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CONTACT DETALLS,

stuny
COORDINATORS:

Laura Jeferson

[ ]

ARRC Building
YorkY010 50D

take
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andLiaio
(PALS)
RaD]

et the

Mobi

Youwil nesdtotellus i you sre happy
for s to fext you vis your mobike
number f you have one. This would
only be used to nform you of when o
expect s questionnare.

textmessages

Wil my GP be informed?

W your pemsion, we wil inform
your famiy doctor that you re taking
port in the wel Agsin wih your

| pemsion, ¥ we have sifioukies
contacing you we would ke o ssk
your famiy doctor sbout whether & 5

| |appropriate to contact you and for your
Sarees

Expenses and payments

it you take pert n thestudy, we wil
feimburse you foryour ime and tavel
Expanszs wnen attending ine 52 wek
£na 5 year folow up ppainiments
| s Wit e £40 at 52 weeks and 80
85 years You wil sko receie e
Pounds when we ssk you to complete
Eauestionnse st 26 weeks. In
Sadtion, when complting the
Questionnare st 22 west youil b
Entered into a prize draw to win an
Pad worth £500 Whenyou aitend the
s pital sppointment st 52 weeks and
5 yasrs you wil sko be entered nto
frize draws o win an Pad worh £500.

Wihat il happen to data that are
collected about me?

Vour data il b2 held n = s2cure place
in the co.ortinaing sents in Universty
of Yot o st an atmatne ssous off.
sie facity. All data wil be held for &
minimum of 20 years. Paper data wil
b2 deposed of secursly and shctonic
dsta wil be snonymous of Henifisble
informaton. Data. on your Xays and
CT scans wi b= neld sscursly at The
University Hospiab of Leiosster NHS
Tust Your data st tmes may 5o
loaked stby autharked parsons on the
researcn t2am or authorsed peopl
o eneck that the study & beng
caried out comecll. Al wil have &
duty of confdentisley to you 5 &
resesrch partcpant and we wil o our
best to mest tn duty. We wil emove
S names sna oner ienttying
nformation befors the asta are
ansises and tne resuls presenies to
the medical community st conferences
and n scentis pumsk

Can 1 find out the results ofthe study?

After 52 weeks and e years we wil ako
ask i you would ke {0 know the resulls of
ine tial when they become svalisble.

What happens if something goes.
wrong?

s study only includes testents hat you
would receive  nomaly. The clnidans
resting you wil take svery oppartunty to
reduce rsk. If something were 1 go wrong,
they wil offe the best possible soluion 1o
resaie i If you have & concer about any.
aspect of ths study. you shouk spesk fo us
2o contact detsis can be found on the
efIf you are harmad by taking par i this
study, there sre no spacis! compensation
anangemenis_ I you are harmed due 1o
someons negligence, then you may have.
grounds forkegal scion but you may have
o pay for 1. Regaraless of t1s, ¥ you Weh
1o complain, or have any concems sbout
any aspect of the way you have been
Spprosched o rested during e sourse of
1 study, the nomal National Heath
Senice complaints mechansm & svaisble
1o you.

Wiho has reviewsd this study?

Before sny research goss shead t s ooked
ot by an independent group of peopk.
calkd o Ressarch Einics Commilss, 15
protect your marests. Thi study nas baen
reviwed snd gien favourable opinin by
Deby Reseach Etnis  Commitiee
(13EM0154)  In sdaion,  patent
rapresenistves, who have nad tns inkry or
have sn undesstanding of £, have provided
st fesdback on what we sre doing and
aout i eafit

Viho s organisig and funding this
resecarch?

The study & funded by the Natins!
Instiie for Heshth Resesran Heshn
Technology Assassment programme. The
sponsor & the Unversty Hospisk of
Lecaster 1S Trust, Tl management &
By the University of Yok Trls Uni. The
ntenviews sre beng undtaken by the
Universiy of Notlinghem. This study has
reckwed andorsemen: fom the Eten

Socisy for Surgery of the Hand.

None of the surgeons involved wil recsive
payments for tne¥ mvalvement n the study
The hosptals receive paymens for eniering
2 patiant ino the study snd for colcting
follow-up data but these only coverthe cost
10 the hosptal for helping wih (s sty
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Wewoull lke to nvite you o tske pertin  researon study.

Before you decide, s important for you to understand why ths
research & being done and what & would nvale for you

Plasse take time toread the folowing information csreully snd dcuss
with othes ¥ you weh

sk us Fthere s anything that & not clesr or f you would ke more
information

Take time to decide whether or notyou wish to sk par

Tk youfo resding this information.

[INSERTLOCAL HOSPITAL
TRUST LOGO HERE]
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2 why am I being asked to take part?

You have been invied to antar this tudy becauss you have & brask (Factur) n the midde of the.
Scaphoid bons i your it Your sugecn fesk that you need reatment but doss ot know f an
‘operation woul have just as good a resul 35 fou ddn' have surgery snd instead your wist was
placed n o laster cast for 6 0 10 weeks

300 I have to take part?

No. It for you to decide. Even you infially decide to take par snd sign the consent form, you sre
e to windraw at any fime, wihout Gving 8 esson. Whether of not you choose to ake partwilnot
Sffect the standard of care you recEe.

4 uhat are the sitematives to taking part?

1f you choose not 1o tske part then your surgeon wil iscuss with you the options svaiile for your
rastment. It s possible hat your surgeon may sdvie you 1o have surgery. Whatever you decde
‘sBout tsking par in the study & il not affect the standard of care you receive.

5 wwhat il happen to me i | take part?

Aftr signing the consent form, whih you wil keep & copy of, you wil be asked s fau futher
‘questions. You wil have had the X 12y routnely aken at the hospial o confimyou have & Frecture
5 ihe urit. For the purposs of the tudy. NONEYE" you may be 85K o have further Xoray views.
203 wil ask you to have s Computed Tomography (CT) scen. Thi & fo slow for 3 more detalied
Sssaszment of your racture. You wil then find out wheiher you have been slbcsted f2 surgery o
plester cast reatment.Inths study there & an eausl (or 50:50) chance of being sllocsted to recsive
Sitner matment

You wil then receive the sllocsted procedures delered wit the same standard of care that you
woulk receie i you were not in the study. Thus, f you are alocated to surgery, your operation wil
b carmied out by &n orhopsedic surgeon experienced i tiesting st fiaciures. Your surgeon wil
‘sdvise about the best care of your wist afer your operation. T for exarmple, may nvahe using &
Splint or cast o restict movement in your wist or he ist few weeks after surgery. Your surgeon
Wil 35 give you advice about when and how {0 start hand and wist exercses.

1f you are sllocsted t plastercast rastment, i il e applied and usualy remain i placs for & to
10 wesk depending on how well ine bons & hsing when f & xamined. Once the cast &
removed, your surgaon wil advie about Sxarckes for ine writ. I, upon Sxamination at 6 or 12
weks, your surgeon does not iink that your bone & hesling suffientl in a cast, then furher X.
Fays andlor & CT scan may be routinely requested {0 help your surgeon decide sbout the need for
sn operaton to fix the bone i place. T can happen 1o sround 1 n 10 patients snd & nommal
raciie for when the bons doss not helwhen Fested n & plaster st

1f you tske par n ths study, we wil ask you 1o attend some follow-up appointments atthe hospital
5nd to complete some short questionnares. We. wil o collect data fom ine hospitsl

FOLLOW UP APPOINTVENTS

At the hospial sppoinimens, your bone
hesling wil be sssessed by messuring
your hand and it funciion and taking
aays

1t s nomal praci 10 have & folow-up
‘sppointment after & and 12 weeks o
sssess bone healing, regardless. of
Whether you are included in 6 s1udy.

To sssess sny longeriem sffects. e
Wil sk you 1o stiend addiionl folow.
Up sppointments st 52 weeks and 5
years, We wil abo undertake sddiional
Xaays st these times, and 2 CT scan st
52 waats snd & years

“CUESTIONNAIRES

The questionnsres ar2 ko very imporant 55
they Wil ssk you to tel us how your njry &
sffecting your daiy fe.

+Tnese should ot tske longer than fiteen
minutes 1o complete and wil be posted 10 you
Sterc, 12, 26, 52 wesks and & year

Yo can ask a fiend orrelative to hep you wih
tnase.

A pre-paid envelope wil b ncuded.

The informstion you gie il be tested =5
‘confidentisland orly used for the sl
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6 Interview sub-study

We would sk ke to inenview a few of you who
sgres 1o take part i th study. The reason for
the ntenviews © for us 1o explore and improve
our undestanding of pstiens”sittudes tousrds
5nd sxperiences ofine beatments inatare being
compared in s study. It wil abo help us o
oo sbout your experknces of taking part I &
research study. The intenviews would last sround
20 hour and il tske plsce wihin six wesks of
your inry and around 52 wesks. The ineniews
Wil deslly be done face-to-face but & my be
more practcal to do some of the inteniews by
tekephone. The interviews wil be recorded Wi
Jour permision and oe kept confisnil You
an opt out of taking part n he intenvews, but
St tske partin the main study.

7 what will happen if | don't vant to carry on
with the stucy?

You are free to wihdrew flom the study at any
time. Vou do not have o give a reason for .
Wiaraving wil not sffect your future care or
rights in sny way. It for you t0 tellus. However,
you do decide 1o do this then we wil know not to
Zontact you in future. It i happens, you shoukd
1ol us whether you would prefer that we didnt
contact the  hospial for any futher dsts and
whether you would Ik your coniact detal o b
Gektea from e records. Al the otner data
‘oollected for you up to the fime of your wdrawal
rom the study wil be kept

8 What are the possible benefits of taking part?

Because we donotknow whst restment 5, better
Jou might not bensft fom taking pan. We
beleve, however, s study has skeady
increased awsrensss of ijuries such 85 yours,
and recogntion of the nes for good qualty care
If enough people take part in i study. the
information we get should help o ensure that
people wih these injures have the best
estment n the future.

TOSPITAL INFORIATION

iniisly, tne wil be what vestment you
received in hospital for your Factre and
Whether you have any complations.

“We wil sko sk for the records of the
hospial to be checked sfer 6, 12, 52
wesks and 5 years

+The hospisl wil sbo send us information
sbout your hand and wret function rom
folow-up sppaintments

+We wil 3o receive copies of the Xseys

and T scams so mat we can
independenty_assess how well your
Facture nas hesied over tme.

Ty r——

Whie the selection of restment (surgery or plster
cast) & eft to chance. you wil receie the same
standard of care ss you wouk normally. The surgeon
‘and other people proviing your care are experienced
in the festrens provided. There are no new

Allsurgery invokes exira ks, such ss nfection, 50
 very mportant that you consider whether you wouki
be prepared fo have sugery. You shoud sko
conskder though that surgery mey mean that your
recovery s faster and may ghe you betier wist
funciion. In 1 1n 10 cases, ragardies of whether you
ke part n ths study. you sre vested wih a plaster
cast you may nesd surgery s a Ister date f your st
bone doss not heal The plster cast estment,
however, can prevent the naed for you fo have sn
operation snd the extr rks involred

1fyoureceive an aperaton, you wil isualy begiven &
‘general anassihetic Alhough general snsesthesia &
Very safe wih modem tachniques, there are st very
smal fsks involed. You mey experience nauses.
Vomiing andlor deziness. These sre reduced wih
modem drugs. It & important that you tell the
research team. medis! staff and ansestnatit sbout
‘sny medical problers you have. There & 3k a small
chance of developing & wound infection. The exact
ek & not known but most resoke wih antbiots.
Occssionaly. the metal srew mey need to be
removed. This wil invole another operation. Again
the exact sk of ths happening & notknown. You can
be assured though that your surgeon wil ise devices
with which they are famiier

It important 1o reslie that here are abo rks and
problems for non-operative reatment using & plaster
cast I you don't have surgery. # mey take onger for
you to recover and you wil need {o have your st i
= cast for & 10 10 wesks. You may develop artrts in
Jour wt f the bons doss not hesl fuly. If thi
ocours, an operation mey_ sometimes help. But
because £ & not & resh facture and other damage
mey have occured, the surgery involved & usually
more complex.

For botn operative and non-operative estment,
Some problems take a whie to develop. Thi & why.
e wil 52k you to retum for & folln-up appoitmEnt
‘and complete a furher questionnake afer 5 years

Finaly taking partin ti study means that n order to
‘assess, in detail. the healing of your bone n he wrt
and_wheiner arthts. develops, you may possily
requie further Xieys and wil requie 1o have an
sdtional CT scen st the start of the study and
‘sdditional Xsays and CT scan st 52 weeks snd 5
jears. We are all exposed to natusl background
diaton every dy of our Ives fom the sun, he food
we eat, and the ground. The exva radiation you wil
receive from taking par in ths study s squivalent to
Ghree wests  of matusl badiground radaton





