) was ueddntalcrewal et gR5] in their
devdopment of a QoL measure for older people. In this work, they inteedeeople over 65 years of age to
determine attributes for a new index focusing on QoL for older peoipés. donducted in depth interviews with
40 participants to explore their viewlsaut what was important to them in terms of QoL. From these interview
data they directly developed five conceptual attributes. This approacteahdehg attributes or dimensions
directly is in contrast to the more common approach taken in the genéraisfament development literature,
where large lists of items are generated from interviews, the literaturer ap@imn and then a technique such
as factor analysis is used to develop the dimen$&8js[27]. The advantages ofelibottom up approacare

that the final measure developed will have appropriate language and tegyifarithe population which

should increase the content validityisialsolikely to improve responsiveness to change, as it will enthate
outcomes of relevance to the patient are incly@dafl A further benefit of thidottom upapproach is that ties

in with the NHS prioriesof putting the patient at the centre of decision making, providing pagetred care
and publiepatient involvement in health care and reseaftnhmore recent years, the importance of involving
patients and lay people in the development of all types of QoL medmgdsen more widely recognided]

and whilst the use of qualitative rtieods in the development of non PBMsow fairly standardtheir use in

developing PBMdor use in economic evaluatievas until recently nonexistent.

The use of Qualitative Research

There area number otritical stagesn qualitative research desi¢@8]. The first of which is to review your
research question and decide what type of qualitative data you require. Forelopaent of PBM, generated
data isusuallyrequired, which is data generated by respondents whalgireown interpretation and
explanation from interviews, as opposed to naturally occurring batgydou may observe in a natural setting.

This is appropriate because you need to generate the data by asking &sliaizhut how their health affects



them this is not something that would be naturally occurring and you coskhabSecondly your data unit
and time span need to be considered, for example case studies of individuale#rer at a point in time
(cross sectional) or over a series of time points. The development of a PBNkelgsiemands cross sectional
dataas you are interested in views across the spectrum and not how peopls’'sh@mage over tim& hirdly a
data collection method needs to be determined, for example focus groogividiual interviewsFourthly, you
need to devise your sampling strategy and finally an analytical appf@acltthematic content analysis) needs
to be determinedvhich will largely depend upon the purpose of the research, and can be aldadiaia

management tool such as NVIVO.

Thesefour stages of qualitative research design can be applied ppdbess otflevelojing the descriptive
systems of PBMThis process can be defined in 5 stages and eachretpges a series of key choiceEhese

stagesare summarized below and then outlined in more detail.

1. Identify who to interview(data unit)
2. Data collection method

3. Interviewfocus grouplesign

4. Analysis

5. Development ofhedescriptive system

1. Identify who to interview (data unit)
Firstly, adecision has to be made about the relevant popu(a}imninterview.Perhaps the most relevant
population, particularly for a condition specific PBM is the patient populattto have the conditios they
have first hand knowledge about how it affabisir life. Other relevant populations could include carers, family
members, medical professionals or other exp®meimportantreason for focusing on the patient population is
that others can either overestimate or underestimate the impact of a diseasdity of life[29]. For example,
clinicians tend to be more generic and less focused, and to underestinsmteidhand subjective aspects of a
disease compared to patie[86]. Once thedecisionregarding who to includis made, thought needs to be
given to the sampling frame used. If interviewing patients, tbejdde sampledurposivelyon the basis of
their health, so as to include as wide a range as possible.dathplingcriteria could include age, gender and

ethnicity to ensure thatwide range of views are incorporated.



2. Data collection method
There is a choice to be mabetween using focus groufrsdividual interviewsor a combination of the two
Individual interviews offer more sensitivity and depth whereagsaroups allow participants to feed eéich
others ideaand can stimulate more discussitma focus grouparticipantan feel more comfortable,
however if the material being discussedensitive, it may be ket to do individual interviews as they give the
opportunity for complete privac¥ocus groups may lead to inhibitions in raising issues that somériaye
important, yet others do not and so they are unwilling to shame tdewever, mdividual interviews can feel
uncomfortable for shpeopleandsome mayeel nervousThomas et gi31] found that there was no difference
in terms of the depth of data generated between focus groups and intelnviewgews and focugroupscan
alsobe used to complement each other and ensure a breadth of data are obtaimedmpldocus groups
could provic the initial analysis which catfienbe explored in more depth by individual interviews or focus
groupscouldbe used to validate data obtained from intervig82%, [33]. Ultimately the choice between these
two methods of data collection needs to be decided with reference to the popsdtig considered and the

practical advantages and disadvantages of eathoa{23].

3. Interview/focus group design
An important consideration for the development of PBMs is whetheirg bxisting material to the interview
or focus groupfor example using prompts suggestions from the literatuoe other source®r to have a blank
canvasThe advantage of using prompts is that theyregp to stimulate ideaand makauseof theexisting
knowledgebase and evidence. The advantage of having a blank canvas is thatthdrassand npre
conceived ideaareintroduced Effective interviewing is a complex skill and interviewers need the apiatep
training. Unstructured interviews can be particularly difficult todrart and is a skill that needs practice and
reflection[34]. Semistructured interviews generally uagopic guide and provide the interviewer with an
interview schedule and prompts in order to direct the interviewee but tdéem to explore other areas where

appropriatg35].

4. Analysis
Before analysing the data, it is important to check whether data saturatitwedn achieved, thatighen no

new data is emerging from the interviews or focus gri@8jslt is important to achieve saturation for the



development of PBMi orderto make sure that all areas of health related quality of life are captured by the

measure.

When analysing the data, there awe general approaches that can be taken. Firstly, items can be identified
from the interviews and then dimensions developenhfthese, perhaps through the use of factor or Rasch
analysis. This mirrors the approach taken in the general QoL literaturesfrument developmefR6].
Alternatively, the use of qualitative methods allows for the identifinatfodimensions directlfrom the data,

such as that referred to earlier®yewal[25].

5. Development of the descriptive system
Lastly, once dimensions have been identified, levels need to be devielapddr to form &HSCSamenable to
valuation The first decision is whether thevelsshould be based on the frequency or severity of a particular
dimension. For example a dimension about pain could be either about thenfreef the pain or the severity
of the pain. This choice may depend onrhgure of the condition if developing a condition specific PBM or
may be related to the purpose of the instrunf@ualitative data could be used to inform this choice by
examining the way in which the dimensions or items weseribedn the interview ad/or focus groupOnce
this decision is made, wording for tlevels needto be developedxisting scalessuch as those from existing
instruments ostandard Likert type scales could be used or an alternative approach wtultkelbelop new

onesusing the qualitative data.

Case Studies to illustrate the use of qualitative techniques in the development of PBMs.

Recent research by Stevd@8] and Palfreymafi37], [38] took a bottom upnethodologyto the development
of new PBMs using qualitative method8e present both of these as case studies in the contextiafythe
stages outlindabove.The Child Health Utility 9D (CHU9D]Js a preference based generic paediatric health
related quality of lifemeasureriginally developed for children agell yeard20] although there is now
emerging evidence of it’s validity in an adolescent populd88h The Sheffield Preferenebased Venous
Ulcer questionnairéSPVU-5D) is a conditiorspecificpreference baseadstrument that was developed for use

with venous leg ulceration.

Stage 1: Identify who to interview



For the CHU9D potential relevant populatiorie consideincludedparents/guardians, paediatric health care
professionals, the gene@bpulation, health care decision makers and childkéithese were considered and
children were chosen as the population to interview. This was becauseettigegeen as the most relevant as

theywerethe population the measunasintended forBy interviewing children, ontent validity would be

increasedirror! Bookmark not defined.and the language and terminology would be more

appropriate than using the views dlfiers. In addition, there is evidence that paseviews are affected by their
own health status, knowledge, experience and expect§iohs here may also be areas or contexts of the
child’s life that are unknown or less wehlidwn to parents such ash®ol[41]. Drotar[42] alsonotes that many
children are capable of recognizing and appreciating aspects of their own $geiths symptoms and the
impact of changes in their health which their parents may not n®Riggaosive sampling was used with
primary criteriaof age, followed by level of health (as rated by the parent) to ensure thaseof a fll

range of healtlacross the agesere covered20]. Secondary criteria were gender and ethnicity.

For the SPVLED, hoth patient anghrofessional perspectigavere sought in developing the instrument.

Although patients were central to the identification of the items forsiaruit was felt important to include the
views of health professionals. This was in order to check that no empaspects were omitted and to further
validate the items that were identified by the patients. A final considenratie that if health professionals

were potentially to use the final instrument they had to be stakehaldesslevelopmentor patents,

purposive sampling was used in order to ensure that participantdedapproximated the range of ages, sex,
and ethnicity attending the leg ulcer clinics in Sheffi®ldrposive sampling was also used to ensure that the full
range of cliniciangnvolved in the care of venous ulcer patiemtse included. The sample includeddical

and nursing staff frorbothprimary and secondary care involved in the care

Boththe CHU9D and SPV45D instruments used a purposive samphipgroachn order toinclude the breadth
of experiences of healtsf their respective populationfhe aimwasnot to achieve statistical
representativeness, butdapture the experience of health through identifgiraups whgossessd

characteristicselevant to thénealthconditionsbeing studied28].

Stage 2: Data collection method



For the CHU9Djn choosing between focus groups and individual interviews several emisids pertinent to
children were relevant. The advantage of focus groups is that childreeetandre comfortable and feed off
eachother’sideas, however the material being discussad sensitiveln addition, pre existing dynamics
within the groups of childreretected can have an influendedividual interviews give the opportunity for
complete privacy and the opportunity for children to raise any issuesdyawish.Individual interviews were
choserprimarily because of the sensitivity of the topic and also becaube giracticalitie®f managing young
children n interview/groups situationg;is easier to manage an individual interview than a focus group of

young children.

For the SPVIED hoth interviews and focus groups were used to collect data. The aifonvthsse t@rovide
different sources of information aperspectives. One benefit of focus groigiheadded data obtained
through the interaction of the members. Using two different metbbdata collection had the benefit of
providing validation of the datiaterpretatiorfrom the semistructured interviewandas a means to ensure that

data saturation had been achieved.

Contrasting approaches were takedeveloping the two instrumentsie to the nature of the populations
interviewed and type of instrument being developedvoluld nothave been realistic to expgaungchildren
to participate in focus groups. Another issue was imposed by thes mdtiive instruments being developed.
The CHUD9D bein@g generic measuraeant thainterviewees mapave raised sange ofhealth problems.
However, the SPVU5D wass condition specific measuserespondentsvere mordikely to feel comfortable in

a focus group as they alhared the same experience of one particwdatth problem/iliness.

Stage3: Interview/focus group design

For the CHU9Da semi structured interview format was used, using a topic guide tioectigit each interview
covered the same general questi@sking the child about their health problems and the impact on their lives)
The topic guide did not include any items from the literature or existingimstrts to use as prompts or
discussion points as it was felt that these may have been developetifferent purpose and/or may not be the
views of children and as thereaglanger of acquiescence bias with children, including pre existing data may

lead or bias the direction of the interview and what the children think. Theiéws were therefore not



influenced by preconceptions about what should be inclusethis meaure was developed with the intention

of beingchild centred, it was felt that including data from other view pointddvoanflict with this.

For the SPVIBD asemistructured intervieviormat was used but thieterview schedule was generated from a
review of the literature which highlighted specific symptoms and areaxfidoration. The issues and areas
that arose in earlier interviews, which gave insights into the impaenafus ulceration on quality of life,
influenced the focus and discussiorsabsequent interviewsA humber of participants were alse re
interviewed and were presented with the data analysis in order to che¢kmasitai valid interpretation of the

interviews.

Although the basis of the interview schedule for the two ingtnisndifferedbothtechniques arequally valid.
Using the literature to highlight areas for exploration can have the beheftluding a wider experience of the
health problem and can also ensure that the final instrument inatep@ny shortcomings existing

measures. The alternative of allowing the participants to direct the imterkies the advantage of grounding
the instrument more firmly within their experience. Care has to le@ takh this approach to ensure that data

saturation has beaeached and that no key areas have been missed.

Stage 4: Analysis

As the CHU9D was being developed specifically to be a PBM, the approach talygsawas to identify
dimensions directly from the data and then to develop levels for each efthéss suits the structure needed
for a PBM. Thematic content analysiaisusedas it suits the approach of generating dimensions from this type
of interview dataThe analysis was guided by the research question; how does health affieehshiives, and

the aim was to identify dimensions of their HRQ20].

For theSPVU-5D athematic analysis of the data was undertaken Usiamework analysis techniquis3]. It

is particularly suitable for studies within public health and whegectare clear aims at the outsét this case
identification of items for inclusioim a quality of life instrumerjd4]. The interpretation of the data was
examined through rmterviewing a number of participants and through using a focus grauptasd of
triangulation.This method aimed to ensure that the analysis had resonandbenétkperience of venous ulcer

patients and that data saturation had been achieved.



Both instruments sought to ensure that the qualitative data wasvrtlsg” and “dependablg45], [46]. This
aims to demonstrate that the interpretation of the data was groundediaidhand not the researcher’s
preconceived ideadn addition, the SPV5D included triangulation and member checking (or respondent
validation). Triangulation in qualitative research is essentially seeofidifferent methods and perspectives in
order to move away from a reliance on a single source of data so allowing theheistacheck the breadth of

the data collection and the verificationtbé interpretation of the daf28].

Stage 5: Development of the descriptive system

For the CHU9Dthe qualitative data was used to inform whether the dimensions wedldduency or severity
based21], by examining the ways in which the children described the dimendibisshas the advantage of
ensuring that the resulting descriptsystem accurately reflects how children think about and describe their
HRQoL. This led to the dimensions beisgyeritybased which also suits a descriptive system with a short
recall period which is desirable for a paediatric meaRlfg The qualitativedata was again used to develop
levels for all the dimensions as there were no suitable existing scahespaddiatric literatur21]. The
advantage of using the qualitative data in this way is that the terminoidlyy children is retained in the

measure and the validity and practicality of the measure should therefore beddcreas

For theSPVU-5D the qualitative data was used to identi§msto be incorporated into the new instrument.
For some items it was clear from the qualitative intervithas severity and frequency were an issue. People
were concerned with how severe and frequently pain occurred or how offamsivirequently their legs
smelled. For other items it was how often they were able to undertakeificsactivity or the frquency with
which a problem impacted on their quality of life rather than the sevéiityeampact. A choice was made to
have five levels within the dimensions in order to impose a limit ondtenpial number of health states. The
wording for the leels was based on a review of the current instruments and intended to heflsaine
ordering as the other instruments but also aiming to ensure cleartiseplaeawveen the item level# recall
period of seven days was chosen based on the treatmiené fieg venous ulceration which is based around
compression bandages being usually being left in place for a Weekvording of the questions and the
ordering of the levels dhe dimensions was assesse@lyting the questionnaire on a conveniencearof

clinicians and patients.



The development of the descriptive system of both measures was infoyrtieal qualitative data and the
approach to the analysis. In the case of the CHU9D, this lead to dimensiupsde=loped directly and their
type (fequency or severity) and scales being informed by the qualitative ddta.dage of the SP\V/BD, the
qualitative data again informed whether the dimensidnise instrumenshould be severity or frequency based
For some of the items, it was clear from the qualitative interviewdttaseverityand frequencyerean

issue, e.g. people were concerned with how severe and frequently pain accurred

Discussion

Although both the case studidsscribechbove used qualitative methods in the developmktiieir descriptive
systems, they diffedin a number of waywith regard to the choices made at each sitagfee development of
the instrumerd This was ofterlictated bythetype of measurend theintendedpopulation Both measures
used a similar approach to sampling, in order to achieve a breadth of experieycasdhesed qualitative data
to develop the content of the instrument and to inform the developmentle¥éhe of the HSCS.

For theSPVU-5D condition specific measutle use of focs groups wasore likely toincrease the richness
of the data collectiodue to the shared experience of dimeaseWithin the focus grouparticipantscan“feed
off” each others experience. Whereas for the generic measure the aim was to cover aliaigs ainditions

and so the focus groups would have been heterogeneous resulting in adatlacdd experience

A bottom up methodology using qualitative methods offers severahtayes over the traditional top down
approach. By involving patients and/or lay people, the HSCS will contain@tie language and terminology
and the dimensions will be of relevance to the population being st@fiedring greater content and face
validity. In addition, the measure will be more patienttihand as it will capture outcomes of relevance to
patients, this means it isorelikely to be responsive to chanf8]. Taking a bottom umethodologyensures
that the measure is developed according to its purpose, ratheelyiag oninformation fom previous

research that may have had different aims and objectives.

Measures developed using bottommgthodologyare more amenable to self completion by the patient which is

desirable as it iscreasingly recognized in clinical trials and health services research tbaptiess of the



experience of a health state should be elicited from the patients in ordéedotref actual experience of the
disease and its treatmdgn®]. As the CHU9Dwasdeveloped using bottom up methodologys much more
likely that children will be able to self complete as the language and termingésgalldetermined by
children. If a child can provide reliable and valid déten self report is the optimg0]. Similarly, the SPVU

5D should be very amenable to self completion by the patient.

Qualitative approaches can be used to either generate dimensions directlgwelop a long list of items
which then requires further quantitative work to clasgif§se items into dimensions. Both of these differing
approaches have been illustrated in this paper. The key difference in the agfrgandrating dimensions
directly is that it is perhaps easier to develop a PBM since it generates oneritgimgnsio and levels within
these in order to construct a HSCS. This is the ideal for health stateomllaitontrast, the item generation

approach has a stronger use and reliance on psychometric techniques tottiewdilmensions.

Finally, before valuatin, it is important that the descriptive system developed is tested to @nswealid and

reliable measurfb1].

Conclusions
In this paper we have outlined timeportance of usingualitative methods in developing descriptive systéom
PBM usedin economic evaluatieWe have described the stages involved and illustrated these through the use

of two case studies.

The recenincrease in the number of PBMs means thate attentiomeeds to bgaid to themethods used in
their developmentParticular attention needs be focused on the development afgberiptive systemer
PBMs an area which has received very little attention in the past. The use ofra bpttoethodology offers
several advantag@s this respecbver the use of the morettitional top down approach usedthg majority of
existing PBMs. Contentand facevalidity shouldbeincreasd and themeasurewill contain moreappropriate
language and terminologyn addition, the dimensions will be of relevance to the populaeamy studid and
the measure will be more patient centaed amenable to self completioblsing this bottorup methodology
means that PBMsan be developed for purpose rather than having to rely on datafistimg instruments

Thesemay have been dgeloped for other purposes rather than for ugeeath care resource allocation decision



making.The use of qualitative techniques means that PBMs will be more likegvtoavalid and reliable
descriptive systemThisshould be the standard for anR®M and further research in this areaP&BM is

required
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