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1. Introduction

1.1. Definitions of quality of life and health-relaed quality of life

In the late 1940s several articles were publishgbsed a shift in the way in which we would
conceptualize health and evaluate medical intefmesit In 1946, the World Health
Organization gave a broadened definition of heati'a state of complete physical, mental
and social well-being, and not merely the abseriaisease and infirmity (1). According to
this definition measurements generally used inicdinpractice do not give an entire picture
about patients’ health (2). We offer a treatmentoto patients if we believe that an
intervention increases the length of life, prevehtsire morbidity or makes patients feel
better. The first two are measurable with convergianedical methods. To get information
about the third we need sophisticated measuremehish concentrate on aspects of personal
experience that might be related to health andtihezdre. Use of ,quality of life (QoL)
measures” has become widespread in recent yedrsinburtunately there is no universally
accepted definition of quality of life. Within theontext of health care, it is important to
distinguish ,health-related quality of life” (HRQ®lrom broader concepts of general well
being. HRQoL refers to the subjective and objecimpact of dysfunction associated with an
illness or injury, medical treatment, and healthegaolicy. According to the definition of Gill
and Fenstein quality of life, rather than beingesdatiption of the patients’ health status is a
reflection of the way that patients perceive andctreo their health status and to other,
nonmedical aspects their lives (3, 4, 5).

One point of agreement in the literature is thatLQ® a multidimensional construct
comprising of several domains. The multidimensiomgproach originated with the World
Health Organization’s definition of health as thdentified three dimensions: physical,
mental, and social (1). This defintion has becoheedornerstone of the QoL construct, and
these three dimensions have been expanded todote”,domains: disease state and physical

symptoms, functional status, psychological funatigrand social functioning.
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1.2. Areas of application of quality of life measuss

Quiality of life measures can be used in many anéasalth care:

Basic research of different populations, in sogalal and anthropological studies, where the
central interest is how different populations defand view quality of life.

Observational epidemiological studies, which foaus the incidence and prevalence of
HRQoL impairments in specific populations.

Clinical trials, to demonstrate the effectivenegsprevention, treatment or rehabilitation
programmes.

Health economic research with utility-measuremerassessing costs and benefits of
interventions (6, 7).

Althoug the increasing application of quality ofelimeasures and the results of several
studies, which have shown that clinicians and pardmd the information from these
measures useful and informative, trials have fotlnad the information does not greatly alter
clinical decision. This can be arised from the prapriate format and time of interpretation
of data to clinicians (8).

According to Wirchow medicine is also a social ace just not all the doctors know it (9).
The possible cause of forbearance from qualityfefmheasures is the distance between health
care professionals and social scientists. The atheris the missing knowledge about correct
performance and interpretation of quality of lifeasures (5, 7).

1.3. Requirements of quality of life measurements

By a critical appraisal of previous literature omatity of life, Gill and Fenstein set up the
main requirements of quality of life measuremestéolows:

conceptualization of quality of life should be effaed, which serves as a basis for selecting
the instrument to be used in the study

according to the multidimensional construct of gyabdf life, investigators should state the

domains they will measure as components of quafitife
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the investigators need to state their reasonsioosing the instrument

aggregation results from multiple items, domaingnstruments into a single score permits
the the assessment of interrelationship betweelityjoélife and other variables

although the conceptualization as a multidimendi@oastruct, asking the patients to give
their global rating for quality of life is useful

health related quality of life should be distindued from overall quality of life

adequate measurement should provide the possility respondents to indicate and
supplement the domains that are important for tlegiality of life. Preferably these
supplemental domains and the importance ratings iap®rporated into the final

rating (3).

1.4. Main methodologic properties of health relatedjuality of life measurements

1.4.1. Who and how should measure quality of life?

Quality of life can be assessed ideally directlythg patient, or if it is not posssible (young

children, physically handicapped), by someone ctodée patient, such as a family member,
and finally by a health care provider. Low levelagfreement betwen patient and physician
agreement is reported, nurses and other ancillegytth care personnnel may provide more
reliable ratings than do pysicians.

Interviews can be applied to the broadest spectsipeople, can minimize the problem of

missing data, but standardized data collectionfi€wlt. Self-administered quastionnaires are

practical, efficient, inexpensive, can be admimedefrequently in clinical settings (2, 10).

1.4.2. Types of health-related quality of life meases
Generic measurescan be used with both sick and healthy populatiansl therefore have
special merit in situations where comparisons acwidisease groups or between sick and

healthy groups are required. They are suitable e¢éind population norms also. The
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disadvantages reflect the fact that generic measlaek sensitivity. They do not reflect
specific impacts of treatments on quality of life.

Such instruments can be used at the populatioh éewxkare potentially suitable for a number
of applications:

to evaluate multisectoral health policy intervensio aimed at underpriviliged or
disadvantaged people

use in epidemiological research investigating factbat might impact upon the HRQoL of
people

use as screening tool for identifying patientspagal need

use in population surveys characterizing the healthhealth behaviours of people assesssing
the health needs of local population

to provide normative values with which to compdrese frome ill people.

In contrast,disease specifianeasures can be more sensitive to implicationslifbérent
treatments and probably more appropriate for etialus of interventions or for comparing
the impact of alternative treatments. Including yonlelavant dimensions increases
responsiveness, but lack of comparability is adliaatage of this type of instruments (2, 6, 8,
10, 11, 12, 13).

The most extensive literature of disease specif@asures in pediatrics is in the field of
pediatric oncology, asthma, diabetes (14, 15, Ih, 1

An alternative measurement model to the generisugedisease-specific dichotomy is an
assessment strategy that combines both approchtss modular measurementstrategy, a
generic core measure is paired with supplementalditon-specific modules. The
supplemental modules assess specific diseaseabmert effects and other relevant HRQoL
issues not sufficiently covered in the core measwieereas the core measure affords the
opportunity to make comparisons across diseasegrand with healthy population norms (2,

7,19-21).



1.4.3. Statistical properties of HRQoL measures

The main required properties of HRQoL measurestlaeesame as for other instruments
assessing health status. Discriminative instrumeriish are designed to measure cross-
sectional differences between people should be odepible and valid. Evaluative
instruments, designed to measure longitudinal iffees within people over time should
have sensitivity to change, so should be resporadsee

HRQoL measure instruments are designed for disoative and evaluative studies, so all
properties are required.

Validity

Face validity is concerned with whether an instratmaeasures what is intended. This can be
evaluated quantitatively through factor analysigl aomparisons with related variables.
External construct validation includes comparisavith other quality of life instrument
scores, with laboratory or clinical measures ofesity of disease and with relating instrument
scores to socio-demographic variables. Exact aggaewmith other instruments is not required
since that would mean that quality of life scoresewedundant (22, 23).

Reliability

All instruments must produce the same results geated use under the same conditions.
Reliability is concerned whether an instrument méeinally consistent or reproducible.
Internal consistency is tested with a single adstiation of an instrument and assesses how
well items within a scale measure a single undeglydimension. Test-retest reliability is
designed to take account of variation over timestable patients. The results of tests of
internal consistency and test-retest reliability asually presented with Cronbach's alpha and

test-retest correlation coefficients (24, 25).



Responsiveness

Responsiveness or sensitivity of change focuseth@mextent to which scores change when
subjects improve or deteriorate. Responsiveneswipgrto two measurement properties:
changeability, which refers to the extent to witlbjects’'scores increase or decrease with
change in their state, and the degree of varigivlitich can not be attributed to true change.
Practicality

At present quality of life measurements are mainged in clinical trials and formal
evaluation studies. Great effort is needed to g®wlinically meaningful data on quality of

life with brief and simple instruments (2, 5, 7,18, 26, 27).

1.4.4. Time-frame

It is essential to limit the time-frame to a relaty short period, which generally ranges from
.at this moment” to one month. If time frame is tng or undefined patients may be
confused as to which period to report, and investigg should keep memory effects in mind

as well (12).

1.4.5. Response scales

The most frequently used response scales are kieetltype scale, linear analogue and hibrid
scale. Likert-scale is categorical in nature anovigling the patient with a set number of
closed-ended response choices. A visual analogue sccomposed tipically of a 10 cm line.
The patient is asked to mark the point that comrdp most closely to his experience, and the
distance from the anchor points is measured. Hyflorith combines the categorical guides of

the Likert-scale with the anchoring system employelthear analogue scales (2).
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1.5. Cross-cultural validation of HRQoL measures

The necessity of international collaboration infalds of medical research, has gained the
importance of developement of cross-culturally aggfile QoL instruments.

Thinking about the main scopes of QoL instrumentses special considerations are needed
in an international aspect.

Cross-cultural differences are less relevant inch@&search and epidemiologic studies, while
cross-national distinctions are more relevant fimiaal trials and health economic research.
There are cultural specific differences in the aptaalization of QoL and HRQoL, however
there may be a universal meaning of having a gaoadity of life.

With the increasing importance of HRQoL measuresimber of questionnaires have been
developed in many countries in different langua@e28).

In order to use these questionnaires in other casitultures, they have to be translated and
culturally adapted in a standardized way. It isam@nt that research in HRQoL is conducted
according to accepted scientific principles andcficas. Combining data in multinational
clinical studies for objective outcomes pose imgirrtdata for overall analysis. In these
studies one can have the confidence that the saateré is being measured in each country.
For questionnaires, the task of establishing theditya of combining data from different
countries is more complex. Internationally applieabstruments should have:

Functional equivalence, which pertains to whethenat the items in a translated version
have a similar meaning to the source instrument

Operational equivalence, which pertains to the canaipility of procedures (e.g. self versus
interviewer administered questionnaire)

Scale equivalence, which pertains to the extenviich individuals in different cultural
groups respond to the similar items in similar ways

Metric equivalence, which pertains whether or nomeasure orders individuals along a

continuum in a comparable way across language altwaral groups.
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Internationally acceptable instruments can be dpezl in three principle ways:

Sequential approach includes forward and backwargskations, followed by pilot testing.
Parallel approach means that the internationalrsityeof the group of creators assure that
culturally relevant input was present throughoet qlaestionnaire contruction process.
Simultaneous approach means that an overall satonfponents for quality of life is
developed internationally, from what working growgdifferent cultures formulate relevant
guestions (6, 29, 30).

The most frequently used way is the sequentialgg®cin the adaptation of HRQoL measures
for other languages and cultures has become a eanmgid specialized procedure. The
guestionnaire must retain the measurement propeofighe original, and it must also be
adjusted to the cultural differences in patientepered impairments (content validity). Series
of forward and backward translations and testingatients ensure content validity. Ideally,
each translation should undergo a full validatiaomcpss however it is costly and time-
consuming process, so not always feasible.

After forward and backward translations preferabbgnitive interviews are performed for
testing questionnaires in the target populationgrtove testing is concerned how people
interpret and comprehend questions, recall infaismaand events, make judgments about
how to respond, and provide response. The intentoghitive testing is to examine the
guestion-answering process to identify and addeesss being introduced into process. This
knowledge can be used to improve the accuracy aehability of survey responses. The
approach to conduct cognitive interviews can becament, when the respondent is asked to
think aloud during answering a survey question,retirospective (debriefing) when the
interviewer asks about the respondent’s experiandeopinion after finishing the survey.
Paraphrasing also enables researchers to see whespendents understand the questions
and interpret as it is intended. This method cao alicit possible alternative wordings and

help to develop better survey questions (30, 31).
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Providing evidence of the comparability of new slations to the original is to examine
cross-sectional and longitudinal correlations betwéranslations and other measures of
HRQoL. If correlations across countries are coesistthis would suggest that the new
translations are measuring the same constructeasripinal. If results from clinical studies
are consistent with other clinical indices acrossntries, this constitutes further evidence of

the validity of the new translations (6, 28).

1.6. Special concerns about quality of life measusen pediatric populations.

Proxy problem

Children’s conception about health is notably d#fdrom that of adults. Health care
interventions play much smaller part in their wedfghan they do in older populations. There
is much less agreement on the normal roles andiéunscof children at each age than there is
for adults. lllness may be manifested by decdlmnatin the normal features rather than by
evidence of abnormal function. Children with chmwndiseases may have unique
developmental sequences, and their life expectatwam be quite different to those of other
children (32). The subjectivism of quality of lifains a pronounced emphasis (23).

The assessment of quality of life in chronicallly ahildren and adolescents has become
increasingly important as the mortality rates asdged with various chronic diseases have
decreased and survival rates increased. Althougtiicaleintervention often results in the
improved health status of pediatric patients, thsreevidence to suggest that frequent
hospitalizations, intrusive medical procedures, andertanity of survival, negatively impact
childhood developement and adjustment (33). Cadisgt with the United Nations
Convention on the Rights of the Child, there israwgng recognition that the views of the
children should be sought with respect to decisregsirding their health (34). Therefore the

measures of HRQoL should also reflect their views.
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As studies have shown disagreement between theoapinf respondents, such as parents,
nurses, physicians and children, others’ infornmatadout children’s HRQoL can not be
considered sufficient (35, 36). Discrepancy betweleiidren’s and their parents’ judgments
about quality of life is often cited in the liteva¢. This lack of agreement among reporters of
pediatric patients’ functioning has been termedaiSsr informant variance” (37). Children
differ from adults in their understanding of healtie causes of iliness, and their beliefs about
how medications work. For all these reasons, wenmdrexpect entire correlations between
child and parent ratings. Parents are normally stbleake accurate judgments on the illness’
impact on the family, sibling relationships, andatéesser extent school progress. Parents are
less able to make judgments regarding symptom expes, peer relationships, or future
worries.

This clearly underscores the need for pediatricepaiself-report instruments with definitive
measurement precision across the developmentaksstafy childhood and adolescence.
According to an analysis of Pediatric Quality ofeLInventory™ children as young as 5 year
old can reliably and validly self-report their HRQwith an age-appropriate instrument (38).
Quiality of life instruments for children should teathe following properties:

Use an accepted, clear conceptualizaton of HRQoL

Its dimensions are acceptable for all children

Has parallel self- and parent proxy report forms

Dimensions with greater importance for children emgphasised

Has good psychometric properties

Gives equally acceptable values for the generakaedific children populations
Developmental changes are taking into account ha# different forms for different age
groups (39).

Parent proxy-report is also important beacaused@nl are rarely in position to refer

themselves for treatment, even when they are expang symptoms and health-related
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problems, parents' perceptions of a child's HRQ@luénces the likehood that health care
will'be sought for the child. Parent proxy-repost necessary when the patient is unable or
unwilling to complete the HRQoL measure becauseyaming age or illness variables.

Therefore the only solution is to regard both assents as valid and contributing to the total

picture regarding the child's quality of life (32).

1.7. Health related quality of life measures in padtric cardiology

1.7.1. Effect of heart disease on HRQoL of children

Congenital heart diseases (CHD) present a spehi@nic condition from a number of
aspects. These are the most frequent congenitalaigs. (39).

The birth prevalence of congenital heart diseasésden 1971-1989 was 4,05 — 10,6%0, and
4,05-50,0%0 after 1989 according to the internatidit@rature (39-40). The higher rate of
diagnosed congenital heart disease is due to thelagement in diagnostic techniques,
especially to echocardiography.

The only epidemiologic study on congenital headedses in Hungary was performed by
Mogyorosy et al. (41). The incidence of congertikért diseases was evaluated in the period
of 1994-1998 in Hajdu-Bihar county. For congenitedart disease 4,5 operations or
interventional heart catheterizations were requitE@DO live births, but this rate rised to
5,3/1000 taking account of cases died without syrgehis result corresponds well with that
of Hoffman and Kaplan, who reported 6 therapeutierventions for congenital heart disease
per 1000 live births in the United States of Amer({89, 40).

There is a wide range of severity, from those wiibderate clinical consequences to critical
conditions that need intervention at birth, ofteithwthe requirement for multiple procedures.
Progress in pediatric cardiology and pediatric @@durgery during the past decades has
brought dramatic changes in the life expectancyhafldren with CHD. There are rarely

untreatable cases any longer, with new surgicénigcies providing surgical corrections for
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previously palliative care cases and cathetervetdrons replacing some surgical procedures.
Most of these characteristics are true not onlycfamgenital heart defects but also for other
types of heart diseases in children, such as ajeonditions (e. g. Kawasaki-syndrome) or
those which have had no effective therapy (e. gnes@ardiomyopathies). Certain new
techniques in the therapy of arrhythmias (e.g. anfable cardioverter defibrillator) present
solutions for previously untreatable situations.

These advances in survival rates have lead to comceith the quality of long-term
survivability. CHD patients are reaching adulthowd rapidly rising numbers, and face
numerous problems in their daily lives.

According to the description made by Daliento eth& most critical phases in the life of a
patient with congenital heart disease are theviolig:

Infancy: Cardiac surgery/frequent hospitalizaticas cause interruption and/or modification
of the relationship between child and parents. Thikie onset of preschool physical activity
limitations. Limiting the time the infant is septed from the parents to the surgical event and
pain protection is essential. Psychosomatic supgdhte parents is often needed.

Childhood: Onset of school-learning difficultiessyehosomatic integration of the child is
needed.

Adolescence: Adolescence crisis, body image andiadéx The importance of medical
counselling usually increases, while parental adiig decreases.

Adult age: Questions about pregnancy, employmaatrability (42).

To gain information from a different point of viesn the outcomes of this population quality
of life measures has increasingly been addressbd HMelps optimizing their clinical
management, evaluating specific interventions aecapeutic modes.

Previous studies have investigated cardiac intéives from biological aspects (anatomic,
hemodynamic, electrophysiologic sequelae, exeapacity) or focused on specific HRQoL

dimensions such as school function, neuropsychologognitive status, participation in
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activities in children, marital status, employmergalth insurance coverage in adults (43-48).
While standardized questionnaires that measurealtients’ perspective have been used in
research for decades, their length and complexigwgnted their widespread use on the
routine basis.

Although the extent of literature on quality ofelimeasures in patients with heart disease is
increasing continually, major conceptual and metihagical drawbacks can be found.

Recent studies on QoL outcomes in children with CHibat were based on a
multidimensional perspective were limited by snmsdimple size and other methodologic
issues, often relied on parental proxy-report ef¢hild’s QOoL, and reported health status or
observed functional abilities at 12—14 years of agéocused on delineating developmental
impairments at 15-17 years of age that may affgloda functioning, a single dimension of
QoL in children.

The interpretation of results is complicated whea investigators do not use a consistent
conceptual basis to define quality of life. Themeof quality of life is often used
inappropriately; authors drew conclusions aboutepéd’ quality of life, even though it was
not specifically measured. According to a revieerfprmed by Moons and his study group in
2004 the poor conceptual and methodological basasl in quality of life studies in patients
with congenital heart disease implies that manultesare inconclusive (49-51). Need of a

critical appraisal of the literature in this fielemains essential.

1.7.2 Instruments developed for the measurement oARQoL in pediatric cardiac
populations

There are only a few studies which have been chwoid in pediatric populations using a
generic HRQoL instrument or a cardiac disease-8pégstrument (21, 36, 48, 52, 53).

The first available disease specific instrument wees cardiac module of PedsQL™, which

has the broadest age spectrum from 2-18 yearseofaagparent proxy-report, and from 5-18

17



years of age for child self-report form. The geoenre scale and the numerous other diseases
specific modules of PedsQL™ give the possibilityctonpare the HRQoL of children with
heart disease to healthy peers and also with pgattenother chronic conditions. Linguistic
and cultural validation of PedsQL™ modules into snéanguages gives the opportunity of
international, multicenter studies as well.

Results with PedsQL™ cardiac module demonstrateattiaroximately 20% of children

with cardiovascular disease report significantlypamed psychosocial quality of life
irrespective of the severity of the disease. Asc@eed by parents, worse physical and
psychosocial QoL is related to more severe headadie (21, 53).

Another instrument developed for the measuremerjuality a life in this field is ConQol
was developed using a child-centered philosoplsyjtétms were derived from topics that
children with heart disease considered importardatermining their quality of life, and did
not rely on views of experts, such as cliniciarsyghologists or parents. ConQol has two
versions, one for children aged from 8-11 yearsl, @me for young people aged from 12-16
years. The correlations of ConQol scores with thade PedsQL™ cardiac module
demonstrated good validity. ConQol index does motc many cardiac-specific items of the
PedsQ™L, such as experience with treatment or enablith medications, because children
did not indicate these areas important in termgheir quality of life. The initial study with
ConQol showed a trend towards young people regppovorer quality of life. Complexity of
heart disease was not a strong differentiator afliguof life, but there is not a universally
agreed system for determining the severity of teease (36).

The third remarkable instrument in this field isdRgric Cardiac Quality of Life Inventory
(PCQLI). The validity and reliability of Pediatri€ardiac Quality of Life Inventory was
confirmed in a multicenter study, comparing the RC&cores with generic and disease-
specific scores of PedsQL™, and with results of-goality of life instruments. This

instrument is developed to assess HRQoL in childrigm heart disease, aged 8-18 years. The
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study result showed that lower HRQoL was associatgd greater disease severity and
medical care utilization, poorer patient self-pptaan and competency, and increased

behavioral and emotional problems (54).

1.8. Introduction to the measurement model for thePediatric Quality of Life
Inventory™

The PedsQL™ Measurement Model is a modular apprtwasteasure HRQoL for a wide age
range of children and adolescents from 2 to 18syeérage. The PedsQL™ conceptualizes
pediatric HRQoL as the patient’'s perceptions of itheact of disease and treatment in a
variety of health and well-being domains.

Development of Peds(™ is attached to J.W. Varni and his associates dutie past 15
year. The Peds(™ 1.0, originally derived from a pediatric cancetatmse, was designed as
a generic quality of life inventory to be utilizedncategorically. The Peds™2.0 and 3.0
were further advancements in the measurement mouadliding additional constructs and
items, a more sensitive scaling range, and a broage range for patient self-report and
parent proxy-report. Peds™MGeneric Core Scale 4.0 has been used since 2001harfirst
study with PedsQ™Cardiac module 3.0 was puplished in 2008 (21,69).

The development, refinement and validation of thegimal instrument and linguistic
validation to a number of European and other laggadave been described in many papers
(21, 53, 63-66). Results of research with disegmific modules are available (19, 20, 21,
67, 68). Methodology of application and evaluatioan be found in several previous
presentations (20, 69). List of existing translasicof the generic core scales and disease
specific modules are avaible on the PedsQL™ wel(g8).

The PedsQL™ generic module is a 23 item measuretakes less than 5 minutes to
complete. The instrument certified good psychomgiroperties. The PedsQL™ generic

core scales and condition-specific modules haveodsimated good internal consistency
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reliability. Construct validity has been demongdatfor both item-level and scale-level
analyses. Construct validity and known group vatiéind reliability has been confirmed in
large samples of healthy and patient populatiotesmationally (20, 70-72).

Clinical validity has been established by dematstg that PedsQL™ scores distinguish
between patients with different pediatric morbihti and PedsQL™ scores are associated in
the expected directions with the disease- andnrestt related symptom3he PedsQL™
generic core scales were designed to be used avsrgsus pediatric conditions. The
PedsQL™ is continuously field tested in pediatrfices, hospitals, community settings,
schools, as well as international field trials.

Missing data rates are generally about 0,001% e iresponses, which means good

practicality of the instrument.

2. Aims

2.1. General aims of the study

Patient-reported outcome (PRO) studies, includiRQdL studies have not appeared in
Hungary until recent years, and were mainly caraetlin adult populations (11, 55-60).

The dramatic progress in pediatric cardiology aretligtric cardiac surgery gives the
opportunity for a significantly longer life for pple with congenital heart disease, even with
the greatest complexities, but data on HRQoL ofep&d with congenital heart diseases is
wanting from European countries, and it has nohlzible from Hungary at all.

As the standards of care and results of medical aachildren with heart disease in Hungary
correspond to international recommendations, wiényvgood biological prognosis, and
because the incidence of psychosocial problems/es greater in the Hungarian general
population than in other European countries we idensd it important to assess the outcomes

of Hungarian pediatric cardiology care from thegras' point of view (61, 62).
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To realize a HRQoL study on Hungarian pediatric ydappon with heart disease we found
PedsQL™ to be the most appropriate method, assithe broadest age spectrum, the most
extent literature, proving good psychometric préipsr and the availability of the generic
core scale and numerous disease specific modules ghe opportunity of international
comparison.

Consequently, the objective of the present studg teadevelop the Hungarian version of
PedsQL™ cardiac module and test the Hungarian orersf the PedsQL™ Generic Core

Scales and Cardiac Module in a Hungarian pediatnidiac disease sample.

2.2 Specific aims of the study

Provide data, suitable for international comparjson health-related quality of life of
Hungarian pediatric population.

Develop Hungarian version of a well validated, intgionally widely used disease-specific
instrument, to assess health-related quality efdifHungarian pediatric population with heart
disease.

Compare health-related quality of life of Hungar@mldren with heart disease with general
pediatric population.

Compare health-related quality of life of childnerth different severity of heart disease, with
that, of general Hungarian pediatric population.

Compare health-related quality of life of childnerth different severity of heart disease, with
that of children with simple heart disease withgg@and disease-specific instrument
Assess the consequence of therapeutic modalitidsealth-related quality of life in children
with heart disease.

Compare data on health-related quality of life afngarian children with heart disease with

results on U.S. patient sample.
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3. Methods

3.1. Instrument

3.1.1.PedsQL™ 4.0 Generic Core Scales

The 23-item PedsQL™ 4.0 Generic Core Scales encssnpa

Physical Functioning (8 items)

Emotional Functioning (5 items),

Social Functioning (5 items)

School Functioning (5 items).

It was developed through focus groups, cognitiverinews, pre-testing, and field testing
measurement development protocols. Cognitive irdery were carried out with children
attending the pediatric cardiology outpatient uRiize children were chosen from each age
group, with different severities of heart diseasem different places of residence. To get
information on children without proven heart dissasiterviews were performed with 4
children with innocent heart murmur.

The PedsQL™ 4.0 Generic Core Scales are comprisedrallel child self-report and parent
proxy-report formats. Child self-report includesegtionnaires for 5-7 (young child), 8-12
(child), and 13-18 (adolescent) years of age. Ramaxy-report includes ages 2-4 (toddler),
5-7, 8-12, and 13-18, and assesses parent’s pemef their child’'s HRQoL. The items for
each of the forms are essentially identical, difigin developmentally appropriate language,
or first or third person tense. The instructionis lasw much of a problem each item has been
during the past one month. A 5-point response sealgilized across child self-report for
ages 8-18 and parent proxy-report (O = never algmobl = almost never a problem; 2 =
sometimes a problem; 3 = often a problem; 4 = alralvgays a problem). To further increase
the ease of use for the young child self-reporegdst7), the response scale is reworded and
simplified to a 3-point scale (0 = not at all alpieim; 2 = sometimes a problem; 4 = a lot of a

problem), with each response choice anchored tappyhto sad face scale. Parent proxy-

22



report also includes the toddler age range (agéy @hich does not include a self-report

form given developmental limitations on self-repfat children younger than 5 years of age,

and includes only 3 items for the school functignscale.

Items are reverse-scored and linearly transformmead@-100 scale (0=100, 1=75, 2=50, 3=25,
4=0), so that higher scores indicate better HRQbinore than 50% of the items in the scale

are missing, the Scale Score is not computed. ditiad to the single scale scores there is the
possibility to calculate summary scores: the Phafditealth Summary Score is the same as
the Physical Functioning Subscale, whereas to eréds Psychosocial Health Summary
Score, the mean is computed as the sum of the dented by the number of items answered

in the Emotional, Social, and School Functioningp&iales (20, 69, 73).

3.1.2. PedsQL ™ 3.@ardiac module

The PedsQL ™ 3.0 Cardiac Module consists of fivalex related to symptoms (7 items),
perceived physical appearance (3 items), treatmexiety (4 items), cognitive problems (5
items) and communication (3 items) for child selport ages 8-18 years, and parent proxy-
report in all age groups. The communication scads wot included for toddlers and young
children who lack the cognitive or linguistic abylito verbalize questions and explanations
about the heart. An additional treatment barrieses(5 items) measures the adherence issues

in children taking cardiac medication (5 items),(23).

3.2. Validation procedure

Validation of PedsQL™ generic core scales and ¢mmdspecific modules are carried out
according to the instruction of the MAPI Researntstitute, in accordance with the guidelines
of the QOL-SIG TCA (Quality of Life — Special Ingst Group Translation and Cultural

Adaptation) group (74). The sequential validationgedure of the original U.S. version of
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the PedsQL™ 3.0 Cardiac Module was carried outwayg by our study group (6, 30, 31,
75).

The PedsQL™ 3.0 Cardiac Module was translated ew@gntly into Hungarian by two
professional translators, native target languagelsgrs, bilingual in the source language. The
two translated versions of the questionnaires wie&seussed with both translator, a pediatric
cardiologist, a pediatrician, a nurse in pediatadiology, and a teacher, and the final
combined version was back translated into Englistier review and comments by the
instrument author, the new version was tested op&@nts of children with heart disease
aged 2-18 years and 15 children aged 5-18 yeacsdpyitive interviews. Our study group has
used concurrent and retrospective approach, araplpasing during the interviews. These
interviews were performed to determine whether qungstions were difficult to understand
and/or irrelevant. After some modification on wargliand proofreading, the final version was
forwarded to the MAPI Research Institute, which egakie approval for the psychometric
probe of the Hungarian PedsQL™ 3.0 Cardiac Modullee format, instructions, Likert
response scale, and scoring method for the Peds@D™ardiac Module are identical to the
PedsQL™ 4.0 Generic Core Scales, with higher scorégating better HRQoL (fewer
symptoms or problems).

Our study group took part in the adaptation prodesgthe PedsQL™ 3.0 Cardiac Module
only; the Hungarian Generic Core Scale was alreadylable through the MAPI Research

Institute.

3.3. Participants and settings

Potential study subjects were recruited from thdidec Cardiology Outpatient Unit of the
University of Debrecen Medical and Health Scieneat@®, Department of Pediatrics.
Participating families were given detailed writteriormation about the methods, aims, and

the voluntary nature of participation in the stu®ubjects of the patient group filled in the
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guestionnaires in a room inside the outpatienticlinvhile data collection from the
comparison group was carried out through mail gmoedence. Subjects of the patient group
were excluded from participation if the child hagsaciated non-cardiac chronic disease or
major developmental disability, mental retardatibat might affect health-related quality of
life, and if the child was <2 months after surgigatervention. 38 children were excluded
because the child had associated non-cardiac chrdisease or major developmental
disability, severe mental retardation. The mosjudent disorders were hematologic diseases,
asthma bronchiale, diabetes mellitus, epilepsyclwhvere not results of any kind of heart
diseases. Mild somatomental retardation, which @zservable in some children with CHD
of great complexity, could be a consequence ohttat disease, but these children were not
excluded from the study. No children were excluded to psychological problems. All the
diagnoses of usual occurrence at a pediatric datgatinit were represented in the patient
sample. Patients with congenital heart disease wlassified according to the guidelines set
at the 32nd Bethesda Conference of the Americathe@lof Cardiology and they were
categorized into three groups, namely simple coitgemeart disease (such as isolated small
or repaired atrial and septal defect without reg)deongenital heart disease with moderate
complexity (for example, coarctation of the aonagderate-to-severe pulmonary valvar
disease or tetralogy of Fallot), and great compyexsuch as double-outlet ventricle or
conditions with conduits or after Fontan proced{i). Beside congenital heart defects the
study sample included patients with cardiomyopatherhythmias and acquired (such as
carditis, Kawasaki syndrome) heart diseases.

Subjects of the comparison group were chosen byoranselection from the general
Hungarian population through the Population Regi€tfice of the Ministry of the Interior,
with distributional matching to the population tie at the pediatric cardiology outpatient
unit on age, gender, and residence. Informed comsehchild assent were obtained from the

participating families.
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The research protocol was approved by the Resé&dlhibs Committee of The University of

Debrecen.

3.4. Sample characteristics

The Hungarian translations of the PedsQL™ 4.0 Ger&ore Scales and the PedsQL™ 3.0
Cardiac Module were administered to 195 childréerating the cardiology outpatient unit

aged 5-18 years and 254 parents of children agk8l years. So we gathered information
about health-related quality of life from 195 chdd by self- and proxy-report and 59

children by proxy-report only.

From the total investigated patient population (28%re were 59 (23,23 % )toddlers(2-4
years of age), 49 (19,29%) young children (5-7 ye#rage), 73 (28,74%) children (8-12

years of age) and 73 (28,74%) adolescents (13-aBy& age. Subjects included 148 boys
(58,27 %) and 106 girls (41,73%).

It was the mother who answered the questionnaif2i52% of the patient sample, and it was
the father in 7.48% of the sample. No parent ingagent group refused to participate in the
study, 3 patients ages 5-7 years were unwillingn®wer during the interview.

Of 1000 families approached by post, 525 familes@bjects of the comparison group were
recruited into the study (52.5%).

The response rate of the comparison group was tddegor a postal survey according to the
literature (77, 78).

In the comparison group there were 152 (28,95%lerd, 111 (21,14%) young children, 160
(30,48%) children and 102 (19,43%) adolescentsjestshincluded 268 (51.05 %) boys and
215 (40.95%) girls and 42 (8%) of unknown gender.

It was the mother who answered the questionnai8®i5% of the sample, it was the father in
4.57% of the sample, and it was someone else 8Y6 & the sample.

Distribution of all participants in terms of gendard age group is shownTable 1
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Distribution of patients into diagnostic groupsdme groups is presentedTiable 2.
Occurrence of certain diagnoses in the variousrdisiic groups is shown ifable 3.

Our study ran its course from 2006. Septembe2®07. May.

3.5. Statistical analysis

Construct validity was determined using the knowougs method. PedsQL™ Generic Core
Scales scores were compared between groups differiknown health conditions. HRQoL
scores of children from the general population amidren with heart diseases were
compared using t tests for independent samplescEsizes were evaluated using Cohen’s d
statistics (79). Construct validity of the Cardidodule was further assessed by estimating
the intercorrelations among the Cardiac Moduleessabres and relevant Generic Core Scales
scores.

Agreement between self-report and parent proxystep@s assessed using the Pearson
correlation coefficient (with thresholds for mediuand large correlation at 0.30 and 0.50,
respectively), the intraclass correlation coefiitiéor absolute agreement (ICC, interpreted
using thresholds for moderate and good agreemeh#éladnd 0.6, respectively) (80), Bland-
Altman 95% limits of agreement (LOA) (77), and byakiating parent vs. child mean score
differences in paired t tests.

Feasibility of the Hungarian version of the Cardidsdule was determined from the average
percentage of missing responses. The percentagell opossible item-responses left
unanswered was calculated for each subject on ®aghke and summary scale and averaged
over subjects. The utility of the instruments ims of distributional coverage overall and by
subscale was evaluated by calculating the percenthgsubscale-level average responses
reaching the minimum (floor) or the maximum (ceg)irof the scoring scale.

Scale internal consistency reliability was deterdiby calculating Cronbach’s coefficient

(24).
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4. Results

4.1. Descriptive statistics

As evident fromTable 4, no floor effects were seen on the Generic CoadeSc We found
ceiling effects both in child self- and parent prerports ranging from a minimal 0.9 to a
moderate 30.2% in the patient group and 2.1-31.7% e comparison group, with highest
values in the Social Functioning Scale for child-send parent proxy-reports from the patient
and comparison samples. We also observed great@rgcel.1-77. 9%) than floor effects
(0.4-3.7%) in the Cardiac Module, with a notablding effect in the Heart Symptoms scale
and a moderate one in the Treatment Il Scale, Red®hysical Appearance, and Cognitive
Problems Scales subscales for child self- and pameaxy-reports Table 5.). Cronbach’s
coefficient [ estimates for the PedsQL™ Generic Core Scaledanithe Cardiac Module
across all ages of the patient and comparison gravp presented ifiables 6.a andTable
6.b. The recommended standard of 0.70 for group coasmwamwas exceeded in the majority
of the scales, and all scales exceeded the satisfdevel of internal consistency reliability of
at least 0.40.

Missing values were found for the patient groupgn&ic Core Scale (ranging 13.8-25.9%),
with highest values in the school functioning domboth for both self- and parent proxy-
reports, and in the Cardiac Module (ranging 0.22®§.with highest values in the Treatment
Il Scale (problems with taking heart medicine) dom&he percentages of missing values
(ranging 1.2 — 4.4%) in the comparison group wenesistent with previous result$gbles

4-5).

4.2. Construct validity
Assessing the construct validity of the PedsQL™ @&éneric Core Scales, statistically

significant difference was found between the patigmoup and the comparison group in
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Physical Functioning Scale (p=0.003) scores of dhiéd self-report for the Generic Core
Scales. For parent proxy-reports, statisticallysicant difference was found in the Physical
Functioning Scale (p=0.022), Emotional Functionifgale (p=0.017), and Psychosocial
summary score (p=0.019), and also in the Totale&S&auore (p=0.034{Table 7). Mean
scores were consistently higher in the comparisonmfor all scales, with Cohen’s d values
indicating no other than small effects (range MQ02t).

As the intercorrelations among the various Gen@ute Scales and the Cardiac Module
scales were estimated using Pearson correlatioffiaests, a high correlation was found
between the Physical Functioning Scale scores amdli& Symptoms Scale scores for
children (r=0.63) and for parents (r=0.66). CogmtProblems Scale scores of the Cardiac
Module were highly correlated with the School Fumaing Scale (self-reports r=0.57, proxy-
reports r=0.60), the Psychosocial Summary scoreth (keports r=0.58), and with the Total

Scale Score (self-reports r=0.58, proxy-reports38pof the Generic Core Scaltaple 8).

4.3. Parent-child agreement

Table 9. presents the ICCs between child self-reports aacknt proxy-reports of the
PedsQL™ 4.0 Generic Core Scales and the PedsQL@adlac Module. Moderate to good
agreement was found in the Generic Core Scalestbfthe patient and comparison groups.
ICCs were generally higher in the comparison grdupwer values were obtained in the
Emotional and Social Functioning Scales acrosagdlgroups, and in the School Functioning
Scale in 5-7 and 13-18 year-olds from the patieotig. All ICCs showed good agreement in
the comparison group, except for the Physical avadabFunctioning Scale scores of children
aged 5-7 years. ICCs for the Cardiac Module indidaimilarly moderate to good agreement,
with lower values for the Treatment Il Scale, Peseg Physical Appearance Scale, and the
Treatment Anxiety Scale in most age groups. Poogeagent was detected in the Perceived

Physical Appearance Scale for the 5-7 year oldsimarile Treatment Il Scale for the 8-12
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year olds. The ranges of LOA as calculated follgvihe Bland-Altman procedure are
consistent with the mainly moderate agreements dmtvehild self- and proxy-report scales.
Neither the ICC nor the LOA values indicate anydemcy of improvement in parent-child

agreement as age advances.

4.4. Comparison of PedsQL™ Generic Core Scales sesrof Hungarian children with
heart disease with Hungarian general population dat

For the PedsQL™ Generic Core Scales scores, atsfally significant difference between
the entire patient group (not subdivided by seyeaf heart disease) and the general
population for the child self-report was only found the physical functioning subscale
(p=0.0035). For the parent proxy-report, a statdly significant difference was found for the
total PedsQL™ scale score (p=0.0189), and on thgsigdl (p=0.0219), psychosocial
functioning (p=0.0340) and emotional functioning@171) subscale3 éble 10.a.,b).

No statistically significant differences were foufwd the parent proxy-report of toddlers (2-4
years) and teenagers (13-18 years) and for thd skif-report of children (8-12 years) and
teenagers (13-18 years). Statistically significdifterences were observed for child self-
reports of young children (5-7 years) in the Pedd$Qliotal scale score, physical,
psychosocial, social and school functioning scoaesl, for the parent proxy-reports for the
PedsQL™ total scale score, psychosocial, emoticnall school functioning scores.
Statistically significant differences for childrgB8-12 years) were observed for the parent
proxy-report in the PedsQL™ total scale score andthe physical functioning subscale
(Table .11).

Comparing the PedsQL™ Generic Core Scales scordbheofliagnostic groups with the
general population, statistically significantly lewscores were observed for children with
CHD of moderate and great complexity and for clitdwith cardiomyopathy. For children

with CHD of moderate complexity, a significantlywer social functioning score (p=0.0272)
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was calculated from child self-reports, and lowetalt scale score (p=0.0039), physical
(p=0.0033), psychosocial (p=0.00136) and socialktioning subscale scores (p=0.0169)
from parent proxy-reports. For children with CHDgoéat complexity, lower total scale score
(0.0422), physical (p=0.0142) and social functignsubscale (p=0.0244) scores were seen in
child self-reports and also lower psychosocial fioming scores in parent proxy-reports. For
children with cardiomyopathy, the total scale scaes significantly lower (p=0.0321) for
child self-reports and the total scale score (p¥D&), psychosocial (p=0.0014), emotional
(p=0.0078), social (p=0.0061) and school functignjp=0.00145) subscale scores for parent

proxy-reports Table 10.a.b).

4.5. Comparing PedsQL™ scores of the different diagpstic groups and of patients with
simple congenital heart disease

Comparing the scores of the PedsQL™ Generic CaaieSof the different diagnostic groups
versus the scores of patients with simple congehigart disease, we found statistically
significant difference in total scale scores ofigras with congenital heart disease with
moderate (p=0.0338) and great complexity (p=0.0XE68%) in patients with cardiomyopathy
(p=0.0308) according to parent proxy-reports. phegsical functioning subscale scores were
significantly lower in patients with great complgxby the opinion of the patients themselves
(p= 0.0328) and also by the parents (p=0.0040)imntients with moderate complexity by
the opinion of the parents (p=0.0340). Significanthpaired psychosocial functioning was
calculated for patients with CHD of great complgx{p=0.0475) and for patients with
cardiomyopathy (p=0.0044) from the parent proxyereg Emotional functioning was
observed to be negatively affected only in patievith cardiomyopathies (p=0.0494) by the
opinion of the parents, while social functioningsasgnificantly lower in patients with CHD
of moderate (self: p=0.0059, proxy: p=0.0120) anehgcomplexity (self: p=0.0113, proxy:

p=0.0148) and patients with cardiomyopathies ($st).0358 proxy: p=0.0160) according to
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both self- and parent proxy-reports. School fumstig was impaired by opinion of the
parents among patients with CHD of great complexpy0.0326) and in patients with
cardiomyopathies (p=0.0469)4ble 12.a.b.).

Significantly lower scores were obtained on therhegmptoms subscale of the cardiac
module for patients with CHD of moderate and greanplexity by the self- (p=0.0468,
p=0.0273) and proxy-reports (p=0.0191, p=0.0203)wetl. Parents of children of the
"Others” diagnostic group (children checked becaoke.g., chest pain or innocent heart
murmur) also reported significantly lower scorestiom heart symptoms subscale (p=0.0052).
The perceived physical appearance score was signify higher in patients with
cardiomyopathies (p=0.0070) by the opinion of pee@orrelating with the impaired school
functioning we observed significantly lower cogwétifunctioning scores in patients with
CHD of moderate (p=0.0150) and great complexity O(p378) and in patients with
cardiomyopathies (p=0.0316) according to the pn@perts.Treatment anxiety —although
without significancy- was found to be less exprdss&e children with CHD of great

complexiy. Table 13.a.b).

4. 6. Differences in PedsQL™ scores by therapeutisodality

We analyzed the PedsQL™ Generic Core Scales andiaCaModule scores across the
patient groups with different therapeutic needgable 14.a) Comparing the scores of
children requiring no therapy with those who hadd@ intervention, the only significant
difference is observed in the treatment anxietyseale of the cardiac module where parents
reported lower scores if their child had had aemention. The need of taking heart medicine
impacted the PedsQL™ total scale score (p<0.00®@),psychosocial (p<0.0032), social
(p<0.0199) and school (p<0.0035) functioning scarfethe Generic Core Scales according to
the parents, and the perceived physical appeal@r€e0432) subscale score of the Cardiac

Module by the opinion of the children. Having hadaadiac intervention in addition to the
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need for taking medication increased the numbedarhains impacted, as the physical
functioning score (p<0.0033) of the Generic Coral&was also lower according to parents.
No influences on the PedsQL™ domains were obsecosdparing patients taking heart
medicine versus patients with a cardiac interventlmut the perceived physical appearance
subscale scores were significantly lower accordmdpoth children (p<0.0080) and parents
(p<0.0173) if the former patient group was compameth those who have to take heart
medication beside the intervention. Social funahgnscores were significantly lower in
children who had undergone intervention and wekengaheart medicine by the opinion of
the patients (p=0.0198) and their parents (p=0.pH&9well versus children only with an
intervention, and the parents reported also impasecial functioning (p=0,0008) for this

group in the comparison with children not needing kind of therapy(Table 14.b.).

4.7. Specific Concerns

Mean scores for items of PedsQL™ Generic Core Saald Cardiac Module were ranked to
identify the problems perceived most fregently byldren with heart disease and their
parents. The frequency of children and parents rtieygo "often” and "almost always”
experiencing the problems with the lowest meanescare presented frable 15.

The most comon problems for the general dimensadndRQoL were related to physical
functioning according to the patients (hard to fusxd to do sports, hard to lift heavy things).
On parent proxy-reports feeling angry was fountédhe most frequent problem but parents
reported common difficulty on physical functioniffgard to run) and on school functioning
(paying attention in class) as well. For the disesigecific dimensions catching cold was the
most frequent problem both for children and thairgmts. Children commonly felt difficulty
to speak about their heart condition to otherstaeg were frequently disturbed by their fast
heartbeat. Parents reported on their child’s apxabbut going to the hospital and that their

child’s communication with the medical staff waffidult for their children.
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4.8. Comparing PedsQL™ data on Hungarian children wth heart disease with results
on a U.S. patient sample

Table 16. presents the comparison of the mean PedsQL™ sobms entire patient sample
with previous results from the PedsQL™ on U. Sldrkn with heart disease. (21, 53)

In the study of Uzark et al. the investigated afeild were classified into the following
categories: (1) mild CVD requiring no therapy ofeefively treated nonoperatively (catheter
therapy), (2) moderate CVD requiring no therapysargically corrected (curative), (3)
surgically treated CVD (1 procedure) with signifitaesidua or need for additional surgery,
or (4) complex or severe CVD, uncorrectable origitl (includes single ventricle). The
patient population included 78 (16.4%) patientsategory 1, 138 (29.1%) in category 2, 130
(27.4%) in category 3, and129 (27.2%) in category 4

This means that the representation of congenitalthdgisease of great complexities was
higher in this study population than that of in gaient group investigated by us.

For the Generic Core Scales significantly lowerresowere observed for the Hungarian
sample on the physical (p=0.0240) functioning salescof self-reports and for the PedsQL™
total scale score (p=0.0150), physical (p=0.0008) amotional (p=0.0002) functioning
subscales of proxy-reports. The only significanffedence among the disease-specific
domains was in the heart symptoms subscale scpre®0284) only by the opinion of

parents.
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5. Discussion

Our findings generally support the feasibility,iaéility of the Hungarian translations of the
PedsQL™ 4.0 Generic Core Scales and the PedsQL®adlac Modul to assess HRQoL of
Hungarian children 2-18 years of age.

This first survey with PedsQL™ in Hungarian childrevith heart disease affirms the
construct validity of the instrument in differentiating between hegpldnd chronically ill
children and between patients with different lexa#leeart disease severity.

Perceived psychosocial functioning of Hungarianidtbh 2-18 years of age with heart
disease was found to be similar to that of theiegal population peers, but their physical
functioning was significantly lower. In a previossudy with PedsQL™ there were no
significant differences in physical functioning Wween healthy children and a mixed sample
of children with heart disease, but recent resulih PedsQL™ showed impaired self-
perceived physical functioning in children 5-18 rgeaf age with increasing cardiac disease
severity (21, 53). The physical functioning of Hangn children with heart disease was
observed to be worse also than that of the U.Siapedsample with heart disease by the
opinion of children and parents as well.

Our finding could be a sign of poor physical st@télungarian children with various levels of
heart disease severity and it may reflect a gemesdtictive attitude of parents and health
practitioners towards physical activities regardles the severity of cardiac conditions. The
parental underestimation of children’s physicalamay coupled with overprotection leads to
unnecessary limitation of social activities of ahmaally ill children resulting in poorer
HRQoL (43, 46, 82). These findings emphasize thedn®r general actions in pediatric
cardiology care in the field of physical activiti€3ardiologists and pediatricians should help

the patients and the families choose the propet &fractivity.
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Although heart diseases from a medical point ofwiave influence primarily on physical
states, the majority of HRQoL studies found exprdsgeficits in psychosocial dimensions
(46, 83-85).

Lower psychosocial scores by the parents’ opiniwticate the necessity of integration of
psychosocial support in the care of chronicallghildren and their families (21, 53).
Analyzing our data across the 4 age groups it msgicuous that HRQoL of young children
(5-7 years) is negatively affected by the illnessotigh almost all HRQoL dimensions as
perceived both by the children and their parente tal HRQoL and physical functioning
scores are significantly lower also in children B-lears of age according to the proxy-
reports, but no further differences are observeuther age groups.

The reason why impairment is concentrated in theegriQup of young children may be that
this is the time of entry into the community of ethchildren, starting to go to nursery or
school. This is when children with a chronic coiwhtare faced for the first time with the
stigmatization of being different. Besides awakgrtimthe consciousness of their disease, this
is often the period of reoperations which naturaién have expressed negative effects on
HRQoL (86). A trend towards younger children repmytpoorer quality of life was also
observed by Macran et al. with the ConQol (36).sEhendings call attention to the need of
support before and during first encounters with pleer community. This support should
include detailed information given to the parentsl ahe child about the disease and its
potential associated problems. Detailed advice apbysical activity is also essential for the
family and also for the teachers. Results of pnevistudies indicate that children and their
parents have limited knowledge of their cardiacdion, what they can and can not do,
which makes it difficult to explain their conditida others (87-89).

An explanation for the lack of differences in HRQdimensions in children of 2-4 years of
age according to the parents can be the relatielelsed environment of the child and the

family in this period, without the possibility obmparison to other children. Due to social
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support this could be more expressed in HungaryinQuwo the dramatic development of
pediatric cardiac surgery and cardiology, lookihgha growing up of a "healthy child” to all
appearances after the shocking event of the birth asitically ill baby can bring the family
into an euphoric state, which can be another plessibuse for the absence of perceived
HRQoL impairment by the parents’ during this pericdwer expectations of parents may
lead to denial of physical or psychosocial problefd3). It is a limitation that parallel
guestioning was not performed in this age groug fiéed for parallel questioning of children
and parents is obvious in HRQoL measures but snabe group it is not accomplishable. The
poor agreement between child self-report and preypgrt on certain domains of HRQOL has
already been demonstrated (32, 37, 90, 91).

The only significantly lower scores for children {12 years were the PedsQL™ total scale
score and the physical functioning score by thepreports.

The discontinuance of HRQoL impairment to the oldge groups may be a sign of good
integration of children with heart disease into ithgociety. Their capability and the
effectiveness of coping mechanisms are often usterated by clinicians, parents and
teachers (89). Peers and teachers can have amtamipmle, but they could also be sources
of stress (92). It is important that there are esyst within schools for ensuring that accurate
information about children’s health needs and impddhese on school life is passed to all
those who teach the child (83).

The sample consisted of children with differenteséy of heart disease. The ratio of children
with severe to those with simple heart diseasesesponded to the distribution of patients
attending a typical pediatric cardiology outpatiemit. According to our and to previous
results, overall quality of life of children withfterent severity of heart diseases — as a whole
group — does not differ significantly from thattbe general population (45). It means that the
justification for stigmatization of heart diseas@th its negative consequences, is strongly

refuted by the children themselves. Thanks to therraous advance in pediatric cardiac
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surgery, most pediatric heart diseases can bevesbbly interventions, ensuring good quality
of life for children.

Corresponding to previous findings with PedsQL™ data affirm the instrument’s validity
in differentiating between groups with differentéé¢s of chronic disease severity. Comparing
the groups of different heart diseases with theeggnHungarian population and with the
group of children with simple CHD we could obsemere impaired HRQoL functions in
children with more severe heart disease. Lower ipayand psychosocial scores, school and
cognitive problems observed among children with thest severe diseases (CHD with
moderate and great complexity and cardiomyopatlsies)v the necessity of identification of
these problems in these patient groups to makg gaelrvention programs possible. (43, 53)
Similar to previous studies confirming an increna¢riecrease in psychosocial functioning
with the severity of the disease, show the impaeanf psychosocial problems in children
with chronic conditions, which has already beerogeized as the "new hidden morbidity”
(21, 47, 83 93, 94). The emotional (by parent-repdunctioning scores of Hungarian than
U.S. children with heart disease stress the needdimprehensive pediatric cardiology care,
which includes the involvement of experts in thegb®social support of chronically ill
children in Hungary (83-86)..

The fact that parents of children with moderaterh@isease report lower physical functioning
calls attention to the possibility that parenteofunderestimate their child’s physical ability,
imposing unnecessary restrictions on them and dapgrthem of the psychological benefits
of exercise (43, 53). This can be related to thpained social functioning in children with
CHD of moderate complexity.

Analyzing our results of the disease specific GardModule- in line with expectations-
significantly lower scores were found on the hegrhptoms subscale in patients with more
severe CHD. Parents of children of the "Other'gdiastic group also reported significantly

lower indices for this scale. It can be a consegeaf the exaggeration of symptoms and of

38



unjustified fears about chest pain, which generatigans heart disease in the adult
population. The misinterpretation of this symptonda &f heart murmurs can be countered by
accurate information from the pediatric cardiolv@@?). Perceived physical appearance score
was significantly higher in patients with cardiorpgbhies by parent opinion. This finding
does not correspond with previous ones, as fearstdabe chronic condition and the need for
continuous therapy can lead to decreased selfrastee this patient group (89, 96).
Correlating with the impaired school functioning vrave observed significantly lower
cognitive functioning scores in patients with CHDnooderate and great complexity and in
patients with cardiomyopathies. These results amsistent with previous data and call
attention to the need for early detection of schowictioning deficits including attention
problems and interventions for better neuropsydiodd development of these children (48,
83, 84). Treatment anxiety —although without sigaiicy- was found to be less expressed in
children with CHD of great complexiy. Regular v&siand hospitalizations make these
children get used to health-care interventions.

Analyzing our data with respect to various therajgeneeds, we could observe that parents
reported negative affects in more HRQoL dimensithan children themselves, mainly if
patient groups requiring heart medication were can@g to those requiring no therapy at all
or intervention only. Taking heart medication alotmuld negatively influence perceived
physical appearance by the opinion of children.aliment anxiety is more expressed
according to the parents if their child had a cardintervention. Lower social functioning
scores were obtained from self-reports, when tleummrequiring heart medication beside
intervention was compared with the one requirirtgrivention only.

These findings indicate that the impact of healdinecinterventions on children’s life is
overestimated by the parents, and taking medicditamnthe most negative effect on HRQoL.
In the exploration of health-related experiencesclufdren with congenital heart disease,

Birks et al found that medication was a problenyahit had an impact on school life (89).
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The physical functioning of Hungarian children witkart disease was observed to be worse
than that of the U.S. sample by the opinion ofdrleih and parents as well, which emphasizes
the need for general actions in pediatric cardiplogre in the field of physical activities. The
expressed occurrence of items of physical funatigramong the most frequently reported
problems supports the weakness of physical almfitfungarian children with heart disease.
Cardiologists and pediatricians should help theep&t and the families choose the proper
kind of activity. Detailed information given to mants and teachers about the disease can help
in stopping the serious restrictions rooting frdra stigmatization surrounding heart disease.
The lower emotional (by the parent-reports) funutig scores stress the need for
comprehensive pediatric cardiology care, whichudek the involvement of experts in the
psychosocial support of chronically ill children6(479, 83-85). The remarkably invariable
scores of the disease specific dimensions inditdaechildren’s similar attitudes to their
illness and to its care. Comparison of a Hungan@monwide population with a U.S. standard
sample would improve the completeness of analydisese differences.

The discordance between the children’s and paramisiers — as parents reported impaired
HRQoL functions in expressly more dimensions —dlesady been demonstrated (32, 38, 91,
95, 97). Since previous findings with the PedsQh&$ shown that children as young as 5
years old can reliably and validly self-report thdRQoL, results of self-reports and proxy-
reports should be interpreted together accordirtbegrofessional guidelines (32, 91, 95, 97,
98). Identification of differences between parestsl older children may provide important
insight into knowledge gaps or unrecognized psyotia$ needs and supports the need to
measure the perspectives of both child and pas&t (

Concordantly with these previous findings, our dataparent proxy-reports also showed
significant differences in the Emotional FunctiapiScale and the Psychosocial Summary

Score, and in the Total Generic Core Scales S@tiis.observation may indicate the parental
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underestimation of certain dimensions of HRQoL Hredadvanced levels of children's coping
strategies (43, 97, 99).

The marked difference in missing values between pagent and the comparison group
highlight the importance of situational circumstas@t the time of the survey. In a medical
institution, potential subjects tend to agree tdip@ate much more willingly when asked by
medical staff. On the other hand, patient and pasémess and time limitations could be
factors that explain incompleteness of filling-hretquestionnaire. In the postal survey of the
comparison group, respondents’ willingness was infiienced by any extraneous factors
such as illness, fatigue and time limitations. Rerrf the general population was requested to
only complete the Generic Core Scales, while thidiga sample was additionally requested
to complete the Cardiac Module, which may increaspondent burden.

For the Cardiac Module, extremely high frequenaemissing values were detected for the
Treatment 1l Scale (taking heart medication) andthe Perceived Physical Appearance
subscales. Although there is an instruction inghestionnaire to skip the Treatment Il Scale
if the child does not take heart medication, maggpondents failed to take notice of it this
instruction. A written or — when it is possible erlal notice might induce more focused
attention and decrease the bias due to missingsaBy deleting the missing values from the
Treatment Il Scale from the calculations, missirajue percentages for the total cardiac
module decreased from 15.0% to 5.4% for child sshlrt, and from 14.6% to 4.8% for
parent proxy-report. The high proportion of pateewithout surgical treatment could result in
a similar augmentation for the Perceived Physiggpearance Scale. As Hungarian children
under 7 do not attend school, and because thel support system allows schooling to be
postponed for children with chronic conditions, awer-representation of pre-school
respondents may have raised the missing value dreges for the Cognitive Functioning
Scale. Other European investigators also repotetl the daycare or school functioning

subscale is not applicable for children aged 2afy€38, 100).
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Intercorrelations estimated by this study betweenegc core scales and cardiac module
scales are consistent with the previous literatig.

No (for Generic Core Scales) or minimal (for therdiac Module) floor effects and more
accentuated ceiling effects for both scales mdaaisdistinction by the Hungarian translation
of the instrument between persons who do extremvely or just well is less than excellent
(19, 100-103). Child and parent scores from the paomaon group showed stronger ceiling
effects than those from the patient group, as wbel@xpected. Highest values appearing on
the Social Functioning Scale can also be a sigihe&uccess of coping mechanisms or peer
acceptance. The notable ceiling effect in the h&artptoms subscale of the Cardiac Module
is understandable in a mixed population of childvath different heart disease severity,
where a considerable proportion of the sample ddaee a severe condition which would be
expected to influence markedly their daily livesodérate ceiling effects in the Treatment II,
Perceived Physical Appearance, and Cognitive Pmubl8cales for child self- and parent
proxy-report are also consistent with the diversity disease severity of the studied
population, with some patients not taking heart icied and having had no cardiac
intervention.

Consistently with previous findings, some lowereimial consistency reliability values were
calculated in younger age groups and for the Saoidl School Functioning Scales of the
Generic Core Scales and for the Treatment Il, RexdePhysical Appearance, and Cognitive
Functioning Scales of the Cardiac Module, where lismample size could possibly

compromise the precision of results (104, 105).
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6. Conclusions

The first survey with PedsQL™ in Hungarian childreith heart disease support the
feasibility, reliability and validity of the Hungian translation of PedsQL™ 4.0 Generic Core
Scales and the PedsQL™ 3.0 Cardiac Module, butlipighthe importance of situational
settings during completion and the necessity ofliexpnstructions for several scales. Our
results affirm the validity of the instrument irffédrentiating between healthy and chronically
ill children and between patients with differentéés of heart disease severity.

Hungarian patients of 2-18 years report signifigatdwer physical functioning than the
general Hungarian child population and than U.Sildem with heart disease. This
observation emphasizes the need for proper infgnohfamilies and teachers regarding
physical activity of children with any kind of heéalisease. Corresponding to previous results,
parents report lower HRQoL scores in more dimerssitian their children do (38, 43, 95,
97).

Lower psychosocial scores by the parents’ opiniwticate the necessity of integration of
psychosocial support in the care of chronicallchilldren and their families. In the analyses
of HRQoL scores of children with varied severities heart disease, lower physical and
psychosocial scores were observed among childréntthie most severe diseases (CHD with
moderate and great complexity and cardiomyopathieajents reported lower emotional
functioning, while children reported lower socialnttioning more often. School and
cognitive problems were detected only among paievith CHD of great complexity and
with cardiomyopathies. Therefore, identification thiese problems is warranted in these
patient groups to make early intervention prograossible (48, 53). The fact that deficits of
the various HRQoL dimensions are focused in childr&’ years of age shows the difficulties
of chronically ill children during integration intsociety and the good coping mechanisms

which resolve many of these problems by later ages.
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Our data on groups with different therapeutic nesdasv that parents overestimate the effects
of health care on their children’s HRQoL. Heart maton alone can have a negative affect
on perceived physical appearance, and interventmeases treatment anxiety by the opinion
of children. Disease specific HRQoL scores of Huiaachildren being similar to those of
U.S. children, refers to some characteristics ieddpnt from the health care system and
socio-economic status.

The results of this study, suitable for internaiboomparison of children with heart disease
in Hungary, highlight many questions about the &ffeof socioeconomic status of the
population, of differences in standards of pediatardiology care, and of the customs and
recommendations on physical activity for this p@pioin different from those in the U.S.A. or
other countries with more experience in patientreggl outcome measurement. These
guestions could be answered by investigations alemvgeneral and patient populations,
exploring also the effects of socioeconomic factofislencing HRQoL.

Although the data from our study presents reasenadidence for the psychometric
properties of the Hungarian translation of the Bad¥ 4.0 Generic Core Scales and
PedsQL™ 3.0 Cardiac module for HRQoL studies ind#uian children, future investigation
with the instrument on larger samples of healthjdobn and on children with various levels
of heart disease severity are recommended. Reséaruh should extend to other clinical
populations, also testing sensitivity and resparsass in longitudinal studies. The Hungarian
translation of the PedsQL™ may further facilitatéernational comparisons and analysis of
pediatric health care outcomes across countrie®) (10

Hopefully our study might stimulate this kind osearch in Hungary and start the transition
of health care of chronically ill children into aone comprehensive system. The wide
international application of these measurementpsh@h improvement of health care by
providing a better understanding of the functioml &ffects of a diverse set of co-existing

systems.
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Hungarian patients of 2-18 years report signifigatdwer physical functioning than the
general Hungarian child population and than U.Silden with heart disease. This
observation emphasizes the need for proper infgnohfamilies and teachers regarding
physical activity of children with any kind of heéalisease. Corresponding to previous results,
parents report lower HRQoL scores in more dimerssitian their children do (38, 43, 95,
97).

Lower psychosocial scores by the parents’ opiniwticate the necessity of integration of

psychosocial support in the care of chronicallghildren and their families.

7. Major findings of the thesis

Our results support the feasibility, reliability carvalidity of the Hungarian translation of
PedsQL™ 4.0 Generic Core Scales and the PedsQL®adlac Module.

Measures with the Hungarian version of PedsQL™Caf@diac Module will be suitable to
provide data on the incidence and prevalence dttheslated quality of life impairments in
Hungarian children with heart disease.

Physical functioning of Hungarian children with hedisease significantly worse than that of
the U.S. sample indicates a general restrictividé towards physical activities regardless of
the severity of cardiac conditions. Choosing a m@&ysactivity adjusted to the type of heart
disease, and proper information of parents andh&¥acgive children the possibility to
achieve a better quality of life.

Parental underestimation of children’s physicaligbith unnecessary restrictions causes
impaired social functioning in children with CHD wioderate complexity.

Lower psychosocial scores by the parents’ opingorg lower than U.S. children’s with heart
disease stress the need of the involvement of pswpdmil support of chronically ill children

in Hungary.

45



Lower physical and psychosocial scores, school @ghitive problems observed among
children with the most severe heart diseases shewnecessity of identification of these

problems to make early intervention programs pdssib

Analyzing our data with respect to various theraipgeneeds, we could observe that impact of
health care interventions on children’s life is matimated by the parents.

Disease severity does not generally mean lower HRQo

Data suitable for international comparison give thassibility to assess the effect of

differences in prevention, treatment and rehaliitaof children with heart disease.

Our study provides data for further measures oitthepopulation and on children with other

chronic conditions.

Adjustment of HRQoL measures to health-care of wicadly ill children can facilitate early

intervention programs to decrease the negativeecuesices of the disease.
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8. Summary

Background: The aim of quality of life measuregaggive an entire picture about patients’
health. Health-related quality of life (HRQOL) regdo the subjective and objective impact of
dysfunction associated with an illness or injuryedical treatment, and health care policy.
Congenital heart diseases (CHD) are the most frequomgenital anomalies. As the standards
of care and results of medical care of childrerhviieart disease in Hungary correspond to
international recommendations, with very good kjatal prognosis, and because the
incidence of psychosocial problems is even graaténe Hungarian general population than
in other European countries we considered it ingmarto assess the outcomes of Hungarian
pediatric cardiology care from the patients' pahview. Aim: The first aim of our study was
to develop the Hungarian version of PedsQL™ Cardiborlule and test the Hungarian
version of the PedsQL™ Generic Core Scales andi&aModule in a Hungarian pediatric
cardiac disease sample. The following objectivénhefstudy was to provide data, suitable for
international comparison, on HRQOL of Hungarianigett population with heart disease;
compare that with results of general pediatric pafoon; compare HRQOL of children with
different severity of heart disease, with that, ggheral Hungarian pediatric population;
compare HRQOL of children with different severity leeart disease, with that of children
with simple heart disease; assess the consequémicerapeutic modalities and compare our
data with results on U.S. patient sample. Partidgpand settings: Subjects were recruited
from the Pediatric Cardiology Outpatient Unit oktkuniversity of Debrecen Medical and
Health Science Centre, Department of Pediatricse Hungarian translations of the
PedsQL™ 4.0 Generic Core Scales and the PedsQL@adlac Module were administered
to 195 children attending the cardiology outpatienit aged 5-18 years and 254 parents of
children aged 2-18 years. Results: This first syrwth PedsQL™ in Hungarian children
with heart disease affirms the construct validifytiee instrument in differentiating between

healthy and chronically ill children and betweetigras with different levels of heart disease
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severity. Perceived psychosocial functioning of gnman children 2-18 years of age with
heart disease was found to be similar to that efrtgeneral population peers, but their
physical functioning was significantly lower. Lowg@sychosocial scores by the parents’
opinion indicate the necessity of integration ofghssocial support in the care of chronically
ill children and their families. HRQOL of young ddiien (5-7 years) is negatively affected by
the illness through almost all HRQOL dimensiongesceived both by the children and their
parents. Comparing the groups of different heageakes with the general Hungarian
population and with the group of children with sim@HD we could observe more impaired
HRQOL functions in children with more severe heditease. Lower physical and
psychosocial scores, school and cognitive problesre observed among children with the
most severe diseases, but children with moderaget ldisease reported lower physical
functioning. Lower physical (by self- and proxy oefs) and emotional (by parent-reports)
functioning scores were obtained in Hungarian chiidthan that of U.S. children with heart
disease. Significantly lower scores were foundrenheart symptoms subscale of the Cardiac
Module in patients with more severe CHD and in pareports of children of the "Other”
diagnostic group. Analyzing our data with respextvarious therapeutic needs, we could
observe that parents reported negative affects arerHRQOL dimensions than children
themselves. Conclusion: Disease severity is noeigdly mean lower HRQOL. The impact of
health care interventions and chronic disease aldreh’s life is overestimated by the
parents. Physical activity, adjusted to the typehefrt disease, early identification of
cognitive and psychosocial problems, with interi@mfprograms, and proper information of

parents and teachers give children the possiltdigchieve a better quality of life.
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11. Appendix

11.1. Tables
Table 1. Sample characteristics by age and gendef the patient and comparison
groups.
Patient group Comparison group
Total Male Female Total Male Female Unknown
N % N % N % N % N % N % N %
Toddler
(2-4y) 50 23.23 34 2329 2524.27 152 2895 81 30.22 63 29.30 8 19.05
Young child
(5-7y) 49 19.29 27 18.24 2220.75 111 21.14 58 21.64 41 19.07 12 28.57
Child
(8-12y) 73 28.74 43 29.05 3028.30 160 30.48 72 26.87 72 33.49 16 38.10
Adolescent
(13-18 y) 73 28.74 44 29.73 2927.36 102 1943 57 21.27 39 18.14 6 14.29
All ages 254 100.00 148 58.27 10641.73 525 100.00 268 51.05 215 40.95 42 8.00
Table 2. Distribution of patients into diagnostic groups byage groups
Toddler  Young child Child Adolescent
Patient group Total (2-4y) (5-7y) (8-12y) (13-18 y)
N % N % N % N % N %
Total 254 100 59 23.23 49 19.29 73 28.74 73 28.74
Simple CHD 1134449 30 50.85 22 449 29 39.73 32 44.44
CHD with moderate
complexity 41 16.14 12 20.34 9 1837 16 2192 4 5.56
CHD with great
complexity 23 9.06 3 5.08 5 10.2 8 10.967 9.72
Cardiomyopathies 15 591 0 0 1 2.04 7 9.59 7 9.72
Arrhythmias 16 6.29 5 8.47 6 12.24 1 1.37 4 5.56
Acquired 19 7.48 7 1186 5 10.2 4 5.48 3 4.17
Others 27 10.63 2 3.39 1 2.04 8 10.96 15 20.83
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Table 3.Occurrence of certain diagnoses in the various diagpstic groups

Diagnostic Diagnostic
groups Diagnosis N % groups Diagnosis N %
Cardio-
Simple CHD  Total 113 44.49 myopathies Total 15 5.91
Atrial septal
defect 34 30.09 DCM 8 53.33
Ventricular
septal defect 39 3451 HCM 7  46.67
Aortic stenosis 16 14.16 Arrhythmias  Total 16 6.29
Aortic Pre-excitatory
insufficiency 1 0.8¢ syndrome 4 25.00
Supraventricul
Mitral prolaps 23  20.3p ar tachycardia 3 18.75
AVB Il 1 6.25
CHD with
moderate Aquired heart
complexity Total 41 16.14 disease RBBB 1 6.25
Coarctation of
the aorta 10 24.39 VES 4  25.00
Patent ductus Ventricular
arteriosus 8 19.51 tachycardia 2 12.50
Tetralogy of
Fallot 9 21.95 Atrial fluttern 1 6.25
Atrioventricular
septal defect 7 17.07 Total 19 7.48
Kawasaki
Ebstein amomaly 2 4.88 syndrome 10 52.63
Pulmonary
stenosis 3 7.32 Myocarditis 3 15.79
Pulmonary
insufficiency 1 2.44 Pericarditis 1 5.26
PAPVC 1 2.44 Hypertension 1 5.26
CHD with
great
complexity Total 23 9.06 Cardiac tumor 4  21.05
Transposition of
the great arteries 10 43.48 Others Total 27 10.63
Double outlet Innocent heart
right ventricle 1 4.3% murmur 16 59.26
Atresia of the
pulmonary artery 4  17.39 Chest pain 7 25.93
Truncus Unproved
arteriosus suspicion of
communis 2 8.70 hypertension 4 14.81
Anomalous
coronary artery 1 4.35
Univentricular 1
heart 5 217
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Table 4. Scale descriptives, average missing iterengentages skewness and Cohen’s d
values for the Pediatric Quality of Life Inventory™ 4.0 Generic Core Scales child self-
report (195 patient and 373 comparison group subjés) and parent proxy-report (254
patient and 525 comparison group subjects), comparg the patient and comparison

groups

Patient group

Comparison group

s . 2 . %
s 2 8 2 : 2 0B .
S S5 3 s . 28 8 3
0 Q 2 o o o a 9 3 s 6
Scale pd = n = Qa a = n = o a o
Child Self-report
Total Scale Score 164 76.86 14.64 1430 0.00 0.6 79.33 1235 2.00 0.00 2.90.19
Physical functioning 164 78.26 18.81 1390 0.00 0O@1l.366 83.12 14.23 2.00 0.00 13731
Psychosocial 0.09
functioning 164 76.09 14.47 1450 0.00 3.0866 77.29 13.39 2.10 0.00 3.00
Emotional functioning 164 71.71 17.07 13.80 0.00 706. 365 72.1 17.80 2.00 0.00 8.20.02
Social functioning 164 8259 17.54 1390 0.00 28.0866 83.81 16.10 1.80 0.30 28.7107
School functioning 160 73.94 16.82 15.80 0.00 7.5864 75.84 16.65 2.30 0.00 10.7@11
Parent Proxy-report
Total Scale Score 212 76.02 15.3 17.00 0.00 0.919 78.85 13.18 1.80 0.20 2.10.20
Physical functioning 212 77.66 18.73 1530 0.00 6@4.519 81.03 1588 1.30 0.20 13.1m20
Psychosocial 0.18
functioning 212 75.06 15.49 18.00 0.00 19619 77.66 13.69 2.10 0.20 2.70
Emotional functioning 212 68.45 18.06 15.00 0.00 205. 519 71.79 16.76 1.20 0.20 7.590.20
Social functioning 212 82.13 19.68 1530 0.00 30.2618 84.45 16.31 150 0.20 31.7@13
School functioning 183 74,55 18.62 2590 0.00 115802 77.01 16.93 4.40 0.00 13.1M14
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Table 5. Scale descriptives, average missing iterengentages and skewness for the
Pediatric Quality of Life Inventory™ 3.0 Cardiac Module child self-report (195
subjects) and parent proxy-report (254 subjects)

Cardiac module Missing
values
N Mean S.D. (%) %Floor %cCeiling

Child Self-report

Total Scale Score 187  77.68 13.50 15.00 0.00 8.90
Heart problems-symptoms 191 76.42 17.08 0.50 0.00 66.30
Treatment I 83 93.19 13.09 66.20 0.00 39.50
Perceived physical appearance 172  83.14 19.45 9.90 1.60 37.20
Treatment anxiety 188 78.29 25.27 4.00 0.00 11.20
Cognitive problems 178 73.04 19.44 7.70 2.60 29.10
Communication 189 74.25 26.08 1.60 0.00 1.10
Parent Proxy-report
Total Scale Score 251  76.19 14.62 14.60 0.00 7.90
Heart problems-symptoms 252  76.40 17.46 0.70 0.00 77.90
Treatment Il 95 93.73 15.75 65.80 0.40 47.50
Appearance 223 82.83 23.00 11.60 1.20 24.80
Treatment anxiety 250 69.77 26.73 1.90 0.00 19.00
Cognitive problems 237 7341 21.03 8.60 3.70 35.70
Communication 241  74.50 28.31 1.10 0.00 2.00
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Table 6 a. Internal consistency reliability for Pedatric Quality of Life Inventory™ 4.0

Generic Core Scales child self-report and parent mxy-report

Scale Total sample Toddler (2-4y) Young child (5-7y Child (8-12y) Adolescent (13-18y)
Patient Comparison Patient Comparison Patient Comparison Patient Comparison Patient Comparison
group  group group  group group  group group  group group  group

Cronbach’sy

Child Self-report

Total scale score 0.90 0.87 0.83 0.78 0.92 0.91 0.90 0.88
Physical functioning 0.82 0.75 0.67 0.62 0.89 0.80 0.79 0.80
Psychosocial f. 0.86 0.82 0.80 0.72 0.87 0.89 0.87 0.84
Emotional functioning 0.69 0.71 0.55 0.61 0.71 0.77 0.77 0.73
Social functioning 0.75 0.72 0.60 0.48 0.75 0.79 0.78 0.83
School functioning 0.68 0.68 0.59 0.51 0.66 0.78 0.74 0.74
Parent Proxy-report
Total scale score 091 0.89 0.90 0.91 0.90 0.89 0.92 0.88 0.90 0.88
Physical functioning 0.84 0.82 0.86 0.87 0.76 0.78 0.87 0.80 0.82 0.82
Psychosocial f. 0.88 0.84 0.83 0.84 0.87 0.84 0.88 0.85 0.88 0.84
Emotional functioning 0.77 0.73 0.73 0.75 0.74 0.7 0.80 0.74 0.81 0.74
Social functioning 0.83 0.76 0.80 0.78 0.88 0.78 0.79 0.70 0.85 0.80
School functioning 0.75 0.71 0.59 0.43 0.74 0.70 0.79 0.74 0.70 0.75
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Table 6 b. Internal consistency reliability for Pedatric Quality of Life Inventory™ 3.0
Cardiac Module child self-report and parent proxy-report

Scale Total patient Toddler Young Child Adolescent
group (2-4y) child (8-12y) (13-18y)
(5-y7)
Cronbach’sy

Child Self-report

Total score 0.87 0.65 0.90 0.89
Heart problems-symptoms 0.75 0.58 0.77 0.81
Treatment Il 0.64 0.50 0.56 0.73
Appearance 0.65 0.58 0.65 0.67
Treatment anxiety 0.89 0.92 0.87 0.89
Cognitive problems 0.72 0.60 0.76 0.78
Communication 0.76 0.75 0.74 0.83
Parent proxy-report
Total score 0.89 0.70 0.70 0.89 0.91
Heart problems-symptoms 0.80 0.80 0.79 0.78 0.83
Treatment Il 0.82 0.84 0.85 0.71 0.86
Appearance 0.73 0.54 0.49 0.73 0.72
Treatment anxiety 0.89 0.92 0.84 0.88 0.91
Cognitive problems 0.80 0.78 0.63 0.78 0.80
Communication 0.86 0.96 0.78 0.80 0.87
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Table 7. Comparison of mean PedsQL™ Generic Core 8le scores of children of the

entire patient group and of different diagnostic goups with those of controls.

Generic core scales No. Controls Patients
of
items
N Mean S.OD. N Mean S.D. p

Child Self-report

Total 23 366 79.33 12.35 164 76.86 14.64 0.0610
Physical health 8366 83.12 14.23 164 78.26 18.81 0.0035
Psychosocial health 1866 77.29 13.39 164 76.09 14.47 0.3528
Emotional functioning 5 365 72.10 17.80 164 71.71 17.07 0.8135
Social functioning 5366 83.81 16.10 164 82.59 17.54 0.4333
School functioning 5364 75.84 16.65 160 73.94 16.82 0.2310
Parent Proxy-report
Total 23 519 78.85 13.18 212 76.02 15.30 0.0189
Physical health 8519 81.03 15.88 212 77.66 18.73 0.0219
Psychosocial health 1519 77.66 13.69 212 75.06 15.49 0.0340
Emotional functioning 5 519 71.79 16.76 212 68.45 18.06 0.0171
Social functioning 5518 84.45 16.31 212 82.13 19.68 0.1303
School functioning 5502 77.01 16.93 183 74.55 18.62 0.1020
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Table 8. Intercorrelations of subscales of the Pedliric Quality of Life Inventory™
Generic Core Scales and Cardiac Module assessedwRearson correlation coefficient

Cardiac module

Heart- Treatment Perc. Phys. Treatment Cognitive o
problems- . Communication
Il appearance anxiety problems
symptoms
Generic core scales
Child Self-report
Total 0.5436 0.2739 0.4484 0.3904 0.5799 0.4629

Physical functioning 0.6250 0.2882 0.3523 0.3439 0.4616 0.4059
Psychosocial f. 0.4065 0.2279 0.4518 0.3684 @583 0.4380
Emotional functioning 0.3776 0.2409 0.4308 0.3766 0.4736 0.3796
Social functioning 0.3538 0.1314 0.3786 0.2749 4501 0.4054
School functioning 0.3218 0.2729 0.3495 0.2980 5782 0.3411
Parent Proxy-report
Total 0.5728 0.4741 0.3971 0.3527 0.5746 0.4529
Physical functioning 0.6587 0.3311 0.3414 0.2911 0.4307 0.3630
Psychosocial f. 0.4318 0.4904 0.3754 0.3434 (583 0.4478
Emotional functioning 0.3274 0.4483 0.3858 0.3661 0.4062 0.3781
Social functioning 0.3177 0.3711 0.2766 0.2420 44p1 0.3707
School functioning 0.4112 0.4252 0.2618 0.2172 6004 0.3700

Effect sizes are designated as small (0.10), medud®) and large (0.50)

68



Table 9. Agreement between self-report and parentrpxy-report Pediatric Quality of
Life Inventory™ 4.0 Generic Core Scales and for th&ediatric Quality of Life
Inventory™ 3.0 Cardiac Module scales

Scale Intraclass correlation coefficients Differenc
> > B
< 3 2 B § 5
Te) i~ ) Z = —
Generic Core Scale
Patient group
Total 0.68 0.78 0.62 0.71 -1.28 0.161 -20.86;23.42
Physical functioning 0.60 0.81 0.66 0.72 -1.01 0.360 -25.76;27.77
Psychosocial f. 0.63 0.69 0.61 0.65 -1.45 0.152 -23.07; 25.96
Emotional functioning 0.47 0.56 0.50 0.52 -3.28 0.020 -30.75;37.31
Social functioning 0.52 0.48 0.66 0.57 -0.86 0.529 -32.57;34.30
School functioning 0.33 0.71 0.55 0.57 -0.48 0.722 -31.47;32.43
Generic Core Scale
Comparison group
Total 0.73 0.75 0.75 0.74 -1.01 0.052 -16.86; 18.87
Physical functioning 0.53 0.63 0.74 0.64 -2.47 0.001 -22.72;27.66
Psychosocial f. 0.75 0.78 0.73 0.76 -0.23 0.670 -18.25;18.70
Emotional functioning 0.63 0.75 0.71 0.70 -1.14 0.146 -25.83;28.10
Social functioning 0.54 0.73 0.63 0.66 0.62 0.416 -26.83; 25.60
School functioning 0.67 0.77 0.74 0.73 -0.08 0.906 -24.34;24.51
Cardiac Module
Patient group
Heart problems-
symptoms 0.73 0.84 071 o077 129 0145 51570415
Treatment II. 0.47 0.39 0.65 0.54 -0.35 0.875 -32.44;33.14
Appearance 0.18 0.55 0.58 0.53 -5.13 0.004 -36.83;47.08
Treatment anxiety 0.59 0.46 0.61 0.55 -8.09 0.000 -39.01;55.20
Cognitive problems 0.67 0.61 0.68 0.65 -2.88 0.028 -29.45;35.21
Communication 0.70 0.69 0.54 0.64 -0.85 0.626 -44.23;45.94

Negative signs in mean difference indicate proxyerescores being lower; LOA = Bland-

Altman 95% Limits of Agreement
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Table 10.a. Comparison of mean PedsQL™ Generic Cof&cale scores of children of the entire patient gup and of different diagnostic groups

with those of controls.

No.
Generic core  of
scales items Controls Patients Simple CHD CHD with moderate clemity CHD with great complexity
N Mean S.D. N Mean S.D. p N Mean SD p N Median ndga p N Median Range p

Self-report
Total 23 366 79.33  12.35 16476.86 14.64  0.061070 78.75 12.62 0.7200 22 73.91 565957 0.0937 16 69.57 261967 0.0422
Physical 81.25 5311000 64.06 6.3-100.0
functioning 8 366 83.12 14.23 16478.26 18.81 0.003570 80.57 17.12 0.2447 22 7 0.0859 16 ' ~ 0.0142
Psychosocial 74.17 16.7-96.7 73.33 33.3:95.0
functioning 15 366 77.29 13.39 16476.09 14.47 0.352870 77.74 1259 0.7950 22 ©70.1680 16 T 0.1128
Emotional 72.50 10.0-1000 77.50 30.0-95.0
functioning 5 365 72.10 17.80 16471.71 17.07 0.813570 72.64 16.23 0.8138 22 ST 0.5162 16 “TTT0.5530
Social 75.00 20.0-1000 72.50 30.0-1000
functioning 5 366 83.81 16.10 16482.59 17.54 0.433370 86.64 14.59 0.1723 22 ST 0.0272 16 T 0.0244
School 80.00 15.0-90.0 70.00 35.0-95.0
functioning 5 364 75.84 16.65 16073.94 16.82 0.231068 73.82 16.09 0.3565 21 T 0.6774 16 T 0.1004

Proxy-report
Total 23 519 78.85 13.18 21276.02 15.30  0.018993 77.86 13.35 0.5058 33 72.50 402972 0.0039 19 68.48 212958 0.0101
Physical 75.00 1881000 59.38 9.4-100.0
functioning 8 519 81.03 15.88 21277.66 18.73 0.021993 80.10 17.15 0.6077 33 ST 0.0033 19 ST 0.0025
Psychosocial 73.33 36.7-95.0 75.00 26.9-96.7
functioning 15 519 77.66 13.69 21275.06 15.49 0.034093 76.60 13.42 0.4907 33 77 0.0136 19 ST 0.0297
Emotional 70.00 £0.0-90.0 70.00 15.0-95.0
functioning 5 519 71.79 16.76 21268.45 18.06 0.017193 68.76 16.98 0.1096 33 T 0.0784 19 ST 0.1333
Social 80.00 % 04000 80.00 200000
functioning 5 518 84.45 16.31 21282.13 19.68 0.130393 84.85 17.77 0.8300 33 ST 0.0169 19 T 0.0149
School 70.00 25 04000 65.00 %0000
functioning 5 502 77.01 16.93 18374.55 18.62 0.102080 76.69 17.76 0.8761 25 ST 0.0593 16 ST 0.0715
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Table 10.b. Comparison of mean PedsQL™ Generic Coi®cale scores of children of the entire patient gup and of different diagnostic

groups with those of controls.

Generic core scales No. Controls Arrhythmias Cardiomyopathies Acquired helsseases Others
of
items
N Mean S.D. N Median Range p N Median Range p N Median Range p N Median Range p
Self-report
Total 23 366 79.33 12.35 14 87.50 544978 0.2057 10 69.54 50.0-95.7 0.0321 10 78.26 55.4-95.7 0.4797 22 82.07 44.6:96.7 0.8658
Physical functioning 8 366 83.12 14.23 14 93.75 563969 0.5058 10 75.00 2501000 0.1491 10 87.50 5001000 0.4178 22 82.81 4061000 0.3166
Psychosocial f. 15 366 77.29 13.39 14 86.67 5331000 0.1557 10 70.00 533983 0.1241 10 75.83 56.7-933 (0.5930 22 79.17 45.0-98.3 0.7519
Emotional functioning 5 365 72.10 17.8 14 82.50 4501000 0.5009 10 60.00 40.0-95.0 0.1567 10 80.00 45.0-9.0 0.7382 22 70.00 500-000 0.8714
Social functioning 5 366 83.81 16.1 14 95.00 6501000 0.1135 10 77.50 55.0-1000 0.1308 10 80.00 60.0-1000 0.4605 22 87.50 6001000 0.3896
School functioning 5 364 75.84 16.65 14 85.00 4001000 0.2204 10 70.00 5501000 0.4705 10 75.00 50.0-90.0 0.3642 21 75.00 2001000 0.8731
Proxy-report
Total 23 519 78.85 13.18 17 85.87 5981000 0.3289 10 68.35 54.0-9.7 0.0116 17 84.78 533989 0.1673 23 80.43 46.7-946 0.9289
Physical functioning 8 519 81.03 15.88 17 93.75 5941000 0.4200 10 78.13 500-1000 0.4137 17 90.63 594-1000 0.0641 23 81.25 281-96.9 0.2789
Psychosocial f. 15 519 77.66 13.69 17 85.00 6001000 0.3775 10 64.58 45.0-933 0.0014 17 80.77 50.0-983 (0.3828 23 81.67 5589.7 0.5964
Emotional functioning 5 519 71.79 16.76 17 65.00 4501000 0.9904 10 55.00 20.0-80.0 0.0078 17 75.00 50.0-95.0 0.4371 23 70.00 4001000 0.8191
Social functioning 5 518 84.45 16.31 17 95.00 5001000 0.1902 10 70.00 2501000 0.0061 17 95.00 40.01000 0.2170 23 90.00 60.0-1000 0.3941
School functioning 5 502 77.01 16.93 14 77.50 4501000 0.7939 9 62.50 3501000 0.0245 17 75.00 5001000 0.8428 22 82.50 333-1000 0.9114
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Table 11. Comparison of mean PedsQL™ Generic Corec8le scores of children of the entire

patient group with those of controls by age.

Scale Patients Controls

No. of N Median Range N Mean S.D. p
items

Toddler (2-4y)
Parent Proxy-report
Total 21 47 82.14 43.3-98.8 150 79.34 15.09 0.7558
Physical functioning 47 87.508.8-100.0 150 80.86 18.11 0.7309
Psychosocial f. 47 80.7m77981 150 78.43 15.04 0.8586
Emotional functioning a7 70.0015.0-100.0 150 7210 17.17 0.7734
Social functioning 47 90.00#0.0-1000 149 84.12 17.45 0.5474
School functioning 28 83.325.0-100.0 137 80.29 17.32 0.7302
Young child (5-7)
Child Self-report
Total 23 38 70.65 457957 109 79.20 11.17 0.0007
Physical functioning 38 79.6%5.0-1000 109 84.26 12.97 0.0030
Psychosocial f. 38 70.003.3-1000 109 76.50 12.44 0.0084
Emotional functioning 38 70.00r0.0-100.0 108 75.74 17.68 0.2397
Social functioning 38 70.0080.0-1000 109 78.35 15.06 0.0144
School functioning 36 70.0(0.0-100.0 108 75.19 16.72 0.0079
Parent Proxy-report
Total 23 38 72.83 298957 110 77.95 1296 0.0108

OOO'IU'IQOO

U'IO'IU‘IGOO

Physical functioning 8 38 78.134.4-1000 110 79.38 14.94 0.0924
Psychosocial f. 15 38 73.33%6.9-933 110 77.17 13.50 0.0058
Emotional functioning 5 38 62.5015.0-90.0 110 72.68 16.15 0.0010
Social functioning 5 38 80.00B0.0-1000 110 81.55 17.37 0.1222
School functioning 5 30 70.00r0.0-100.0 108 77.45 16.75 0.0439
Child (8-12 y)
Child Self-report
Total 23 63 80.43 26.1-96.7 157 79.47 13.49 0.2112
Physical functioning 8 63 81.256.3-100.0 157 82.32 14.83 0.0609
Psychosocial f. 15 63 80.083.396.7 157 7794 1466 0.6249
Emotional functioning 5 63 75.0(0.0-1000 157 72.23 17.74 0.5086
Social functioning 5 63 90.0(B0.0-1000 157 84.39 16.51 0.8653
School functioning 5 62 80.0(®5.0-1000 157 77.20 17.28 0.6980

Proxy-report
Total 23 64 76.09 27.2978 159 78.30 12.23 0.0211

Physical functioning 8 64 75.000.4-100.0 159 81.44 14.66 0.0051
Psychosocial f. 15 64 75.0081.7-96.7 159 76.61 13.23 0.0749
Emotional functioning 5 64 67.5(5.0-1000 159 71.19 16.72 0.1513
Social functioning 5 64 85.0(r0.0-1000 159 83.72 14.85 0.1148
School functioning 5 63 70.0(5.0-1000 158 74.84 16.92 0.2435
Teen (13-18y)
Self-report
Total 23 63 83.70 44.6-989 100 79.23 11.82 0.6119
Physical functioning 8 63 84.380.6-100.0 100 83.15 14.62 0.7334
Psychosocial f. 15 63 80.0@1.7-1000 100 77.14 12.31 0.3540
Emotional functioning 5 63 70.00r0.0-100.0 100 67.95 17.31 0.0754
Social functioning 5 63 95.0080.0-1000 100 88.85 14.82 0.8002
School functioning 5 62 75.00.0-100.0 99 74.42 1553 0.5208

Proxy-report
Total 23 63 82.6140.9-100.0 100 79.99 11.80 0.5582
Physical functioning 63 81.2%8.1-100.0 100 82.45 15.22 0.5265
Psychosocial f. 63 78.339.3-100.0 100 78.71 12.47 0.6231
Emotional functioning 63 70.0(r0.0-100.0 100 71.30 17.04 0.9080
Social functioning 63 95.0(»5.0-1000 100 89.30 14.69 0.2156
School functioning 62 80.0(®85.0-100.0 99 75.43 16.06 0.7470

Higher values indicate better quality of life

U'IO'IU'IEOO
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Table 12.a. Comparison of mean PedsQL™ Generic Cofecale scores of children in

different diagnostic groups with those of childrenwith simple congenital heart disease.

Generic core scales Simple CHD CHD with moderatapiexity CHD with great complexity
N Mean SD N MedianRange p N  MedianRange p
Self-report
Total 70 78.75 12.62 22 73.915659.7 01971 16 69.57 261967  (0.0554
Physical functioning 70 80.57 17.12 22 81.25531:1000 (04829 16 64.06 63-1000 (00328
Psychosocial f. 70 77.74 1259 22 74.1746796.7 (1599 16 73.333339.0 (0.1045
Emotional functioning 70 72.64  16.23 22 72.50 4001000 04578 16 77.50 30.0-95.0  0.4947
Social functioning 70 86.64 14.59 22 75.00 3001000 00059 16 72.50 30.0-1000 00113

School functioning 68 73.82 16.09 21 80.00 450900  0,9063 16 70.00 350950  (0.2900
Proxy-report

Total 93 77.86 13.35 33 72.50402:972 00338 19 68.48 272958  (0.0163
Physical functioning 93 80.10 17.15 33 75.00 188-100.0 0.0340 19 59.38 9.4-100.0 0.0040
Psychosocial f. 93 76.60 13.42 33 73.333679.0 00740 19 75.00 26.9-96.7  (0.0475
Emotional functioning 93 68.76  16.98 33 70.00 40.0-900 05018 19 70.00 15.0-95.0  (.3083
Social functioning 93 84.85 17.77 33 80.00 3501000 0,0120 19 80.00 3001000  0.0148

School functioning 80 76.69 17.76 25 70.00 2501000  (0.1352 16 65.00 3501000  (0,0326
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Table 12.b. Comparison of mean PedsQL™ Generic Coi®cale scores of children in different diagnosticrgups with those of children

with simple congenital heart disease.

Generic core scales

Self-report
Total

Physical functioning
Psychosocial f.
Emotional functioning
Social functioning
School functioning

Proxy-report
Total

Physical functioning
Psychosocial f.
Emotional functioning
Social functioning
School functioning

Simple CHD Arrhythmias Cardopayhies Acquired herat diseases Others
N Mean SD N Median Range p N Median Range p N Median Range p N Median Range p
70 78.75 12.62 14 87.50 5449718 0.2015 10 69.54 5009.7 0,0722 10 78.26 %4%7 0.6072 22 82.07 446:9%.7 0.9694
70 80.5717.12 14 93.75 %63-9%9 0.3018 10 75.00 %0100 01196 10 87.50 %0100 (0.8406 22 82.81 4061000 (0.8840
70 77.741259 14 86.67 98¥1000 02149 10 70.00 533983 0.1049 10 75.83 %6793 (05191 22 79.17 4093 (0.8783
70 72.6416.23 14 82.50 401000 05708 10 60.00 400950 (.1244 10 80.00 4090 (0.8021 22 70.00 500-1000 (0,9820
70 86.6414.59 14 95.00 60100 03304 10 77.50 %0000 0,0358 10 80.00 6001000 (.1858 22 87.50 6001000 (0,9585
68 73.8216.09 14 85.00 4001000 00,1203 10 70.00 %0100 07349 10 75.00 500900 (06046 21 75.00 2001000 (,7319
93 77.86 13.35 17 85.87 %8100 02419 10 68.35 5409.7 00308 17 84.78 53399 (.1177 23 80.43 467946 (.8099
93 80.1017.15 17 93.75 941000 0.3637 10 78.13 5001000 05726 17 90.63 94100 0.0632 23 81.25 281969 (.4892
93 76.6013.42 17 85.00 6001000 02576 10 64.58 450933 00044 17 80.77 500983 02634 23 81.67 8%7 (0.4001
93 68.7616.98 17 65.00 #0100 04962 10 55.00 200800 (00494 17 75.00 50090 (.1640 23 70.00 4001000 (.3384
93 84.8517.77 17 95.00 %00000 02914 10 70.00 01000 0.,0160 17 95.00 4001000 0.3234 23 90.00 6001000 (5202
80 76.6917.76 14 77.50 401000 07679 9 62.50 %0100 00469 17 75.00 5001000 08091 22 82.50 333100 (8626

Higher values indicate better quality of life.
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Table 13 a.Comparison of mean PedsQL™ Cardiac Module scdrekildren in different diagnostic groups with tleosf children with simple
congenital heart disease.

Cardiac module Simple CHD CHD with moderate comipex CHD with great complexity
N mean SD N mean SD p N mean SD p
Self-report
Total 79 78.97 13.11 27 73.91 12.96 0.0855 19 73.34 20.14 0.2583
Heart problems-symptoms 82 80.10 13.67 2873.98 14.58 0.0468 19 65.79 25.40 0.0273
Treatment 29 94.77 14.35 9 90.56 12.56 0.4349 14 95.24 5.62 0.8787
Perc. phys. appearance 71 83.69 19.49 283.33 18.22 0.9368 19 75.00 28.73 0.2262
Treatment anxiety 80 77.97 25.29 2774.31 24.53 0.5139 19 86.84 23.19 0.1662
Cognitive problems 76 74.20 18.60 2569.53 20.10 0.2883 19 64.45 22.98 0.0546
Communication 80 75.63 25.53 28 70.83 25.71 0.3946 19 63.16 33.94 0.0765
Proxy-report
Total 112 78.48 13.49 41 72.06 13.52 0.0101 21 70.32 20.18 0.0880
Heart problems-symptoms 114 80.15 16.41 40r3.39 12.66 0.0191 21 67.01 23.17 0.0203
Treatment 35 97.10 10.12 18 97.78 7.12 0.8005 15 86.83 21.02 0.0890
Perc. phys. appearance 98 84.61 22.01 380.37 26.23 0.3417 21 75.40 26.55 0.0964
Treatment anxiety 112 70.87 26.78 4161.08 29.36 0.0529 20 70.63 2451 0.9703
Cognitive problems 107 76.42 19.49 3867.06 21.84 0.0150 18 65.56 24.79 0.0378
Communication 107 75.55 28.44 39 71.58 31.74 0.4707 20 64.38 29.54 0.1115

Higher values indicate better quality of life.
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Table 13 b.Comparison of mean PedsQL™ Cardiac Module scdrekilolren in different diagnostic groups with tleosf children with simple
congenital heart disease.
Cardiac module Simple CHD Arrhythmias Cardiomyopzth Acquired Others
N mean SD N mean SD p Nmean SD p N mean SD p N mean SD p

Self-report
Total 79 78.97 13.11 15 81.77 10.75 0.438611 77.39 1251 0.7075 12 78.83 13.37 0.972624 78.11 10.41 0.7693
Heart problems-symptoms  8380.10 13.67 15 80.71 17.22 0.879211 73.38 16.70 0.1394 12 80.36 17.06 0.9526 24 71.88 19.02 0.0576
Treatment 299477 1435 6 94.17 10.21 0.923411 87.58 19.44 0.2079 5 93.00 15.65 0.8028 9 93.89 9.93 0.8652
Perc. phys. appearance 783.69 19.49 15 84.44 16.02 0.8896 9 92.59 16.90 0.1949 10 90.00 17.92 0.336524 80.56 13.38 0.3854
Treatment anxiety 8077.97 25.29 15 84.17 20.16 0.372411 73.86 32.93 0.6277 12 73.44 28.35 0.570324 77.86 25.80 0.9852
Cognitive problems 7674.20 18.60 15 78.00 17.30 0.4668 8 70.63 16.57 0.6038 11 70.45 26.69 0.557224 78.68 15.39 0.2877
Communication 80 75.63 25.53 15 75.00 25.00 0.930111 74.24 26.99 0.8668 12 78.47 31.47 0.728324 79.86 17.53 0.3594

Proxy-report
Total 112 78.48 13.49 20 80.43 11.69 0.545211 74.94 14.08 0.4096 19 79.43 14.57 0.779526 71.80 15.48 0.0287
Heart problems-symptoms  1140.15 16.41 20 80.54 15.52 0.921511 75.32 12.32 0.3444 19 81.39 10.49 0.6668 26 65.71 23.15 0.0051
Treatment 3597.10 10.12 6 90.00 20.00 0.430510 80.33 28.04 0.0940 6 100.00 0.00 0.4914 5 100.00 0.00 0.5301
Perc. phys. appearance 984.61 22.01 18 83.80 24.67 0.8882 9 95.37 8.45 0.0070 14 88.10 22.34 0.5807 24 76.74 19.50 0.1115
Treatment anxiety 11270.87 26.78 20 76.25 22.08 0.398211 76.14 18.71 0.5257 19 69.41 30.11 0.829526 69.47 26.77 0.8106
Cognitive problems 10776.42 19.49 20 81.00 17.40 0.3290 9 61.39 24.66 0.0316 18 77.41 25.48 0.8494 26 70.26 16.76 0.1405
Communication 107 75.55 28.44 20 77.08 25.77 0.823210 71.67 23.64 0.6770 18 78.70 30.41 0.6676 26 77.56 24.01 0.7401

Higher values indicate better quality of life.
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Table 14.a. Scale descriptives of PedsQL™ Generiof2 Scale and Cardiac Module by therapeutic requirments.

Scale 0 Therapy Heart medication Intervention Heart mathn+Intervention
N mean SD N mean SD N mean SD N mean SD
Generic Core Scales
Self-report
Total 69 78.38 13.12 44 76.07 1492 15 79.50 12.286 73.80 17.70
Physical functioning 69 81.36 16.53 44 76.26 19.885 81.88 12.40 36 73.26 22.71
Psychosocial f. 69 76.74 1357 44 75.98 1469 15 .24/8 13.07 36 74.07 16.65
Emotional functioning 69 72.32 15.73 44 71.36 18.5315 68.00 18.69 36 72.50 17.51
Social functioning 69 84.28 16.30 44 82.39 16.05 1588.67 11.87 36 77.08 22.15
School functioning 67 73.73 17.20 43 73.95 16.71  1578.00 1449 35 72.57 17.55
Proxy-report
Total 95 79.89 13.08 49 73.67 13.87 25 77.18 13.823 69.48 19.48
Physical functioning 95 81.45 16.12 49 77.36 17.6&5 78.75 14.49 43 68.98 24.38
Psychosocial f. 95 78.93 13.13 49 71.65 1496 25 .20/6 14.89 43 69.72 18.94
Emotional functioning 95 70.84 16.45 49 65.94 18.25 69.40 18.05 43 65.47 20.93
Social functioning 95 87.22 1590 49 79.29 20.41  2584.55 1554 43 72.73 24.56
School functioning 80 79.31 16.96 46 69.84 17.60 2073.08 21.64 37 70.90 19.85
Cardiac module
Self-report
Total 69 76.86 1290 58 78.69 12.37 17 77.09 14.233 77.87 15.80
Heart problems-symptoms 72 79.02 14.92 58 74.57 3017. 18 78.57 14.23 43 73.67 20.71
Treatment II. 0 : . 48 92.12 15.23 0 : . 35 94.67 439
Perc. phys. appearance 59 82.34 16.09 54 88.58 916.26 85.42 19.84 43 76.55 24.95
Treatment anxiety 70 75.63 26.20 58 78.23 26.63 1776.10 23.72 43 83.58 22.29
Cognitive problems 66 74.31 17.99 53 73.74 20.29 1773.82 23.62 42 69.83 19.09
Communication 71 74.53 26.42 57 72.51 26.58 18 35.9 25.23 43 75.39 25.97
Proxy-report
Total 102 77.20 14.13 69 77.37 1348 29 71.74 15.951 75.11 16.10
Heart problems-symptoms 104 78.23 17.13 69 76.09 .8216 28 75.89 1486 51 73.39 20.12
Treatment II. 0 : . 52 93.30 17.09 0 : . 43 94.24 4.1%
Perc. phys. appearance 81 85.80 20.93 64 85.68 8 20.27 82.25 25.78 51 74.84 26.33
Treatment anxiety 102 72.37 26.01 69 69.47 26.27 2960.70 28.19 50 70.13 27.61
Cognitive problems 98 75.77 18.03 65 72.73 23.52 2673.08 24.73 48 69.69 21.08
Communication 97 75.26 28.37 66 76.26 27.16 28 (9.2 32.38 50 73.67 27.73
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Table 14.b.Comparison of PedsQL™ Generic Core Scale and CardiaModule scores by

therapeutic requirements.

Scale 0Th 0 Th. 0 Th. Heart Heart Int.
VS. VS. VS. med. med. VS.
Heart Intervention Heart VS. VS. Heart
med. med. Int. Heart med.
+ Int. med. + Int.
+ Int.
p p p p p p
Generic Core Scales
Child Self-report
Total 0.3873 0.7642 0.1758 0.4257 0.5352 0.2612
Physical functioning 0.1422 0.9098 0.0636 0.3091 5302 0.0892
Psychosocial health 0.7808 0.6974 0.3796 0.6006 8735 0.3926
Emotional functioning 0.7697 0.3543 0.9571 0.5471 .7805 0.4160
Social functioning 0.5469 0.3270 0.0910 0.1704 0123 0.0198
School functioning 0.9468 0.3751 0.7487 0.4079 ®72 0.2979
Parent Proxy-report
Total 0.0090 0.3646 0.0022 0.3056 0.2444 0.0870
Physical functioning 0.1650 0.4489 0.0033 0.7354 0660 0.0421
Psychosocial f. 0.0032 0.3703 0.0053 0.2196 0.58530.1471
Emotional functioning 0.1051 0.7030 0.1055 0.4416 .9069 0.4352
Social functioning 0.0199 0.4538 0.0008 0.2616 B8l6 0.0179
School functioning 0.0035 0.1685 0.0199 0.5235 6679 0.7026
Cardiac module
Self-report
Total 0.4204 0.9495 0.7149 0.6525 0.7701 0.8610
Heart problems-symptoms 0.1181 0.9091 0.1437 0.3758.8131 0.3637
Treatment II. 0.3508
Perc. phys. appearance 0.0432 0.5217 0.1867 0.5188.0080 0.2068
Treatment anxiety 0.5789 0.9454 0.1007 0.7674 %288 0.2551
Cognitive problems 0.8729 0.9268 0.2213 0.9890 @34 0.5000
Communication 0.6695 0.8405 0.8661 0.6325 0.5902 94(®
Proxy-report
Total 0.9379 0.3646 0.4123 0.0772 0.4058 0.3686
Heart problems-symptoms 0.4193 0.5126 0.1214 0.95770.4261 0.5656
Treatment II. 0.7732
Perc. phys. appearance 0.9711 0.4738 0.0091 0.4990.0173 0.2369
Treatment anxiety 0.4786 0.0385 0.0199 0.1431 @.896 0.1510
Cognitive problems 0.3795 0.6074 0.0726 0.9503 47 0.5366
Communication 0.8216 0.3368 0.7460 0.2793 0.6144 522
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Table 15. Specific concerns reported by patients drtheir parents

Generic Core Scale
%

Cardiac Module

%

Child self-report

Hard to run 15.9 Catching colds easily 19.4
Hard to do sport 14.2 Telling others 17.6
activity or exercise (nonmedical) about

heart problem or

surgery
Hard to lift 12.8 Fast heartbeat 15.7
something heavy

Parent proxy-report

Feeling angry 16.0 Catching colds easily 25.8
Hard to run 13.7 Getting anxious about 20.0

going to the hospital
Paying attention in 13.4 Asking the doctors or 17.5
class nurses questions

Percentage “often” or “almost” a problem.
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Table 16. Comparison of PedsQL™ Generic Core Scatend Cardiac Module scores
with previous data of Uzark, K. et al (Progr. Pediatr. Cardiol., 2003, 18, 141-148.)

Scale U.S. Sample Hungarian sample
N Mean S.D. N Mean S.D. p
Generic Core Scales
Child Self-report
Total 250 77.47 14.51 164 76.86 14.64 0.6770
Physical functioning 250 82.28 15.68 164 78.26 18.8 0.0240
Psychosocial f. 250 74.88 16.10 164 76.09 14.47 314
Emotional functioning 250 73.78 20.38 164 71.71 0x7. 0.2650
Social functioning 250 78.74 19.52 164 82.59 17.540.0418
School functioning 249 72.09 19.01 160 73.94 16.820.3160
Proxy-report
Total 344 79.44 16.50 212 76.02 15.30 0.0150
Physical functioning 344 83.11 18.73 212 77.66 38.7 0.0009
Psychosocial f. 343 77.36 17.27 212 75.06 15.49 13B1
Emotional functioning 343 74.69 20.45 212 68.45 068. 0.0002
Social functioning 343 82.52 20.11 212 82.13 19.680.8230
School functioning 296 73.09 20.35 183 74.55 18.620.4312
Cardiac module
Self-report
Total 187 77.68 13.50
Heart problems-symptoms 248 76.02 17.03 191 76.42 7.081 0.8076
Treatment II. 83 93.19 13.09
Perc. phys. appearance 239 79.34 25.33 172 83.14 .4519 0.0863
Treatment anxiety 247 82.26 22.20 188 78.29 25.27 .082B
Cognitive problems 245 75.66 20.59 178 73.04 19.440.1867
Communication 217 78.84 23.00 189 74.25 26.08 @060
Proxy-report
Total 251 76.19 14.62
Heart problems-symptoms 343 79.60 17.62 252 76.40 7.461 0.0284
Treatment II. 95 93.73 15.75
Perc. phys. appearance 336 82.90 22.96 223 82.83 .0023 0.9719
Treatment anxiety 338 71.24 28.84 250 69.77 26.73 .5288
Cognitive problems 338 71.23 25.73 237 73.41 21.030.2655
Communication 273 74.59 26.76 241 74.50 28.31 ®970
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11.2. Hungarian version of PedsQL™ 3.0 Cardiac Wed

Azonosito:
Datum:

PedsQL™

Kardiologiai kérdiv

3.0 verzié — Magyar

2-4 EVESGYERMEKEK SZUL Ol ERTEKELESE

UTMUTATO

A szivrendellenességgeb @yermekek sajatos gondokkal kiizdhetnek. A kowstke
oldalon olyan dolgok felsorolasa talalhatdé, amelgekdot jelenthetnekyermeke

szamara.
Minden pontnal karikdzzon be egy vélaszt armakfeleben, hogy azIimult EGY
honapban mekkora gondotelentettgyermekeszamara az adott kérdés:

0 hasohanem okoz gondot
lhaszinte sohanem okoz gondot
2 hanéhagondot okoz

3 hagyakran gondot okoz
dhamajdnem mindig gondot okoz

Nincsenek helyes vagy helytelen valaszok.
Ha nem érti valamelyik kérdést, kérjen segiesé

PedsQL 3.0 — Széil(2-4) Kardiolégiai Széizog © 1998 JW Varni, Ph.D.
Minden jog fenntartva.

08/00
Engedély nélkili felhasznéalasa tilos.
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Az elmUltEGY hdénapban mekkorgondot jelentettek gyermeke szamara az

alabbiak?
SZIVRENDELLENESSEG ES Soha Szinte | Néha | Gyakran|Majdnem
KEZELES (Okoz-e gondot...p soha mindig
1. Kifullad amikor aktivan jatszik 0 1 2 3 4
vagy testmozgast végez.
2. F4j vagy szorit a mellkasa amikof O 1 2 3 4
aktivan jatszik vagy testmozgast
végez.
3. Kbnnyen megfazik. 0 1 2 3 4
4. Szapora a szivverése. 0 1 2 3 4
5. Futaskor elkékul a szja. 0 1 2 3 4
6. Ejjel arra ébred, hogy alig kap 0 1 2 3 4
levedst.
7. Tobb pihenésre van szuksége, mint 0 1 2 3 4

a baratainak.

Ha gyermeke jelenleg szed szivgyogyszert, valaspoljaz alabbi kérdésekre!
Ha nem, akkor ezeket hagyja ki, és folytassa a ,K&b megjelenésél alkotott vélemény”

résszel!
KEZELES Il ( Okoz-e gondot...p Soha Szinte | Néha | Gyakran|Majdnem
soha mindig
1. Nem hajlando bevenni a 0 1 2 3 4
szivgyogyszerét.
2. Gondot okoz neki bevenni a 0 1 2 3 4
szivgyogyszerét.
3. Rosszul van a gyogyszeiet 0 1 2 3 4
KULSO MEGJELENESROL Soha Szinte | Néha | Gyakran| Majdnem
ALKOTOTT VELEMENY soha mindig
(Okoz-e gondot...)?
1. Nem tartja magat szépnek. 0 1 2 3 4
2. Zavarja, ha masok latjak rajta a 0 1 2 3 4
hegeket.
3. Szégyelli magat, ha masok latjagk 0 1 2 3 4
a testét.

PedsQL 3.0 — Szél(2-4) Kardiolégiai
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Az elmultEGY honapban mekkorgondot jelentettek gyermeke szaméara az

aladbbiak?

A KEZELEST KISER O Soha Szinte | Néha | Gyakran| Majdnem

SZORONGAS (Okoz-e gondot...) soha mindig

1. Félni szokott, amikor az orvosi 0 1 2 3 4
vizsgélatra var.

2. Félni szokott, ha orvoshoz kell 0 1 2 3 4
mennie.

3. Félni szokott, ha korhazba kell 0 1 2 3 4
mennie.

4. Félni szokott, ha orvosi kezelésfe 0 1 2 3 4
szorul.

KOGNITIV PROBLEMAK Soha Szinte | Néha | Gyakran| Majdnem

(Okoz-e gondot...)? soha mindig

1. Nem tudja eldonteni mit tegyen 0 1 2 3 4
ha valami zavarja.

2. Nehezen tud odafigyelni barmire. 0 1 2 3 4

3. Alig tud visszaemlékezni arra, 0 1 2 3 4
amit felolvastak neki.

KOMMUNIKACIO ( Okoz-e Soha Szinte | Néha | Gyakran| Majdnem

gondot...") soha mindig

1. Nehéz az orvosoknak, dpoloknak 0O 1 2 3 4
elmondania, hogy érzi magat.

2. Nehezen tesz fel kérdéseket az 0 1 2 3 4
orvosoknak, apoloknak .

3. Nehezen beszél masoknak a 0 1 2 3 4
szivrendellenességgr

PedsQL 3.0 — Széil(2-4) Kardiolégiai
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Azonosito:

Datum:

PedsQL™

Kardiologiai kérdiv
3.0 verzié — Magyar

5-7 EVES KISGYERMEKEK ONERTEKELESE

Instrukciok a kérdezszamara:
Néhany kérdést fogok most feltenni neked olyan akilgl, amelyek egyes gyerekek szamara

gondot jelenthetnek. Azt szeretném megtudni, heeked ezek mennyire jelentenek
problémat, gondot a Te szamodra.

Mikozben olvassa a lehetséges valtozatokat, mutaaselemszéien a jelekre.

Ha eqgyaltalan nenjelent neked gondot, akkor mutass ra a mosolygésrar

Ha néhagondot jelent neked, akkor mutass ra a kozépscra!
Ha gyakranjelent gondot neked, akkor mutass ra a szomoruratc

Felolvasom a kérdéseket. Mutass ra arra az aramelyik mutatja, hogy mekkora gondot
jelent neked az amit kérdezek. d&skor prébaljuk ki!

Egyaltalan nem Néha Gyakran

Nehezen tudsz csettinteni az )
ujjaiddal?

Annak megitélésére, hogy a gyermek helyesen vdatesza kérdésre, kérje meg, hogy
csettintsen az ujjaival. Ismételje meg a kérdésa gyermek valasza kilonbozik attol, ahogy
végrehajtja a feladatot!

PedsQL 3.0 (5-7) Kardiolégiai  Engedély nélkalhasznalasa tilos.  Szérjpg © 1998 JW Varni, Ph.D.
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Gondold végig, hogy hogyan érezted magad az eiméhiény hétben! Figyelmesen hallgasd
vegig a kérdéseket és mondd meg, hogy mekkora ggeldat neked az, amit kérdezek!

Miutan felolvasott egy kérdést mutasson az arctik féa a gyermek bizonytalan vagy ugy
tinik, nem érti a kérdést, ismételje meg a valastekgeket mikdzben a megfélarcra
mutat!

SZIVRENDELLENESSEG ES KEZELES (Okoz-e |Egyaltalan| Néha | Gyakran

gondot...?) nem/soha

1. Kifulladsz, amikor sportolsz vagy gyorsan vagy 0 2 4
lépcHn mész?

2. F4j a mellkasod, amikor sportolsz vagy gyorsa@sz 0 2 4
alépcén?

3. Gyakrabban fazol meg, mint mas gyerekek? 0 2 4

4. Szokott a szived gyorsan verni? 0 2 4

5. Szoktak mésok mondani, hogy futaskor elkékul a 0 2 4
szad?

6. Szoktél arra ébredni éjjel, hogy alig kapsz ¢gve 0 2 4

7. TObb pihenésre van sziikséged, mint a barata®dngk 0 2 4

Ha jelenleg szedsz szivgyogyszert, valaszolj azlabd kérdésekre!
Ha nem, akkor ezeket hagyd ki, és folytasd a ,Kuis megjelenésél alkotott vélemény”
résszel!

KEZELES Il ( Okoz-e gondot...p Egyaltalan| Néha | Gyakran
nem/soha

1. Szoktél olyat ondani, hogy nem akarod bevenni a 0 2 4

gyogyszeredet?

2. Nehéz bevenni a gyégyszeredet? 0 2 4

3. Rosszul vagy a gyogyszerél@t 0 2 4

KULSO MEGJELENESROL ALKOTOTT Egyaltalan| Néha | Gyakran

VELEMENY ( Okoz-e gondot...P nem/soha

1. Nem tartod magad szépnek? 0 2 4

2. Nem szereted, ha masok latjak a hegeidet? 0 2 4

3. A tobbi gyerek csufol, ha latjdk a hegeidet? 0 2 4

A KEZELEST KISER O SZORONGAS (Okoz-e Egyaltalan| Néha | Gyakran

gondot...") nem/soha

1. Szoktal félni, amikor az orvosra varakozol? 0 2 4

2. Szoktél félni, ha orvoshoz kell menned? 0 2 4

3. Szoktal félni, ha korhazba kell menned? 0 2 4

4. Szoktal félni, amikor a szivedet vizsgaljak? 0 2 4
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Gondold végig, hogy hogyan érezted magad az eiméhiény hétben! Figyelmesen hallgasd
vegig a kérdéseket és mondd meg nekem, hogy mefgkoidot jelent neked az, amit
kérdezek!.

KOGNITIV PROBLEMAK ( Okoz-e gondot... Egyaltalan| Néha | Gyakran
nem/soha
1. Nehezen tudod eld6nteni, hogy mit csindlj, haaza 0 2 4
valami?
2. A szamok vagy a szamtani feladatok nehezek a 0 2 4
szamodra?
3. Nehezen tudsz ligdet vagy a szavak leirni? 0 2 4
4. Nehezen tudsz a tanarra vagy az 6évonénire fifel 0 2 4
5. Nehezen tudsz visszaemlékezni arra, amit fettdka 0 2 4
neked?
KOMMUNIKACIO ( Okoz-e gondot...P Egyaltalan| Néha | Gyakran
nem/soha
1. Nehéz elmondanod az orvosoknak és apoloknaly, |hog 0 2 4
érzed magad?
2. Nehezen tudsz megkérdezni barmit az orvosoktélle 0 2 4
apoloktol?
3. Nehéz elmagyarazni masoknak a szivproblémadat? 0 2 4
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Azonosito:
Datum:

PedsQL™

Kardiologiai kérdiv

3.0 verzié — Magyar

5-7 EVESGYERMEKEK SzZUL Ol ERTEKELESE

UTMUTATO

A szivrendellenességgeb @yermekek sajatos gondokkal kiizdhetnek. A kowastke
oldalon olyan dolgok felsorolasa talalhatd, amelgekdot jelenthetnekyermeke

szaméra.
Minden pontnal karikdzzon be egy valaszt armakfeleben, hogy azIimult EGY
honapban mekkora gondotjelentettgyermekeszamara az adott kérdés:

0 hasohanem okoz gondot
lhaszinte sohanem okoz gondot
2 hanéhagondot okoz

3 hagyakran gondot okoz
4hamajdnem mindig gondot okoz

Nincsenek helyes vagy helytelen valaszok.
Ha nem érti valamelyik kérdést, kérjen segiesé

PedsQL 3.0 — Széil(5-7) Kardiolégiai Széizog © 1998 JW Varni, Ph.D.
Minden jog fenntartva.gedély nélkali
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Az elmultEGY honapban mekkorgondot jelentettek gyermeke szaméara az

alabbiak?

SZIVRENDELLENESSEG ES Soha Szinte | Néha | Gyakran|Majdnem

KEZELES (Okoz-e gondot...p soha mindig

1. Kifullad amikor sportol vagy 0 1 2 3 4
testmozgéast végez.

2. F4j vagy szorit a mellkasa amikof O 1 2 3 4
sportol vagy testmozgast vegez.

3. Kbnnyen megfazik. 0 1 2 3 4

4. Szapora a szivverése 0 1 2 3 4

5. Futaskor elkékull a szja. 0 1 2 3 4

6. Ejjel arra ébred, hogy alig kap 0 1 2 3 4
levedt.

7. TObb pihenésre van sziiksége, mint 0 1 2 3 4

a baratainak.

Ha gyermeke jelenleg szed szivgyogyszert, valaspoljaz alabbi kérdésekre!
Ha nem, akkor ezeket hagyja ki, és folytassa a ,K&b megjelenésél alkotott vélemény”

résszel!
KEZELES Il ( Okoz-e gondot...) Soha Szinte | Néha | Gyakran|Majdnem
soha mindig

1. Nem hajlandé beszedni a 0 1 2 3 4
szivgyogyszeret.

2. Gondot okoz neki bevenni a 0 1 2 3 4
szivgyogyszeret.

3. Rosszul van a szivgyogyszéiét 0 1 2 3 4

KULS O MEGJELENESROL Soha | Szinte | Néha | Gyakran| Majdnem

ALKOTOTT VELEMENY soha mindig

(Okoz-e gondot...p

1. Nem tartja magéat szépnek. 0 1 2 3 4

2. Nem szereti, ha masok latjak a 0 1 2 3 4
hegeit.

3. A tobbi gyerek csufolja ha latjak 0 1 2 3 4
rajta a hegeket.

PedsQL 3.0 — Széil(5-7) Kardiolégiai
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Az elmultEGY honapban mekkorgondot jelentettek gyermeke szaméara az

aladbbiak?

A KEZELEST KISER O Soha Szinte | Néha | Gyakran| Majdnem

SZORONGAS (Okoz-e gondot...) soha mindig

1. Félni szokott, amikor az orvosra 0O 1 2 3 4
Var.

2. Félni szokott, ha orvoshoz kell 0 1 2 3 4
mennie.

3. Félni szokott, ha korhazba kell 0 1 2 3 4
mennie.

4. Félni szokott, ha orvosi kezelést 0 1 2 3 4
kell kapnia.

KOGNITIV PROBLEMAK Soha Szinte | Néha | Gyakran| Majdnem

(Okoz-e gondot...)? soha mindig

1. Nem tudja eldonteni mit tegyen 0 1 2 3 4
ha valami zavarja.

2. Gondjai vannak a szamokkal 0 1 2 3 4
illetve a matematikai feladatokkal.

3. Nehezen ir béket, szavakat. 0 1 2 3 4

4. Nehezen tud odafigyelni barmirg. 0 1 3 4

5. Alig tud visszaemlékezni arra, 0 1 2 3 4
amit olvastak neki..

KOMMUNIKACIO ( Okoz-e Soha Szinte | Néha | Gyakran| Majdnem

gondot...?) soha mindig

1. Nehéz az orvosoknak és 0 1 2 3 4
apoloknak elmondania hogy érz
magat.

2. Nehezen tesz fel kérdést az 0 1 2 3 4
orvosoknak és apoloknak.

3. Nehezen beszél masoknak a 0 1 2 3 4

szivrendellenességgr

PedsQL 3.0 — Sz6l(5-7) Kardiolégiai
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Azonosito:

Datum:

PedsQL™

Kardiologiai kérdiv
3.0 verzié — Magyar

8-12 EVESGYERMEKEK ONERTEKELESE

UTMUTATO

A szivrendellenességgeb @yerekek sajatos gondokkal kiizdhetnek.
Minden pontnél karikazz be egy valaszt annagfeleben, hogy azlmait
EGY honapban mekkora gondojelentett neked az adott kérdés:

0 hasohanem okoz gondot
lhaszinte sohanem okoz gondot
2 hanéhagondot okoz

3 hagyakran gondot okoz
4hamajdnem mindig gondot okoz

Nincsenek helyes vagy helytelen valaszok.
Ha nem érted valamelyik kérdést, kérj segéteg

PedsQL 3.0 (8-12) Kardiolégiai  Engedély néilkélhasznalasa tilos.  Szérjog © 1998 JW Varni, Ph.D.
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Az eImUlEGY honapban mekkorgondot

jelentettek neked az alabbiak?

SZIVRENDELLENESSEG ES Soha Szinte | Néha | Gyakran|Majdnem
KEZELES (Okoz-e gondot...p soha mindig
1. Kifulladok amikor sportolok vagy 0 1 2 3 4
testmozgéast végzek.
2. F4j vagy szorit a mellkasom 0 1 2 3 4
amikor sportolok vagy testmozgast
végzek.
3. Kbnnyen megfazom. 0 1 2 3 4
4. Szapora a szivverésem. 0 1 3 4
5. Futaskor elkékil a szam. 0 1 2 3 4
6. Ejjel arra ébredek, hogy alig kapaok 0 1 2 3 4
levedst.
7. Tobb pihenésre van szukségem, 0 1 2 3 4

mint a barataimnak.

Ha jelenleg szedsz szivgyogyszert, valaszolj azlabd kérdésekre!
Ha nem, akkor ezeket hagyd ki és folytasd a ,KUé megjelenésél alkotott vélemény”

résszel!
KEZELES Il ( Okoz-e gondot...p Soha Szinte | Néha | Gyakran|Majdnem
soha mindig

1. Nem vagyok hajland6 beszedni a 0 1 2 3 4
szivgyogyszerem.

2. Nehezemre esik bevenni a 0 1 2 3 4
szivgyogyszerem.

3. Elfelejtem bevenni a 0 1 2 3 4
szivgyogyszerem.

4. Rosszul vagyok a 0 1 2 3 4
szivgyogyszerenit.

5. Tartok attdl, hogy a gyogyszereim 0O 1 2 3 4
arthatnak nekem.

KULSO MEGJELENESROL Soha Szinte | Néha | Gyakran| Majdnem

ALKOTOTT VELEMENY soha mindig

(Okoz-e gondot...)?

1. Nem tartom magam helyesnek. 0 1 2 3 4

2. Nem szeretem, ha masok latjak 0 1 2 3 4
rajtam a hegeket.

3. Szégyellem magam, ha masok 0 1 2 3 4
latjak a testemet.

PedsQL 3.0 (8-12) Kardiologiai
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Az elmultEGY hdénapban mekkorgondotjelentettek neked az alabbiak?

A KEZELEST KISER O Soha Szinte | Néha | Gyakran| Majdnem

SZORONGAS (Okoz-e gondot...) soha mindig

1. Félni szoktam az orvosra valo 0 1 2 3 4
varakozas kozben.

2. Félni szoktam, ha orvoshoz kel 0 1 2 3 4
mennem.

3. Félni szoktam, ha korhazba kel 0 1 2 3 4
mennem.

4. Félni szoktam, ha orvosi kezelé 0 1 2 3 4
kell kapnom.

KOGNITIV PROBLEMAK Soha Szinte | Néha | Gyakran| Majdnem

(Okoz-e gondot...p soha mindig

1. Nehezen tudom elddnteni mit 0 1 2 3 4
tegyek, ha valami zavar.

2. Nehezen oldok meg matematikai 0 1 2 3 4
feladatokat.

3. Gondot okoz iskolai 0 1 2 3 4
fogalmazasok megirasa.

4. Nehezen tudok odafigyelni 0 1 2 3 4
barmire.

5. Alig tudok visszaemlékezni arra 0 1 2 3 4
hogy mit olvastam.

KOMMUNIKACIO ( Okoz-e Soha Szinte | Néha | Gyakran| Majdnem

gondot...?) soha mindig

1. Nehéz az orvosoknak és 0 1 2 3 4
apoléknak elmondanom hogy
érzem magam.

2. Nehezen teszek fel kérdést az 0 1 2 3 4
orvosoknak és apoloknak.

3. Nehezen beszélek masoknak a 0 1 2 3 4

szivrendellenességeéihr

PedsQL 3.0 (8-12) Kardiologiai
08/00
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Azonosito:
Datum:

PedsQL™

Kardiologiai kérdiv

3.0 verzié — Magyar

8-12 EVESGYERMEKEK SZUL Ol ERTEKELESE

UTMUTATO

A szivrendellenességgeb @yermekek sajatos gondokkal kiizdhetnek. A kowstke
oldalon olyan dolgok felsorolasa talalhatd, amelgekdot jelenthetnekyermeke

szaméra.
Minden pontnal karikdzzon be egy valaszt armakfeleben, hogy azIimult EGY
honapban mekkora gondotelentettgyermekeszamara az adott kérdés:

0 hasohanem okoz gondot
lhaszinte sohanem okoz gondot
2 hanéhagondot okoz

3 hagyakran gondot okoz
4hamajdnem mindig gondot okoz

Nincsenek helyes vagy helytelen valaszok.
Ha nem érti valamelyik kérdést, kérjen segiesé

PedsQL 3.0 — Sz6l(8-12) Kardiologiai Széijog © 1998 JW Varni, Ph.D.
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Az elmUltEGY hdénapban mekkorgondot jelentettek gyermeke szamara

alabbiak?

SZIVRENDELLENESSEG ES Soha Szinte | Néha | Gyakran|Majdnem

KEZELES (Okoz-e gondot...p soha mindig

1. Kifullad amikor sportol vagy 0 1 2 3 4
testmozgéast végez.

2. F4j vagy szorit a mellkasa amikof O 1 2 3 4
sportol vagy testmozgast veégez..

3. Kbnnyen megfazik. 0 1 2 3 4

4. Szapora a szivverése. 0 1 3 4

5. Futaskor elkékull a szja. 0 1 2 3 4

6. Ejjel arra ébred, hogy alig kap 0 1 2 3 4
levedt.

7. TObb pihenésre van sziiksége, mint 0 1 2 3 4

a baratainak.

Ha gyermeke jelenleg szed szivgyogyszert, valaspoljaz alabbi kérdésekre!
Ha nem, akkor ezeket hagyja ki, és folytassa a ,K&b megjelenésél alkotott vélemény”

résszel!
KEZELES Il ( Okoz-e gondot...) Soha Szinte | Néha | Gyakran|Majdnem
soha mindig

1. Nem hajlandé beszedni a 0 1 2 3 4
szivgyogyszeret.

2. Gondot okoz neki bevenni a 0 1 2 3 4
szivgyogyszeret.

3. Elfelejti bevenni a szivgyogyszerét 0 1 2 3 4

4. Rosszul van a szivgyogyszétet 0 1 2 3 4

5. Tart a gyogyszere 0 1 2 3 4
mellékhatasaitol.

KULS O MEGJELENESROL Soha | Szinte | Néha | Gyakran| Majdnem

ALKOTOTT VELEMENY soha mindig

(Okoz-e gondot...p

1. Nem tartja magét helyesnek. 0 1 2 3 4

2. Zavarja, ha masok latjak rajta a 0 1 2 3 4
hegeket.

3. Szégyelli magat, ha masok latjagk 0 1 2 3 4
a testét.

PedsQL 3.0 — Széil(8-12) Kardiolégiai
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Az elmUltEGY hdénapban mekkorgondot jelentettek gyermeke szamara az

aladbbiak?

A KEZELEST KISER O Soha Szinte | Néha | Gyakran| Majdnem

SZORONGAS (Okoz-e gondot...) soha mindig

1. Félni szokott, amikor az orvosra 0O 1 2 3 4
Var.

2. Félni szokott, ha orvoshoz kell 0 1 2 3 4
mennie.

3. Félni szokott, ha korhazba kell 0 1 2 3 4
mennie.

4. Félni szokott, ha orvosi kezelést 0 1 2 3 4
kell kapnia.

KOGNITIV PROBLEMAK Soha Szinte | Néha | Gyakran| Majdnem

(Okoz-e gondot...)? soha mindig

1. Nem tudja eldonteni mit tegyen 0 1 2 3 4
ha valami zavarja.

2. Matematikai feladatokat nehezen 0 1 2 3 4
old meg.

3. Gondot okoz szamara az iskolai 0 1 2 3 4
fogalmazasok megirasa.

4. Nehezen tud odafigyelni barmirg. 0 1 3 4

5. Alig tud visszaemlékezni arra, 0 1 2 3 4
amit olvasott.

KOMMUNIKACIO ( Okoz-e Soha Szinte | Néha | Gyakran| Majdnem

gondot...?) soha mindig

1. Nehéz az orvosoknak és 0 1 2 3 4
apoléknak elmondania hogy érz
magat.

2. Nehezen tesz fel kérdést az 0 1 2 3 4
orvosoknak és apoloknak .

3. Nehezen beszél masoknak a 0 1 2 3 4

szivrendellenessédgir

PedsQL 3.0 — Széil(8-12) Kardiolégiai
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Azonosito:

Datum:

PedsQL™

Kardiologiai kérdiv

3.0 verzié — Magyar

TIZENEVESEK ONERTEKELESE ( 13-18évesek)

UTMUTATO

A szivrendellenességgeb dizenévesek sajatos gondokkal kiizdhetnek.
Minden pontnél karikazz be egy valaszt annagfeleben, hogy azlmait
EGY honapban mekkora gondojelentett neked az adott kérdés:

0 hasohanem okoz gondot
lhaszinte sohanem okoz gondot

2 hanéhagondot okoz

3 hagyakran gondot okoz
4hamajdnem mindig gondot okoz

Nincsenek helyes vagy helytelen valaszok.
Ha nem érted valamelyik kérdést, kérj segéteg

PedsQL 3.0 (13-18) Kardiolégiai  Engedély nélkdlhasznalasa tilos. Széirjog © 1998 JW Varni, Ph.D.
08/00 Minden jog fenntartva.
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Az eImUlEGY honapban mekkorgondot

jelentettek neked az alabbiak?

SZIVRENDELLENESSEG ES Soha Szinte | Néha | Gyakran|Majdnem
KEZELES (Okoz-e gondot...p soha mindig
1. Kifulladok amikor sportolok vagy 0 1 2 3 4
testmozgéast végzek.
2. F4j vagy szorit a mellkasom 0 1 2 3 4
amikor sportolok vagy testmozgast
végzek.
3. Kbnnyen megfazom. 0 1 2 3 4
4. Szapora a szivverésem. 0 1 3 4
5. Futaskor elkékil a szam. 0 1 2 3 4
6. Ejjel arra ébredek, hogy alig kapaok 0 1 2 3 4
levedst.
7. Tobb pihenésre van szukségem, 0 1 2 3 4

mint a barataimnak.

Ha jelenleg szedsz szivgyogyszert, valaszolj azlabd kérdésekre!
Ha nem, akkor ezeket hagyd ki, és folytasd a ,Kulis megjelenésél alkotott vélemény”

résszel!
KEZELES Il ( Okoz-e gondot...p Soha Szinte | Néha | Gyakran|Majdnem
soha mindig

1. Nem vagyok hajland6 beszedni a 0 1 2 3 4
szivgyogyszerem.

2. Gondot okoz bevenni a 0 1 2 3 4
szivgyogyszerem.

3. Elfelejtem bevenni a 0 1 2 3 4
szivgyogyszerem.

4. Rosszul vagyok a 0 1 2 3 4
szivgyogyszerenit.

5. Tartok a szivgyogyszerem 0 1 2 3 4
mellékhatasaitol.

KULSO MEGJELENESROL Soha Szinte | Néha | Gyakran| Majdnem

ALKOTOTT VELEMENY soha mindig

(Okoz-e gondot...)?

1. Nem tartom magam vonzonak. 0 1 2 3 4

2. Zavar, ha masok latjak rajtam a 0 1 2 3 4
hegeket.

3. Zavarba jovok, ha masok latjak a 0 1 2 3 4
testemet.

PedsQL 3.0 (13-18) Kardioldgiai
08/00
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Az elmultEGY hdénapban mekkorgondotjelentettek neked az alabbiak?

A KEZELEST KISER O Soha Szinte | Néha | Gyakran| Majdnem

SZORONGAS (Okoz-e gondot...) soha mindig

1. Szorongok az orvosra valo 0 1 2 3 4
varakozas kozben.

2. Szorongok, ha orvoshoz kell 0 1 2 3 4
mennem.

3. Szorongok, ha korhazba kell 0 1 2 3 4
mennem.

4. Szorongok, ha orvosi kezelést 0 1 2 3 4
kell kapnom.

KOGNITIV PROBLEMAK Soha Szinte | Néha | Gyakran| Majdnem

(Okoz-e gondot...)? soha mindig

1. Nem tudom elddnteni mit tegyek, O 1 2 3 4
ha valami zavar

2. Nehezen oldok meg matematikai 0 1 2 3 4
feladatokat.

3. Gondot okoz az iskolai 0 1 2 3 4
fogalmazasok megirasa.

4. Nehezen tudok odafigyelni 0 1 2 3 4
barmire.

5. Alig tudok visszaemlékezni arrg, 0 1 2 3 4
hogy mit olvastam.

KOMMUNIKACIO ( Okoz-e Soha Szinte | Néha | Gyakran| Majdnem

gondot...?) soha mindig

1. Nehéz az orvosoknak és 0 1 2 3 4
apoléknak elmondanom, hogy
eérzem magam.

2. Nehezen teszek fel kérdést az 0 1 2 3 4
orvosoknak és apoloknak.

3. Nehezen beszélek masoknak a 0 1 2 3 4
szivrendellenességéin

PedsQL 3.0 (13-18) Kardiolégiai ~ Engedély nélkglhasznalasa tilos.  Szérjog © 1998 JW Varni, Ph.D.
08/00 Minden jog fenntartva.
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PedsQL™

Kardiologiai kérdiv

3.0 verzié — Magyar

TIZENEVESEK SZULOI ERTEKELESE (13-18 évesek)

UTMUTATO

A szivrendellenességgebdizenévesek sajatos gondokkal kiizdhetnek. A k@ézét
oldalon olyan dolgok felsoroldsa talalhatd, amelggindot jelenthetnekizenéves
gyermekeszamara.

Minden pontnal karikdzzon be egy vélaszt armakfeleben, hogy azIimult EGY
honapban mekkora gondotelentetttizenéves gyermekeazamara az adott kérdeés:

0 hasohanem okoz gondot
lhaszinte sohanem okoz gondot
2 hanéhagondot okoz

3 hagyakran gondot okoz
dhamajdnem mindig gondot okoz

Nincsenek helyes vagy helytelen valaszok.
Ha nem érti valamelyik kérdést, kérjen segisé

Szérjog © 1998 JW Varni, Ph.D.

PedsQL 3.0 — Sz6l(13-18) Kardioldgiai
Minden jog fenntart&ngedély nélkuli

08/00
felnasznalasa tilos.
Az elmualt EGY hénapban mekkoraggondot jelentettek tizenéves gyermeke

szamara az alabbiak?
| SZIVRENDELLENESSEG ES | Soha | Szinte |

Néha| GyakranMajdnem |
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KEZELES (Okoz-e gondot... soha mindig
1. Kifullad amikor sportol vagy 0 1 2 3 4
testmozgast végez.
2. F4j vagy szorit a mellkasa amikoy O 1 2 3 4
sportol vagy testmozgast végez.
3. Kbnnyen megfazik. 0 1 2 3 4
4. Szapora a szivverése. 0 1 2 3 4
5. Futaskor elkékul a szja. 0 1 2 3 4
6. Ejjel arra ébred, hogy alig kap 0 1 2 3 4
levedst.
7. Tobb pihenésre van sziksége, mint 0 1 2 3 4
a baratainak.

Ha gyermeke jelenleg szed szivgyogyszert, valaspoljaz alabbi kérdésekre!
Ha nem, ezeket hagyja ki és folytassa a ,Kiésmegjelenésél alkotott vélemény” résszel!

KEZELES Il ( Okoz-e gondot...p Soha Szinte | Néha | Gyakran|Majdnem
soha mindig

1. Nem hajlando bevenni a 0 1 2 3 4
szivgyogyszerét.

2. Gondot okoz neki bevenni a 0 1 2 3 4
szivgyogyszeret.

3. Elfelejti bevenni a 0 1 2 3 4
szivgyogyszeret.

4. Rosszul van a szivgyogyszéiet 0 1 2 3 4

5. Tart a szivgyoégyszere 0 1 2 3 4
mellékhatasaitol.

KULS O MEGJELENESROL Soha | Szinte | Néha | Gyakran| Majdnem

ALKOTOTT VELEMENY soha mindig

(Okoz-e gondot...p

1. Nem tartja magéat vonzonak. 0 1 2 3 4

2. Zavarja, hogy méasok latjak rajtaa O 1 2 3 4
hegeket.

3. Zavarba jon, ha masok latjak a 0 1 2 3 4
testét.

PedsQL 3.0 — Sz6l(13-18) Kardioldgiai
08/00
felhasznalasa tilos.

Az elmualt EGY hénapban mekkoragondot jelentettek tizenéves gyermeke

szamara az alabbiak?

Szérjog © 1998 JW Varni, Ph.D.
Minden jog fenntarté&ngedély nélkuli
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SZORONGAS (Okoz-e gondot...p soha mindig

1. Szorong, ha orvosi vizsgalatra 0 1 2 3 4
var.

2. Szorong, ha orvoshoz kell 0 1 2 3 4
mennie.

3. Szorong, ha kérhazba kell 0 1 2 3 4
mennie.

4. Szorong, ha orvosi kezelést kel 0 1 2 3 4
kapnia.

KOGNITIV PROBLEMAK Soha Szinte | Néha | Gyakran| Majdnem

(Okoz-e gondot...)? soha mindig

1. Nem tudja eldonteni mit tegyen 0 1 2 3 4
ha valami zavarja.

2. Nehezen old meg matematikai 0 1 2 3 4
feladatokat.

3. Gondot jelent szamara az iskolai 0 1 2 3 4
fogalmazasok megirasa.

4. Nehezen tud odafigyelni barmirg. 0 1 2 3 4

5. Alig tud visszaemlékezni arra, 0 1 2 3 4
amit olvasott.

KOMMUNIKACIO ( Okoz-e Soha Szinte | Néha | Gyakran| Majdnem

gondot...?) soha mindig

1. Nehéz az orvosoknak és 0 1 2 3 4
apoldknak elmondania, hogy érzi
magat.

2. Nehezen tesz fel kérdést az 0 1 2 3 4
orvosoknak és apoloknak.

3. Nehezen beszél masoknak a 0 1 2 3 4
szivrendellenességgr

PedsQL 3.0 — Szé&il(13-18) Kardiolégiai
08/00
felhasznalasa tilos.

Szérjog © 1998 JW Varni, Ph.D.
Minden jog fenntart&ngedély nélkili
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