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Abstract

Purpose:

To develop a pediatric diseasespecific health related quality of life (HRQOL) instrument for

amblyopia.

Methods:

In a development phase, 59 children (4§e119 months, average 6 years 3 montkish amblyopia
were interviewed Interview transcripts were analysed to identify items anddeee the descriptive
system. These were used in a piloting phase which coawpleted by32 childrenwho were
undergoing amblyopia treatment. Ranking exercises and cognitive debriefiagugexrl to modify

the developed descriptive system.

Results

Following the cognitive debriefing and ranking exercisee draft questionnairgvas modified.
Eleven items were identified relating to the headtlated implications of amblyopia treatment. Seven
versions of the Children’s Amblyopia Treatment Quality of Life Questioan@CAT-QoL) were
developed (patch; drops; glasses; patch and drops; patch and glasses; glatsgs agldsses, patch

and drops).

Conclusions:

Children were able taentify their thoughts and opinions of their own health; and to find out what
impact their amblyopia treatment has had upon their daily livesy @he able to understand and

articulate what it is they feel and have experienced because of their eyéocondérsion 1 of the



CAT-Qol is currently being undertaken at a number of sites in England. This data widdi® us
assess the psychometric properties of the Q®L, such as reliability and responsiveness. This
measure can then be used in healthcare studies to investigate the impact ofiartrelgtspent upon

a child’s HRQoL.



INTRODUCTION

The health related glity of life (HRQOL) implications of amblyopia are recognit&d 2;12-20),
however, he way in which these have been described are largely via parent (or proxyingepor
(2;3;5;10;12;21);and he measures used to measure the HRQOL impact have been derived from
clinician expert opinior§2;3;5;10;12;21;22)RecentFoodand Drug Administration (FDA) guidance

on patient reported outcome measures (PROSs) state that the mfrpdBBO measure is “to capture
the patients experience, an instrument will not be a credible measure twiVidence of its
usefulness from the target pdgtion of patients(23) They “discourage proxyeported outcome
measures” for th pediatrigpopulation.(23)Existing measures of HRQOL for amblyopia do not meet
these recommendations. The purposethidé study was to develop a pediatric diseagecific
HRQOL gquestionnaire for amblyopia. d&lstudy comprises of a number of stages; a systematic
literature revieW24); focus goup sessions and analy&s); development of theescriptive system;
and assessment of the psychometric properties of the questionhh@diterature review identdéd
HRQoL implications of amblyopia and/or its treatn{@d) to inform a topic guide used for three
focus group sessions undertaken with clinicians. Focus group sessions were caoddeteily any
additional HRQoL implications of amblyopia and/or its treatment not preljiadentified in the
literature revie25). This paper reports upon the ééspment of the descriptive system for the

Children’s Amblyopia Treatment Quality of Life Questionnaire (the G2OL).

METHODS

Developing thalescriptive systerof the CATQoL

Semistructured interviews wereonductedwith children who satisfied the inclusion criteria for the
study. Full ethics approval and research governance had been sought prior emcement of data
collection. Theinterviews were conducted at two sites within Sheffieldited Kingdom (UK). All
applicable institutional and governmental regulations concerning thef dseman volunteers were
followed during this research. The research followed the tenets ofettiar&ion of Helsinki.Full
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ethics approval and research governance was obfaiitgdo commencement of the study (REC Ref:

07/Q1201/5, Airedale Research Ethics Committee).

The inclusion criteria were that the child waged over 4 years, amitherhad or previously hada
clinical diagnosis of amblyopia. It was not possible to identify prior toicgll examination to
identify potential participants, and therefore purposive or criteased sampling of the eligible study
population was not possible. Instead an opportunistic recruitment tterefore opportunistic
sampling) apmach was undertaken. Potential participants vigimed of the studyby their
clinician following theirscheduledconsultation. Information sheets wessuedto each potential
participant and their parent/guardiawritten consent was obtained pritar theinterview taking by

one researcher (JCThe interviews were conducted in clinic rooms.

Each interview was audio recorded, aliogythe researcher to devote their full attention on the
interview itself(26) At the start of thénterview, it was explained to the participathiat this would be
taking place Whilst the recording device and microphones are small and unobtrusivas ifelt
necessary to explain why they were there; as such equipment would not normally Ipetlseefinic
rooms. It was also used as an opportunity to explain thaver»al communication would not be
picked up on the microphones, and to encourage the childdalizetheir feelings instead.All

interviews were undertaken by one researcher (JC).

The interviews were transcribed verbatim. The transcripts were mdbimto QSRNVivo 8, (QSR
International Doncaster, Australia) a compuassisted, qualitativéata analysis software package,
manage the da and to facilitate analysisThe analysis was guided by the research questiany
does amblyopia and/or its treatment affect children’s AveBhe aim was to identify dimensions of

their HRQoL. Thematic content analysis was undertaken using Framéavodpproach developed



by the National Centre for Social Resed2®)). Thematic content analysis is one approach to
qualitative data analysis; where themes are identified in which both the contemomatext of
documents aranalyzed26) Framework is an analysis method developed by the National Centre for
Social Researchit follows the principles of classifying and organizing data accordingyatemes,
concepts and emergent catego(®®). A group of experienced and independent qualitative
researchers validated the analysis. The conceptual Framework was reviewed, gled sérhe

transcripts were checked for coding consistency.

Qualitative Analysis of Interviews

Identifying initial themes or concepts

Each transcript was reviewed several times in order to become familiar with the deyaphrises,
sentences and words were identified that relatelHRQoL and amblyopia and/or its treatment.
Emergent themes were iddied. The transcripts were then-examined and coded according to the
identified themes. The sentences were written verbatim, to keep the terminalbgrasing used
by this patient group, and to ensure that age appropriate language and phrasingd ive thse

developed questionnaire.

RESULTS

In total 59 children were interviewed, although it should be notednibtatll of the interviews
resulted in data that could be used for analysis. Some of the interviewsmeireated as the child
wasunresponsive (5. Only seven interviews were conducted with the child afor@&). The vast
majority of participants were White (which was representative of the glopulation of Sheffield
UK). Tablel shows a summary of the characteristics efgtudy population. Postcode data of each
participant wasused to categorize participants into socidemographic classesDespite the

opportunistic sampling approach, a balanced demographic sample was achievedoim telatje,



social class and amblya@ptreatment modality (Tableand Table 2 The mean logMAR interocular
difference in visual acuity (VA) (difference between VA in the domineyg# and VA in the
amblyopic eye) wab.21; with a range of 0.725 and 0.0 log units (median 0.15 log ur@$}he 59

children interviewed, all were on some form of treatment (either glagsstch; drops; or a

combination of these).

Co-morbidities as documented in the notes were recorded. The majority of patsicigaa in good
general health. Some of the participants did have recordetbdudities(listed in Table 1) It is
possible that other emorbidities did exist in the study population, but that these were not severe
enough to warrant hospital treatments and investigations. Thesepgautcivere assumed to be in

good general health.

The majority of the children coped well with the interviews. Howeaenumber of interviews did
need to be terminated, either at the request of the, chniifithe child was unresponsive. Interviews
varied in lengh from 1min 25secs to 15mins 34secs; the majority of interviews lastid region of
6mins. Recruitment continued until data saturation was reached; and the ndnibierviews

conducted exceeded this point. This increased the confidence thaiaatues reached.

Identified items for the draft version of the questionnaire

Eleven possible items were identified through the qualitativeysisabf the interviews. A sample of

some of the direct quotations from the study participants are sholable3.

1. Physical sensation of the treatment (e.g. feeling of the patch/glasses on the face, or the feeling of

the drops being instilled)



The children noted that some of the sensation of some of the treatmesmsbigopiaaffectedupon
their HRQoL. These stemmed from the physical sensations experienced by heetigjrsg on their
face (either a patch or glasses). Other children spoke about the feelingmgfthaxdrops (atropine)

instilled.

2. Pain of treatment (e.g. removal of patch, instilling of drops)

Some children reported that treatment for amblyopia was painful or uncdoldort@his was often
associated with the wearing of a patch, and more specifically reghthve patch at the end of the
treatment period. Similarlysome children reported that when the drops (atropine) were instilled,
these would often sting or make their eyes water. A number of children alstedepimt their

glasses were uncomfortable.

3. Ability to undertake school work

This item originated fym children’s responses/thoughts about how their condition, or more
specifically their treatmeninfluenced upon their ability to function at school. Some of the comments
were positive in nature, although mainly it was difficulties in undertatdaks hatwere highlighted.

The children noted that the abiliy read and write was affectemvarying degrees.

4. Ability to undertake other tasks (like playing on the computer, coloring, playing games, watching

V)

The children also noted that their amblyopia treatmentiafe@ncedupon their ability to undertake
other tasks. These were mainly hobbies and interests (such as watchiisipteler playing on

computer games.



5. Fedling sad or unhappy

Some children gorted that their treatment made them feel happy, whereas others stateditigat h

to wear their patch or have drops instilled made them feel unhappy.

6. Fedingcross

Some children stated that having to wear their patch or have drops instilledhaadiél angry or

Cross.

7. Fedingworried

Some children reported that their amblyopia treatment made them feeus®r worried. In some
cases this related to worry altgain or discomfort (for example, from the drop being instilled); or for

others about what they would look like when they had the patch on. For example:

8. Fedingfrustrated

Some children reported that they felt frustrated at tichesto their amblyopiareatment. This was
often reported in conjunction with the ability of undertaking daily tasks, or atteff relationships

with others.

9. Fedingstowards family members (like parents or siblings)

This item originated from children’s responses/thoughts about how their conditéor &reatment

affected their relationships with others. To some this was relationshippavitnts and other family



members. Children described that they would argue with their parents abmg twmhave their

treatment. 8me went on to say that they would get cross with their parents.

10. Being ableto play with other children

Some children discussed how relationships with their friends were affeetadiseof amblyopia

treatment.

11. Being laughed at or bullied by other children

Somechildren discussebullying, such as namealling and exclusion from games/friendships. To
some, this was raised asmethingthey had directly experienced; however, others mentioned that
they were more worried or concerned about what their friends/peerd saulf they undertook their

amblyopia treatment (patching) at school.

Developing the levels for the draft questionnaire

Having identified the items for inclusion in the draft questionndive,levels of the items needed
determining. There was an option of looking at either “frequency” (how ofteateong occurred) or
“severity” (how bad something was].he “severity option was usedThe interview transcripts were
re-examinedto determine the levels for the draft questionnaire. The terminology thizechilised
informed the choice of levels. These were “a little bit”; i#,d‘quite a bit”; “quite”; “a lot”;

“really”; and “very”. These were used to describe by the children to describe their feelings about
given items. Not evg level was used for each item, and as such three categories of questions were

established (Tablé).

Testing the pilot questionnaire in a clinical setting
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An 1l-item draft questionnaire was piloted in a clinical setting in Sheffidlde inclusioncriteria
were adopted from the interviestage. Children were asked to read and complete the draft
guestionnaire where possible. In addition, they were asked to complete agréad to help
determine the order of éhlevels of the itemsThirty-two (n=32) paricipants completed the pilo22

of thesewere able to complete the ranking exercise (T&ple

Results of ranking

For the rankingexercise,a question was chosdrom each of the categories (A, B and C). The
guestions chosen were “hurt”, “cross” and “upset with family”. Participants ve&ezldo rank the

order of severity from least to worsiVhen a card was ranked first, it was scored 1; when ranked
second itwas scored 2; and so on. Where cards were ranked as being equal, each tied ranking was
given a value of the midpoint as the previous two marks (mid rank method). ppntsaeh ensures

that the sum of the ranks is maintainéce results for the mean m&, standard deviation, minimum

and maximum position for each questare shown in Tabl6.
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A small difference between the rankings indicates that the participantghaetwo levels tdave a
similar meaning. The results show that witthe categoryB question(“cros$), “my drops made me
feel really cross” and “my drops made me feel very crasse valued as being the same (difference
of -0.09). The negative value indicates that “very” can be placed above “really”. In ¢digergaf
guestion {hurt”) there is apossibility that participants believe “my drops hurt me a lot” and “my
drops really hurt me” to be the same (as shown by a difference of &3 7 shows the mean rank

order and the difference in mean rank order between the levels.

Cognitive debriefing

Children who participated in the pilot were asked to participate in a caguiébriefing process.
Cognitive interviewing is a process whereby participants are askespiain their thinking, or
understanding of a question. The process is used in the development of questitmhalpe&ientify

and correct problems with survey questi@s) Within this study, participants were asked to explain
what they believed the question was asking them. The results were reendiethrifcaion sought
where applicable Observations were also made as to the child’s ability to read the quesdonnai

itself. Particular attention was made as to which words the particigarggled to read.

Modifications to draft questionnaire

Following the cognitive debriefing and ranking exercide draft questionnaire was modifieBased
upon the ranking exercise analysis, the “really” level was removed from all gat@gquestions.
Other modifications included alterations of worelgsier for thechild to understand or read; or
reducing the number of words for a given question where possible. The purpose veke tthen

overall task easier for participants.
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One question was omittdd it's entirety from the draft questionnairéféeling frustiated’). The
majority of participants in the cognitive -teeiefing had to have the concept of “frustration” explained
to them. Even after an explanation vgiagen,some children still did not understand what was meant
by the term. The omission of thisegtion is justified Firstly, if a child has to have the concept
explained to them, can they have experienced that emotion; secondly, if an explaeeatis to be
given then this limits the scope of setimpletion of the questionnaire; and finally, therd itself is

difficult for a child of 57 years to read.

The wording of one question was modifiedigset with my familyy) becauseof the debriefing.
Participants reported that they did feel upset duihdo treatment, but not upset with their famil
The interview transcripts were then-egkamined to explore this further. Subsequent analysis
demonstrated that the “upset” should be used as an item; just as “sad” is. embari the

conseqguence of the treatment, and not a description of whyetbletyat emotion.

An additional question was inaled in the draft questionnaiféhappy”). As part of the dériefing
process, participants were askethey felt anything else about their patch, drops and/or glasses. A
number of children reported that they felt happy. The transcripteohterviews with children were

then reexamined, andanalyzedagain to explore the possibility of happy as an item in the
guestionnaire. Seven different versions of the questionnaire are available, depending upon the
treatment the child is undertaking (patch; drops; glasses; patch@s] datch and glasses; glasses
and drops; glasses, patch and drops). Amela of Version 1 of the developed questionndse

availablein Supplementary Material.

DISCUSSION
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The use of PROs is becoming increasingly common in the United Stateed Wihgdom and
worldwide. They can provide information that may aid clinical decism@king. Whilst their results
can inform us of the impact of the condition upon a person’s quality of life, it is fampdo know
about the instrument itself, specifically how it has been developed andtedlid@he instruments
Amblyopia Treatment Index (ATBndAmblyopia and Strabismus Questionnaire (A&S@ed a top
down approach in the ddegment of the descriptive system (i.e. clinician opinion and literature
based). This approach is not uncommon, and details of their development, including psychome
properties of the instruments apeblicized (2;3;5;2831), however, where a botteop approach
(taking the views and input of patients) has been used, little detail istdgadn the qualitative

techniques adopted.

This research has demonstrated that it is possible to interview young childrelei to identify their
thoughts and opinions of their own health; and to find out what inthait amblyopia treatment has
had upon their daily lives. They are able toemsthnd and articulate what it is they feel and have
experienced becausef their eye condition. The majority of the interviews were successfully

completedwith only a small number abandoned due to non-responsiveness of the child.

A notable strengthfdhis studyis that it used the children’s responses at every stage in developing the
descriptive system; from identifying the items to be included; the defeel each item; and the
wording of the questionnaire itself. Comments given by the children during thaiweglebriefing
process were also used to alter the layout and format of the measure itgslhelpb ensure the
content validity(the degree to which the content of a questionnaire is an adequate reftédtien
construct to be measuredB2), and face validity of the instrument. This adheres to the
recommendation®f the FDA who observe that issues for PRO instruments applied to children
include “agerelated vocabulary, language comprehension, comprehension of the health concept

measured, and duration of recg23) Children have the capagito reliably report upon their health
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between the ages of&lyears(33-35); the development of the descriptive system of the Q&L

involved participants of this age.

The research was not without limitatiorthe main being that the majority of interviews were
conducted with the parent/grdian present. The information sheet given to parents/guardians
detailing the study did state that the child would be interviewed &lowever;they could be present

if they wished. There are advantages and disadvantages to a child beingvirsididone. Firstly, it
could be perceived that the child would be free and comfortable to expeesthdughts, without a
risk of upsetting their parentdnterviewing a child alone can appear quite confrontational. It could
be argued that the children didt feel able to speak freely about their feelings about treatment for
fear of upsetting their parent/guardian. There were times duringiever when the children would
look to parents for reassurandbese were noted and taken into consideratiomdutie analysis.
Interviewing children aloneancompromise the researcher when considering the possibility divulging
potentially sensitive information about treatment, bullying or family dynami The debate
surrounding the appropriateness of this form of data collection in children iglecomFor he
purpose of this study, all interviews were conducted in a manner to satisht/gaardian’s wishes
The use of focus groups may have allowed discussion of ideas bgtaieipants;however,this

approach was not taken due to the potential sensitittee of some of the issues raised.

The interviews were conducted in tBge Clinic There are notable advantages and disadvantages
associated with this approach. Firstlye child is familiar with thisenvironment They will have
attended theclinic on a number of occasions prior to interviewA disadvantage could be the
perceived notion that the interview has some link or association withtteaiment. It is possible

that the responses given by the child participants were not entirely honest or apag.bé that they
believed the interéwer to be a clinician, so that they could not say that they hated their patch for

example, in case they were “told off”. Every effort was made to ensure that theatitibant was

15



aware thatwe wereinterested in their thoughts and feelings; and thatinterviewer was not a

clinician; and that all the informatidhey providedvas confidential

It is acknowledged that the interviews were conducted in one area d&JKhealue to resource
constraints It is not certain whether the results of the items generated can be apptied UK
population as a wholeThe sampling approach taken attempted to include a breadth of experiences.
In qualitative methodology, the aim is not to achieve statistagakesentativeness, but to capture the
experiences of a given population (interviewing until data saturatisrbéen reache@®6) The
piloting of the CAT-QoL is currently being undertaken at a number of sites in England. A wider
breadth of socioeconomic diversity should be achielgthgthis stage othe study. The aim is to
achieve a large samp$ize, due to the greater variability expected in younger chilasea result of
measurement err@86) This data will be used to assess the psychometric properties of the CAT
QOL, such as reliability and responsivene$sis measure can then be used in healthcare studies to

investigate the impact of amblyopia treatment upon a child’s HRQoL.
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Tablel Characteristics of the study population

Gender

Male 36
Female 23
Ethnicity

White 54
Mixed (white and Asian) 1
Asian— Pakistani 1
Chinese 1
Black (African) 1
Other 1
Socio-demographic group*

1 (0-6500) 21
2 (6501-13,000) 7
3 (13,001-19,500) 14
4 (19,501-26,000) 12
5 (26,001-32,500) 5

Co-morbidities

asthma and glue eapeech problems; mild joint hypermobility; o
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media; juvenile arthritis and Still's diseas€aeliac's diseast
anaemia and failure to thrive; chronic lung disease and condl
hearing loss; mild eczema; Attention Deficit Hyperactivity Disor
(ADHD) and Asperger's syndrome; history of prematurity,

delayed speech; fourth nerve palsy, rhabdomyosarcoma of bl
and prostrate; Auditory language disorder and seizures; and F3
syndrome, facial dysmorphism, short stature, and restricted

movement

Interocular Visual Acuity

(VA) difference in logMAR

Mean 0.21 log units

Median 0.15 log units

Min 0.0 log units

Max 0.725 log units

* calculated using GeoConv¥) to obtain a Lower Super Output Areas (LSOASs) ranking. There

are over 32,000 LSOAs in England. The LSOA ranketylthe Index of MultipleDeprivation

(IMD) 2007,is the most deprivedind that ranked 3242 is the least deprivgd7)
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Table2

Summary Sampling Grid: Age and treatment modality

Age(years) Patching Patch Ever Atropine Atropine Glasses Now
Now Now Ever

3 (n=1) 1 1 0 0 0

4 (n=6) 5 1 0 0 4

5 (n=20) 16 5 3 4 18

6 (n=14) 9 6 4 2 12

7 (n=13) 7 9 2 2 13

8 (n=4) 1 3 1 1 4

9(n=1) 0 1 0 1 1

TOTAL (n=59) 39 26 10 10 52

*Categories are not mutually exclusive
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Table3 Items identified for inclusion in draft questionnaire and supporting sjuote

Item

1. Physical sensation of
the treatment (e.g.
feeling of the
patch/glasses on the
face, or the feeling of
the drops being

instilled)

What does it feel like when you've got your patch on?

Er, a bit tickly

| just, it just itches a bit near the eyépatch)

It makes my tears; some tears come doatropine)

It tickles (patch)

It feels a bit rouglfpatch)

Erm, well it's a bit hard to blink sometimes, because your eyesetan g

caught on the sticky b{patch)

What don’t you like about wearing the glasses...?

When they are rubbing on my ear...

2. Pain of treatment (e.g.

removal of patch,

instilling of drops)

Because when | take it off it hurtgafch)

It kept rubbing on my face and it hurt..pafch)

It feeled that when | took it off it hurted, and when | weared it, it tith

(patch)

Yeah, and they always made a red mark around mypayehy
It did, did it? Was it one of those patches that stuck on your face?
Yeah. They really burnt when they took it off cos it actually took s

hair off my eyebrow!

le

pme
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... Why don't youike wearing it? atch)

Because it hurts when | take it off

Well it starts, stings and it wears off a kt¢ps)

Er, my nose starts rubbing on both sidgagses)

On both sides of your nose. And what does that make you feel?

It just hurts

3. Ability to undertake

school work

Do you like wearing your glasses at school as well?
Yeah
Yeah, why do you like wearing them at school?

Because they're better to see stuff

Can you still see everything that you need to see wbaive got your
patch on?

Not sometimes cos it blocks one of my eyes. And say,.... | can’
writing, | can't....

So is the writing like, things in books, or like your homework, or?

My homework, any kind of writing

And when you had that patcbn, could you, you know, still se
everything that it was that you needed to see?

Yeah, when | needed to look, do nhumeracy work...

... why does it bother you?

Cause when the teacher writes on the board | can't even see. Cau

right at the lack

Is there anything that you can’t do when you've got your patch on?

I see

se | sit
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Er, well, | can't write letters right straight...

Was there anything harder to do because you had your patch on?

Writing

When you were wearing your patch, you saidni® that you wore it at

school and at home. Which was better, wearing it at school or we
it at home?

Er.. home

At home, why was it better at home rather than school?

Because at school when | am doing the work, because the ey

covered itwas harder to do things

aring

£ was

Ability to undertake
other tasks (like playing
on the computer,
colouring, playing

games, watching TV)

. Is there anything that you can’t do when you've got your patch
| can’'t play with the bricks... Because you know what, | tried | trie

make a monster but it all goes wrong

Was there anything that you couldn’t do when you had the patch o

nods head... Painting things

Why don't you like it patch)?

Because when | go on Xbox360 | always get killed

And what is it that you don’t like about thepa{ches)?
Erm, well the way that when they get pulled off and it’s because w

am playing on the Wii, | can’t concentrate very much

Is there anything that you can’t do when you've got the patch on?

Go swimming

Was there anything more difficult to do because you had the patch

Yeah, probably going on the computer and stuff... It sort of blurred

1 to

nen |

on?
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What's more difficult ® do when you've got your patch on?
Like when you try, when you try like, try to see, erm, like chairs

stuff. You can'’t see your way, when you’re not having it

You know when you've got your patch on, is there anything that
can’'t do when ya've got your patch on?

Erm, eating my dinner

and

you

5. Feeling sad or unhappy

Some people don’t mind wearing their patch. Some people are
happy about it. How do you feel about wearing it?

Erm, sad

So apart from it feeling funny on yotace, the patch on your face, hg
did it make you feel?

Unhappy

How does it make you feel when they tell you it's time to nwezur
patch?

Erm it makes me feel sad because | want to play on the compute
but | don’t want to wear my patch when | am playing on the comg

because it's hard to see

Do you feel happy or sad because you've got to wear glasses?
Happy

You feel happy.And why do you feel happy about it?

Because it makes my eyes see much farer

OK. And do you feel happy or sad about having to wear a patch?

Sad

How does that make you feel, that it's only you that wears a patch?

W

r now

uter
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Er... sad

It makes yaol feel sad. Why do you feel sad about it?

Because it,... you don't like it on your eye. When you first like,nw
you first like, when the like say you have to wear a patch, and yol
like you have to have the patch on , its fun and when youvstaring
it it's not fun

Its not fun. What's not fun about it?

Because .... because if you put an eye patch on its sticks harde

when you try to take it off it hurts

How does it make you feel having to wear the patch?

Sad, because | didn’t want to wear them at the start

Didn’t you? Why didn’t you want to wear them at the beginning?
Because | didn't know what they felt like

Oh, yeah. | can understand why you'd feel a bit sad then, yeah.

how do you feebbout them now?

Happy

Tell me what it feels like when they tblou that you have got to we
patch. How did it make you feel?

Sad

It made you feel sad. Why did it make you feel sad?

Because | didn’'t want to wear them

he

feel

r, and

And

6. Feeling cross

Yeah, and what does that feel likéa\ing dropsin)

Erm a bit, a bit cross

... what is it about them that you don't likgsatch)

I don't know, | just feel angry

So do you feel happy or do you feel sad when you've got your [

atch
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on?

| feel,.. | feel a bit... | feel a bit cross

Some of the boys and girls that I've spoken to, they've told me
sometimes they can get a bit cross with their mum or dad, or gef
upset when they get told it's time to put their patch on. Doear
feel like that?

| get grumpy

You get grumpy do you? Why do you get grumpy about it?
Because | hate... | hate putting the patch on

You hate putting the patch on? Why do you hate putting the patch

Just because it's annoying

Yeah, but with the sticky patch | get angry (SCH50)

7. Feelingworried

And what does it feel like when mummy puts the drop in?

Erm.... A little bit nervous

Now I've never had to wear a patch, so | don't know what it feels
Can you explain what's like to have to have a patch on?

It feels.....(mumbles). Disturbing

Why did you choose to wear it at homeat¢h)

Because er, | thought I might look silly at school

8. Feeling frustrated

Has anyone ever said anything nasty to you about your eyes of
glasses or anything like that?
Er, yes. Sometimes, only sometimes on certain days thatken a
little bit frustrated at school

And what's made you frustrated?
Well, maybe if they've kicked me out a game when it was, madfyl

they’re not letting me in a game or something like that, or they've

that

a bit

on?

ike.

D

peen
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nasty to me and said nasty words maybe, | get a bit frustrated then

9. Feelingstowards family

Did you and mummy used to have a fight aboutrymaich?

members (like parents P: Yeah
or siblings) I: What, every day or just some of the days?

P: Some days.

I: Just some of the days. Why was it that sometimes you didn’'t want to
have it on?

P: Because | was watching tele and other times | was just mucking arpund

I: And does yousister wear any glasses or a patch?

P: No

l: No, so it's just you....

MUM: She’s always laughing saying “oh you look funny and this...."

l: So does your sister say things about having to wear a patch?

P: Yeah

10. Being ableto play with | I Why did you want to take your patch off?
other children P: Cause, cause all the time that *$&id I'm too thick to play, when I'n
not

l: Has anyone ever said anything to you at school about wearing| your
glasses? About whether you know, you look good with them on, or
wheter that you look silly with them on or anything like that?

P: Sometimes like, sometimes when I'm playing a game and they say like
we're playing “High School Musical” or something like that, and
people, you know you're not supposed to wear glasses. Tbelile
say “oh you've got to take them glasses off and put them somewhere”

and | say “no”, so | just go away and cry

How did you feel when they said to you that you would have to

glasses? Did it bother you?
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Yes
It did. Why did it botheyou?

Quite a lot. | thought people would think | am a nerd and stuff

Is there anything that you couldn’t do when you had to have your |
on?... What couldn’t you do then?

Play with my friends

Why couldn’t you play with your friends véim you had your patch on?
Because | could see them far away. But actually they were near n
that’s why | couldn’t play with them because |,.. because then | ke

going past them

patch

ne but

pt on

11. Beinglaughed at or
bullied by other

children

No one has evaralled you any horrible names or anything?
No..... Except when *** calls me a geek
Why? Because you wear glasses?

Yeah

Has anyone ever said anything horrible or nasty to you becaus
wear glasses?

Nods head

They have?What have they said?

Specky four eyes

Do any of your friends know that you have to wear a patch?
No, | haven't told them

Why didn’t you tell them?

It was a secret

And why was it a secret? Why did you decide not to tell them?

Becaise they would just laugh at me

e you
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Table4 Category of questions in draft questionnaire

Question Category
Physical sensation of the treatment A
Pain of treatment (hurt) A
Ability to undertake wrk at school (like reading and writing) B
Ability to do other things (like playing on the computer, colouring, playing gal B
watching TV)

Feeling sad B
Feeling coss B
Feeling vorried B
Feeling frustrated B
Feelings towardfamily members C
Being able to [ay with other children A
How other children have treated you (like laughing at you, or calling you names) A
A not; a little bit; a bit; quite a bit; a lot; really

B not; a little bit; a bit; quite; really; very

C not; a little bit; a bit; quite a bit; really, very (but ordered in questiordiffty to B)
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Tableb5

Study participants for pilot of draft questionnaire

N | Sex Number of participants
Age (yrs)
5 6 7 8
Questionnaire 32| 16 male 14 8 5 4
16 female
Ranking 22 | 11 male 8 4 5 4
11 female
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Table6 Mean rank, standamviation, minimum and maximum position for each question

Question | Mean | SD Min | Max

category
My drops did not hurt me A 1.00 0.00 |1 1
My drops hurt me a little bit A 2.45 0.77 |15 |4
My drops hurt me a bit A 3.00 065 |15 |4
My drops hurt me quite a bit A 3.59 0.77 | 2 4
My drops hurt me a lot A 5.36 0.52 |45 6
My drops really hurt me A 5.59 0.43 | 4.5 6
My drops did not make me feel cross B 1.05 0.21 |1 2
My drops made me feel a little bit cross B 2.36 071 |1 4
My drops made me feel a bit cross B 2.89 0.55 | 2 3.5
My drops made me feel quite cross B 3.70 0.63 |2 4
My drops made me feel really cross B 5.55 041 |5 6
My drops made me feel very cross B 5.45 041 |5 6
My drops have not made me get upset with my famil| C 1.00 0.00 |1 1
My drops have made me get upset with my family C 2.50 0.71 | 2 4
little bit
My drops have made be get upset with my familyalj C 291 0.72 | 2 5
My drops have made me get upset with my family gq| C 3.73 0.83 |2 6
a bit
My drops have really made me get upsgh my family | C 5.20 0.70 | 3 6
My drops have made me get very upset with my fam C 5.61 043 |5 6
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Table7 Mean rank order and the difference in mean rank order between the levels

Mean rank ordel Difference

My drops didnot hurt me 1.00

1.45
My drops hurt me little bit 2.45

0.55
My drops hurt me a bit 3.00

0.59
My drops hurt meyuite a bit 3.59

1.77
My drops hurt me a lot 5.36

0.23
My dropsreally hurt me 5.59
My drops didnot make me feel cross 1.05

1.32
My drops made me feellittle bitcross 2.36

0.52
My drops made me feealbitcross 2.89

0.82
My drops made me feguite cross 3.70

1.84
My drops made me feebally cross 5.55

-0.09
My drops made me fegkry cross 5.45
My drops havenot made me get upset with my family 1.00

1.50
My drops have made me get upset with my familittle bit 2.50

0.41
My drops have made be get upset with my faraibyit 2.91

0.82
My drops have made me get upset with my familite a bit | 3.73

1.48
My drops haveeally made me get upset with my family 5.20

0.41
My drops have made me gedry upset with my family 5.61
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