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Patient Information Sheet
Background information

W ew ould liketoinviteyou totakepartinaresearchstudy investigatingtw odifferentw aysoftreatinga
brokenhip.Beforeyou decidew hethertotakepartinthetrialw ew ouldliketoexplainw hy theresearch
isbeingdoneand w hatitw ould involveforyou.O neofourteam w illgothroughthesheetw ithyou and
answ erany questionsyou have.

T he type ofhip fracture you have sustained isbesttreated w ith apartialhip replacem ent(also called a

hem i-arthroplasty).T hehem i-arthroplasty im plantisinserted into thethigh boneand replacesthe ‘ball’

partofthe‘ball-and-socket’ hipjoint.T he‘socket’ part isnotreplaced.

What is the purpose of this trial?

T hisisastudy thatcom parestw otypesofhipreplacem ent(hem i-arthroplasty),and w illtellusifthereis

any difference in patients’ quality oflife w hen theirhip fracture istreated w ith one oftw o com m on

operations.T he inform ation gained w illhelp patientsand theirdoctorsm ake m ore inform ed decisions

aboutthebesttypeoftreatm entforthisinjury.

Why have I been invited to take part?

You havebeen invited totakepartinthistrialbecauseyou haveabrokenhipthatw illbetreated w ith a

hiphem i-arthroplasty.P atientsw iththesam etypeofinjury inseveralN HS hospitalsarebeinginvited to

takepart.

What is the difference between the hip implants?

Both treatm entsinvolve placing an im plantinto the top ofthe thigh bone to replace the ballofthe hip

joint.T here are tw o w aysto fix the hip hem i-arthroplasty to the bone – eitherw ith orw ithout ‘bone

cem ent’.At the m om ent the treatm ent used

in m ost hospitalsisthe cem ented im plant,

w hich usesbone cem ent to hold the im plant

in place.How ever,som e hospitalsin the U K

and abroad only use uncem ented im plants

that have aspecialrough surface coating to

helptheim plantattachtoyourthighboneand

therefore doesn’t require bone cem ent. At

present,it isnot clear w hich treatm ent is

betterforpatientsin term sofhow w ellthe

im plant perform s. T he diagram on the next

page w ill give you an idea of w hat each

im plantlookslike.

The World Hip Trauma Evaluation Five– Main Study
A randomised controlled trial comparing contemporary uncemented hemiarthroplasty with standard-

of-care cemented hemiarthroplasty for the treatment of displaced intracapsular hip fractures.
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Which treatment will I be given?

Independently ofthe trialaconsultantorthopaedicsurgeon hasdecided thatyourtype ofinjury w ould

be besttreated w ith apartialhip replacem ent(hip hem i-arthroplasty).Ifyou decide to take partin the

study acom puter w illassign you to be treated w ith either acem ented or uncem ented hip hem i-

arthroplasty.You w illhavethesam echanceofreceivingeithertreatm ent,butatthisstageofthetrialw e

are not able to tellyou w hich ofthe tw o treatm entsyou w illreceive.T hisisdone so that w e don’t

influence youropinionsaboutyourtreatm ent.How ever,ifyou w ould like to know then w e can tellyou

attheend ofthetrial.

What will happen if I decide to take part?

Ifyou decideyou w ouldliketobeinvolvedintheresearchstudy,you w illbeaskedtosignaconsentform ,

afterw hichw ew illaskyou tofilloutaquestionnaire.T hequestionnairew illaskyou abouthow w ellyou

w ereabletoperform certainday-to-day activitiesbeforeyourinjury occurred.T hequestionsshouldtake

about 5 m inutesto com plete.You w illthen receive yourallocated surgery,according to standard N HS

guidelines.T hroughoutthe study you w illbe treated in the usualw ay.T he only additionalcom m itm ent

w easkisthatyou filloutthesam eshortquestionnairetotellusaboutyourrecoveryat1,4 and12 m onths

afteryoursurgery.You can answ erthe questionsoverthe phone and ifw e are unable to reach you on

thephone,w e w illsend you the questionnaireby postorelectronically.Ifw e areunableto contactyou

afterm ultiple attem pts,w e w illuse the alternate contactdetailsyou have given us,and askyourGP to

confirm yourcontactdetails.Anonym ised copiesofsectionsofyourm edicalnotesthatare relevantto

thisresearch,suchasoperationnotes,bloodpressurem easurem entsroutinely takenduringsurgery,and

dischargesum m aries,w illbesenttothetrialofficeattheU niversity ofO xford.

T hisstudy islinked to aw iderstudy (called the W orld Hip T raum aEvaluation – W HiT E)to m easure the

recovery ofpatientsw ithallofthedifferenttypesofbrokenhipathospitalsacrosstheU K.W ew ouldlike

yourperm issiontousetheinform ationcollectedforthisstudy aspartofthisw iderproject.T heinclusion

ofyourdatain ourw iderstudy iscom pletely optionaland,should you choose notto do so,thisw illnot

affectyourparticipationinthisstudy.Ifyou w ouldlikefurtherinform ationonthew iderstudy,pleaseask

theresearchteam w how illbehappy toprovidethis.

Do I have to take part?

N o,itisentirely yourdecisionw hetheryou choosetotakepartornot.Ifyou agreetotakepartnow you

are stillfree to w ithdraw at any tim e and w ithout giving areason.A decision not to take part orto

w ithdraw laterw illnotaffectthestandardofcareyou receive.

What are the possible disadvantages and risks of taking part?

Any operation forabroken hip carriessom e risks. T he risksofsurgery w ith both im plantsinclude:

bleeding,infection,furtherfracture,dislocation,leg length discrepancy,blood clots,dam age to nerves

and blood vessels,and therisksassociated w iththeanaesthetic.T heserisksarethesam easforpatients

w hoarenotpartofthisresearchproject.T herearealsouncom m onrisksassociatedw itheachtypeofhip

replacem ent.Inasm allnum berofcases,patientshavingacem entedreplacem entcanhaveareactionto

thebonecem ent,and inasm allnum berofuncem ented replacem entstherem ay beanextensionofthe

fracture during surgery.Ifeitherevent w ere to occur,the anaesthetist and surgeon w ould continue

treatm entaspernorm alpractice.
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You w illhave routine X -raystaken ofyourhip before and afterthe operation,to evaluate the hip

replacem ent. T he dose ofradiation you w illreceive isequivalent to around 3.6 m onthsofnorm al

backgroundradiationand isthesam epatientsw hohaveeitherhipreplacem entoperation.

What are the possible benefits of taking part?

T hereisnospecificadvantagetoyou from takingpartinthetrial.How ever,theinform ationw egetfrom

thistrialw illhelpustodecidew hichtreatm entisbestforpatientsw iththistypeofinjury.

What happens when the research trial ends?

Afteryou havecom pletedyourfinalquestionnaire(about12 m onthsafteryourinjury)thenyou w illhave

com pletedyourinvolvem entinthetrial.Ifyou arehavingm edicalproblem sduringorafterthetrialthen

yourclinicalcare team w illarrange foryou to have an appointm ent w ith an appropriate specialist to

continueyourcare.

What happens to the information?

Yourpersonaldetailsw illbeheldbytheresearchteam atU niversityofO xford.W ew illrem oveanydetails

that w ould identify you personally (such asyournam e,date ofbirth,etc.)from youransw ersto our

questionsand noindividualresultsw illbepublished.

W em ay sharelim itedpersonalinform ation(e.g.yourN HS num ber,sex,dateofbirthandpostcode)w ith

appropriateorganisations(including,butnotlim ited to,N HS Digital,O fficeofN ationalS tatistics,Clinical

P racticeR esearchDatalink)inordertolinkyourstudydatatospecificrecordsrelatedtotheresearchheld

in otherdatabases.W ew illusetherecordsfrom thesedatabasesto getinform ation aboutm ortality,as

partofthem ainoutcom eofthestudy,tofindoutaboutotherm edicalconditionssothatw ecantakethis

intoaccountw henanalysingtheresultsofthestudy,andtolookatN HS resourceuse.W eplantocom pare

the resultsofourstudy w ith othernationaland internationalhip fracture studies.W e w illalso share

inform ation w ith the N ationalHip FractureDatabase.Allinform ation thatiscollected duringthecourse

oftheresearchw illbeusedandstoredinaccordancew iththem ostuptodatedataprotectionlegislation.

What happens to my personal data?

Any datafrom w hichyou canbeidentified,suchasyournam e,gender,dateofbirth,ordataconcerning

yourhealth,isknow n aspersonaldata.T he U niversity ofO xford,assponsor,isthe datacontroller.T his

m eansthat w e,asU niversity ofO xford researchers,are responsible forlooking afteryourinform ation

andusingitproperly.W ew illusethem inim um personally-identifiableinform ationpossible.W ew illkeep

identifiable inform ation about you for 12 m onthsafter the study hasfinished. W e w illstore the

anonym ised research dataand any research docum entsw ith personalinform ation,such asconsent

form s,securely atthe U niversity ofO xford foram inim um of10 yearsafterthe end ofthe study.Your

rightstoaccess,change,orm oveyourpersonalinform ationm ay belim ited,asw eneed tom anageyour

inform ationinspecificw aysinorderfortheresearchtobereliableand accurate.

Yourpersonaldataw illonly be used asw e explained itin thisinform ation sheet,and research isatask

thatw eperform inthepublicinterest. Ifyou areconcernedabouthow yourpersonaldataisbeingused,

pleasecontactthestudy team usingthecontactdetailsattheendofthisinform ationsheet.
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W ith yourconsentw ew illnotify yourGP and otherdoctorsw ho m ay treatyou,butw ho arenotpartof

thistrial,thatyou aretakingpart.W hentheresultsofthestudy arereported orpublished,itw illnotbe

possibletoidentify theindividualsw hohavetakenpartinany w ay.

What will happen to the results of the research trial?

Duringthecourseofthetrialw ew illpublishthefindingsinm edicaljournalsandatconferences.You w ill

not be identified in any reportsorpublicationsresulting from the trial.Ifyou w ould like acopy ofthe

publishedresults,pleaseaskm em beroftheresearchteam oryoursurgeon.Copiesofpatientnew sletters

w illbeavailableintheorthopaedicw ardsofparticipatinghospitals.

What if new information becomes available?

Ifthereisim portantnew inform ationaboutthetreatm entsbeingstudiedthentheresearchteam w illtell

you aboutitand discussw ithyou w hetheryou w anttocontinueinthestudy.Ifyou decidetow ithdraw ,

w e w illencourageyou to discussyourcontinued carew ith yourdoctor.Ifyou continuein thestudy you

m ay beasked signanupdated consentform .

Who is organising and funding this trial?

T hestudy isbeingorganised by P rofessorM attCosta(theChiefInvestigator)attheU niversity ofO xford

(the S ponsor).T hisstudy isfunded by the N ationalInstitute forHealth R esearch’sR esearch forP atient

Benefitprogram m e(referenceP B-P G-0215-36043).

Who has reviewed this trial?

T histrialhasbeenreview edbytheW alesR esearchEthicsCom m ittee5andw asgivenethicalapprovalon

22 N ovem ber2017w ithreferencenum ber17-W A-0383.

What happens if I have concerns?

T heU niversity ofO xfordhasappropriateinsuranceinplaceintheunlikelyeventthatyou sufferany harm

asadirect consequence ofyourparticipation in thistrial.N HS indem nity coversyou forthe clinical

treatm entw ithw hichyou areprovided.

Ifyou haveconcernsaboutany aspectofthisstudy,you should contactP rofessorM attCostaw hoisthe

overalllead ofthistrialon01865 223114 orm atthew .costa@ ndorm s.ox.ac.uk.You m ay alsocontactthe

U niversity of O xford ClinicalT rialsand R esearch Governance (CT R G) office on 01865 616480 or

ctrg@ adm in.ox.ac.uk.

Contacts

If,atany tim e,you w ould likefurtherinform ationaboutthisresearchprojectyou m ay contactyourlocal

researchlead(specialistnurse)[researchernam e]on[telephone]or[em ail],or[nam e](thetrialm anager

basedatT heU niversity ofO xford)on[telephone],orw hite5@ ndorm s.ox.ac.uk.

ForindependentadvicecontacttheP AL S service(P atientAdviceL iaison S ervice)on [telephone].P AL S is

aconfidentialN HS servicethatcanprovideyou w ithsupportforany com plaintsorqueriesyou m ay have

regarding the care you receive asan N HS patient.How ever,P AL S cannot provide specificinform ation

aboutthisresearchtrial.


