Custom-Made SCOLIOSIS BRACE
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Tk = guice is meziculoasly designad to prov de cormpraagnzive intermation erc s77usIions o0 tae o7opes use, mainzenance, and
cars of U custo~ made o tic devices, At The _ondon Crohet © Corsdltercy, we are co~ o tted to deliveding exceptions

cuel ty and orecisicn ir crthotic so Jations, tailerec to ~eet the Lhigue needs of each individdas oztiznt

Car ortaotic devices ars developed with the lates? teconclogy and irnowvat ve desigr to ensdre optima fuancticnalizy, cornfort,
and suooorD, They are essertial tocls o cebakilitat or. pain recucticn, and the enbancerners of okl ty and stebi ity “cr varicus
rmedica coadizions.

This IFU {Instruction for use) is a vital rescurce for both healthcare professionals and patients, ensuring that our orthotic
devices are used safely and effectively. It is crucial to read and understand this document thoroughly before using any of our
products.

Zyadaes g to the guicelines and recomendations cutlined in this docdament, Lsers can ~ax ~ize the bere’izs of the « ortholic
cevices, ersdring a seamlass Ategration inte tae < caily lives and ~ebabkilitat or programs,

Shol d you Pave any gueries or recuice “urthes ass starce, our team of decicated professionals @ aways eva lab e to orovide
sdppoct and guicance,

[The following sactions of this docunment will include defsiled instructions and safety information specific to easch orthotic oevice

orovidead by The London Orthotic Consuitancy.
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1. Product Name/Image

CUS T OM-MADE SCOLIOSIS BRACE
Related Product Codes:

SCOLI-NY

SCOLI-NW-21

2. Manufacturer Detalls

Lo Marl ACTJRING LIMITED S Tz LOMNGON SRIHD D O SOMNSLL T AMNCY LM TED
1Eln Crascers, Kingstod Lpor |aamres, Satey. Bra anc, K12 SHL

el 020 B9/ 9389
Ernail: Infoilsndasnothotice couk

3. Device Description

CLstora-mrace. ria d orthoosaedic brace des gaed “or scoliceiz managerment. Mede o fit ezclh rdivicua s torss, it is corsracizc
Forma ighiweiaht, durgo 2 poastic with pacding “o- confort. t featu-es adjusten 2 atraps “or a secure fit anc 2asy ed usimets.

Overall Design:

| 12 CLstom-Made Scolios s Brace i@ a state-of-the-a-t arhotic device spacifically zalorec “or Zhe rmaracenert of scoliceiz,
des gied o encormaz:s the o tical regions a“fected by oo iosis, typically covering the ZForacic Jraid-k z1d lrkar (o
baclks reciors, The brace exiencs vert cely aong the spine, w ok a des g contoased to fit the Lnique curves of ko petient's
body, provid ra targezed saopors erd corractive arsssire.

Material Composition:

| 1is arace is fasricated Jdzing & Blend o m a5 thet balarce rigid
ranagenert. t cormprizes tick-grade medicel poastics known for th _ 5
clemerts of cebon fiore anc metal componaat~y for addec streagth withodt sian foaat wei
razesas car be aspled to ok intertal secticns of the brace o ~educe kit v tazior.

e scolicsis
rt ee 2ad meay incorporate
oft padd ra. fcars or ge

Custam Fitting:

bach bracs iz custorm T tted o the patien: using a comnbination of dicitzl imaging and mrancal measurernents. Th s ensures &

e Tt hat conforne o the rdwidaals spec foapinag cavvatire anc body shaps. | e castorr fitzing orccess iz vitel for the
ce's effect verass - correcting the spinal deform ty, ooy ding proper cdopors, ard ensas rg patiert comfors

e
t‘C

Adjustable Closure System:
| 1e bbrace tyo cely incluces Welo o straps or a lecing syeterr for securs closure. 2l owing for ad uszalil ty.

4. Intended Use

Inzencec for Zhe marazenert anc treazment of dicoath < scolos s inadolescents ard acults. 10 22 used as prescr bed by a
certi®sd orthotist.

5. Indications

Age and Development Stage:
Prirrar Iy recomrmended for adolescants during theis arcwh soort, as ths is w
it ray aso ke used by adalts in specific cases as acy sed by & Fealthcars pro

hie scoliceis Zencs to prog-ess apidly. Howewer,
aeaioral

Cobb Angle Measurement:

|deal for patienzs wti a Cobko ara e [a measere 0F apingl curvature) betwear 20% anc < 0% It &1 be effect we r halling or

s owing the proorass on of the spinal curve at these arales. he braces car be used outside of Zhis measuranert range. at tis
% on oA case-by-case bas s ard shoald a ways e daetermrined by vour Fezlzhcae pract ticaer.

3

Post-operative Support:
Sutabzle *or pos-cperetive stabiisat on ard sLpoct a%tes spingl surdery. as recomrmencac oy Tie surgeon o orthopasd o

spacizl st

Non-surgical Management:
a9 apticn for patients seeking a nor-surgicel approach to mangae mild to rodarate scolicsis 21d to pozeat a ly avoic the reed
“orsUraery in the fature.


mailto:info@londonorthotics.co.uk
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Symptom Alleviation:
Felps ralaviazing back par z1d impaoy ra posiure in oat ents

-k scolicsis, therelby enhancing the gaalizy of life.

Progress Monitoring:
Used a5 4 23t of ar oveszl treatrnent plar that includes recular checl-upz: 2ad imacing tests to mon —or the proaress on of
scoliseziz.

Flexibility and Mobility:
Desianed to 2l ow & certain degrag of Faxibil ty ard rnokid ity while weas rawaic is beneficial ‘o maiitaining muss 2 sorencta
anc caly acivities,

Custamisation far Unique Curves:

o aly asaeficial for patients w ol Lnigue oF atypica =o ral curves thal may not be edequate v acdessed by of -ha-shelf

o indiiidualis spo

6. Contraindications

Severe 5kin Conditions:
Pazierts with sevee s«in d seases such 2 eczema, osorizsis, or severe dernatit s in the area whae the bracs wil be worn | e
rzce may agaravate these coad tiors,

Qpen Wounds or Infections:
Preserce of open wodds, cuts, o se-oLs infect ons rea- tie apoication e-ea it a contraindicaticon. 1he kracg may i17ilbit
hzal rg ane rorgase the cis< of infecticn spreading.

Allergy to Brace Materials:
Patierts with knowor 2l ercies to materizls used in the brace, such 23 certa r zlestics, latex. o7 mea comrponsats. shodle not Jdsg
iz devvice,

Severe Respiratory Issues:
jerts with sgvere respiratcy condiziors mey find iz ciff LIt to orgath
sUDEvizicT are edvised,

ear roat gaty ftled race. Caut onard

Non-ldiopathic Scoliosis:
| 1is arace is roz sdizakble for noa-id opathbic “orms of scolicsis, sach 23 these caused by qeLromuscalas d seases, infect ons. o
“Urnours,

Severe Spinal Deformities:
Pazierts with sgvese soival de‘ormities or cavves greater than <07 (Coklb 219 23 weich typically regu re sLra cal intesvent on,

Recent Spine Surgery:
Patierts who ave recent ¥ urderaors spina sd-gesy =1ould not use the brace urtil asproved by -
imterfere with the healing process.

Neurological Impairment:
Patierts with jeLrc ocica rmpairmerts that sigrificantly af*ect sensaticn or movenert i1 ke torsc may rot o2 so takle
cend dates for th s oracs.

Cognitive ar Behavioural 1ssues:
Patierts who arg dnalzle 7o aade<tand ar corply with orace-w
coaaistert Lse,

zoing =checules or have belhavicd-al i=sues 2hat p

Severe Osteopoaorosis:
In patients wit? severe oatecpoosis, the pressare exerted by the brace may increzss tier sk of fractures.

Cardiovascular Conditions:
Carzar card ovascdle conditicons may be exacerbeted by the restrictive natae of the brace. 2at ents w h these concit ons
shcald consult theis phe

Existing Pressure Sares:
|* argssLre aores 27 present © Zhe torss area, the brace may wio =en thess sares o Rincg 1esl ra.

7. Warnings

A Risk of 5kin Irritation:
Conzinucds wee w ZholT proper ekin cece car ad to rritat on. rashes, or pressure sorgs. s ooucizl to mainza r s<in hygisie
anc caeck recularly “or any sicrs of =<in d sora

A Improper Fit:
s irproperly fitted bracs can be naffective ard mray worsen tie concit on. Ony cet fao orthotists or tra rec professicnzls
shodld acjast he bracs.
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A Over-Tightening:
bxcasgye t ghteqing of the brace caq leac to discorrfost, restr otad arsatiing, or © reLlazior protzlems. Soraps =qould 22 sneg
bt 107 ave syt

A Avoid Modifications:
Unauthor sed modi® ceticn: —o the brace car cormpromise ts effeciiveress anc wafety. Any ad usments shou d be carried oLz
by a professiora .

A Monitoring Progress:
Fegalzr fo low-Lp with hea ticare providers iz gzsent a . lgna- ra schedualed chack-Lps car gad to the progress on of the
coadition withou proper rtervertior.

A Physical Activity:
wihile weas rg tie arace. certain phys cal activ ties may 2o restricted. 2atients sholld consalz with taeir Fezlzboere provicer
alxoL s sate exe-cizes and activities.

A Heat Exposure:
Proloaged axposure to hioh terrperazures <21 de’cr t1e brace, redacing iss effect veness, Avoid leaving the brecg in Fos
aavicoamerts ke aclosed car

A\ Water Exposure:
| 1e brace shodle not be caarraced inwates, Contact wizlh wates can damaas the meaterizle ane strocture of -k brace.

A Use during Growth Spurts:
During pericds o rapic crowth, Zhe fit o t1e orace can chance qu ckly, <gaLlar ed usiments may be necessey to ensd-e
effectiveness. Soretch rmarks or the sk ace poszible with rapic crowt anc we ask patierts 21d czerts/care = To e itor

A Discontinuing Use:
aarupt dscortineat on of orace Jse
or alter 2I

cholz med cel g darce can lead to rapid orocressicn of scolicsiz, Any dec s on to stop
aring schadile sholld ke made i1 consultat onow £ a healthcarg prow der,

A Allergic Reactions:
1% ar el aercic reaction to te naterials of the brece iz suspectad such as oerzicten: redness. iteiing, or swelling, d scoatiide uze
imrediately 2ad conzalz 2 healthcareg arovide-,

A Breathing Difficulty:
| the patien: expar ences d Fficulsy breathing while weezing ke brace. they <qould semove iz 21d seek medical acy ce.
adiastrnent of alzzrat ons o ke brace may e segu rac.

8. Precautions

Proper Fitting:
ErsLre the brace s aroper v fitted by a certified orzhozist or trained professicaal.

Skin Care:
Maitzin good sk hygisae to prevent ire Zatior. Jag a thin, soft cotton shict ande tie orace ard check deiy for any s ans of
recrass, oistars, or sorgs,

Gradual Increase in Wear Time:
Start with shorze- pericds of wear ra the brace 21d aradually inc-ease to Zhe arescrioad durst on to 2l ow the body to
acclimate,

Regular Adjustments:
a5 the petient g-ows or the sheoe of e torso changes, ~eau ar adjustrieats to the race may be reces=ary. Sclhacule follow-Liz
appointrsts 3 recom mancac,

Activity Level:
Consut a aeelthcere provicer albous aoprop s ate activit &5 anc exercices wh le wearing the brace, Somre act vizies may reed to
e med fac o avoided.

Monitoring for Discomfart:
Be attertive to signs of cizcomnfort or 2ain, Whis some rit a ciscomfort is nomzl persizzant, o7 increasing pa r shodale bz
acdressed by a healthcare profazsiona .

Heat Sensitivity:
In hot waazlhar or curing pays cel activ by, Zhe arace may cedse the weaarer to fee warmar, Stay hyd-zted 21d teke breaks as
naeded.

Impact on Pasture and Balance:
Wsaring the brece caninitially affect poszure ard balarce. Ext-a cautior s edvizec curing ays cel act v ties, esoacially
Lnfem liz- envircnmerts,

T

Wl
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Emergency Remaoval:
Ko 1ow to cafely remoyve the brace i1 an errercancy. suct as difficulty reathing or severa d scomfort, Kezp the imstuctions
ACCEEEI0 &

Psychological Impact:
Bea zweae of the pozential pavelhological imaect of weesing a brace. espers aly inadolescents. SLpport from famrily, friends. and
poss Bl profess onzl coazz ling car be azaeficial.

Avoiding Prolanged Wetness:
Kagp the race dry. Prolearoed darpness can dedqzde materizls
alowe it to cry complate .

wiel, rerrove it ard

o

ne 2ed to s<in sz aes. | t1e arace gets

Check far Wear and Tear:
Feaadlz-y inspect the brace “or any cicrs of cameage, cach a2 cracks of loose parts. Coqtact the proy der for reng
replacerneants,

Is or

Communication with Healthcare Providers:
Kagp cper cornmdiicetion wizh healthcars providers renzrd ro tie oat ent's progress, challeqges, ard any coqcens wizl the

brace.

Educating the Patient:
|* the patien: s acaid eizure they Lnderszand Zhe ivporzance of wearing the brece as presos bed and how to cormmaiicete
any ssues

9. Instructions for Use

Initial Fitting:
1. | hie krace =jould o2 inizially fizzed by 2 certi®ed orthetizt or reined Feeallbcae professicnzl Ths ersires an acolrae
anc confortakle fiz 2alored to Zhe patiert’s spec “oepra camvatde,

Wearing Schedule:

1. adaere to tie arescribac wear ra achedu Aoica ly ecormmences for 18-22 Fours per day
2. Gracoally roresse wsaring tirne over ke first few davs to acclirate to ke brace.

Putting On the Brace:
1. Wiear a thin, searrless, g1d sweat-asscrosqt color shirt Lnder the brace to prozect tie <kia
Z. n Al straps anc pasizior the brece arcand the torsc,
3. Seclre the straps starting from he bottorm, moy ro upwercs, Adjust each strap so it's snus but not overly t aht.

Taking Off the Brace:
1. Loczen ard urfastzn tie straps, starsing f-om tie top 21d roving downwe s,
2. Dertly remaove te arace. be rag cereful ro to twist or 2e1d it excess wely,

Skin Care:
1. after 2rnoving the brece. check the s«in for &1y sicrs of redness, sore spots, or ir- Zatior.
2. allow the s<in to breatie for 2 shot oericd aefore rezoplying the brace.

Comfort Adjustment:
1. 1= d scomfort iz intclerao g check for proger alianrmet o tie arace. Minor sirep adjustreats ce1 ke nade for comfort.,
2. void adjusting the brece too loossly as it may comproemise it effectivenssas,

Activity While Wearing the Brace:

1. Erazge i licht 2o moederate activit 25w zrine he brace.
2. ewoid atrenucas ectivit e that meay cause brace to «qift or 2lte- its “t

Sleeping in the Brace:
1. 1= arescribec for righzzine Lse, ersure the bec 21d slegoing posit on are cormfortatzle with the brace on.
2. Use pilows for suaport if neczasary,

Follow-up Appointments:
1. Feou ar vy schedulad apoacinimrants w t Zhe qealzbce-e practitioras are cracial “or moritasr ro procress ard rmak ra
necessery adjLsimants to ke brace.

wWarning Signs to Look For:
1. Bea zware of cicrs lice incre A aain. rurnongss, of tiag g in the Zorsc or limmas, 1 tese cocur, consult w ok ohe
hzalthcare provice s immed a7e

Emergency Remaval:
1 bncssy hiows 70 235

Yorerioye tie arace i1 cess of anemergscy, sboh as difficalny breataing o sevee discomrfor.

Patient Responsibility:
1. | hie patiert [zad carecivers, if anpl cao gy shoLld be resaznzible for Lnde
recccrising what acjdstnerts e needed. 21d knowing wen to seelk acy

anding hows to aroperly uze the lra:
ice fror your healthcare practiticner,
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10. Cleaning & Maintenance

Daily Cleaning:

WD interic- and exterior surfaces of the krace daily uzing a clezn. carm clath,

Use a mid scap of a non-i tazing disinfeczant cleaner - 5 sa’e for =«<in conzact anc cornpetible with tae brace materizlz.
avs d using rarsh cierrica s, a conol-based ¢ gzqers. or ab-asive mazerials. as can carmeages e brace and ir- ats Zha skia

Drying the Brace:
after cleaning. horoLckly 2ir dry the brace away ron drect ezt socuqces such as -2d ato-s. hea
Ersire the brace s comrplete y dry before eapplying

e o dirgct sLnlicht

Padding and Straps Care:
Clec« Zhe concit on of the pacding anc strzas recularly,
|* the pacding or straps a-e worr cut or carmadged. cota

hizy =ould o
ot the manufacte

Aec with a carp clath ard mild scap.
o+ or healthcarg provider “or replacemer s,

Regular Inspection:
Inspact tie arace for 21y crac<s, arsaks
Laocs “or 5 ane of wea- and —zar. espaci

or deformrities. 22y spec a ettention w0 areas Lnder =t-ess. li<e aLckles 21d joins.
inargas thet urderac Feguert rmoverrent or adjastrnents.

Proper Storage:
Wihea roT ruse, storg t1e orace ina cool, dry place, away fom direc: sun icht anc extrerme enpe-atdes, o prevet warorg
ot meterial degradaticon.

Avoid Immersion in Water:

Do rot abmeras The bracs inweter, as th s can compzrormize the iqtearizy ©F the materials 214 the brace's sraciure.
Qdour Management:

|0 ranade cdour, consicer using
seda. avoic haay

z licht, hypoa lerasric zoray soecifica ly designead for oraces or 2 mixtde of wate-and bak ra
s scerted sprays o a lergeric suostances.

Scheduled Maintenance:
Scredadls redgular mainigngce appointmrants
coaditicon,

o the c-thot 52 or Pealthcare orovides to ersire tie arace ~2rmains © cotimal

Replacement Parts:
1% ary part o the arace 1eads repl Tert. cach g5 straos, pads,
recomrmendes o provided by the manu zciurer to rmaintain t1e

Emergency Repairs:
In case of an ere gecy repa r. consu t tie meadfacturer or hea thcare prov der mmeciate v, Do not a
ey riaht comrprormise the structoral integ-izy ©F the arace and cricinal prescr gt on.

11. Storage Conditions

Temperature Controlled Environment:
Store the scolicsis race i1 a cool ory 2 ace, away Fom extrerme ternperauras. &vyaid a-eas where the ternoag-atae may excesd
rocr terrperature sign ficant ¥, such a= 17 a car doring surnmer o7 1es- Feeting sod-ces.

Avoid Direct Sunlight:
Kegp the scolicsis race away from direct sun ight as prolongec exposure can degrade the mate-ials and affect te fit and
confort of The devw ce.

Mpisture-Free Area:
ErsLrg the storane area is fee from mo sture to preven: molld mileew
A damr i ervicerments like batirocomrs.

car materizl deg-zdaticn. Do not sore t1e acclios s

Dust-Free Environment:
Store v a ceen area to prevert dast and divt accarnalat ono Zons der using a breazhakle storage 239 or conteiner o arotect oha
scoliszis kraca.

Laid Flat or Properly Supported:
Store the scolicsis race i1 its natura =1ape. U ro? fold or hang the bracein a rmarrear thet may cause it to ceform.

Keep Away fram Chemicals and Sharp Objects:
avs d atorig tie scolicsis brace near caerrica s, salvents, or @1arp olyjecs thet codle camage tie matarialz,

Pets:
Store cut of -eac of pels to ave d accideqtal darnage or choking hazards,
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12. Disposal Instructions

U spose of 22 per loca redl atiors for medical devices,

| 1e brace shodale not be reasec by ancther patier: cug to Zhe custon fit
13. Regulatory Compliance
| 12 cevice conforms to t1e essertial reqairerments (Fart 1| of the LK MOR 2002 Arrex | _as modifed oy 2art o Schedus 24
o the U MOK 2002
Dey ces are lanel ed with J1icug icet ficat on order numrbers with 2 written presc- ption by 2 registered healthcarg practit cner.
14. Warranty Information
Please rafa- to the Warranty section of the Product [rformat on Fortzl for further iaformrazior.
| or products cortaining thivc-party componsatry suc as retal joinzs, please eqsure the suppl af Mainterance and Warrarty
sceddles 2re coverad a5 acy sed by woLr hea ticare practiticner.
15. Contact Information
| or qaeries or Mo i~formazior, please refes to "Section 2 Manufacturor Dofails”.

16. Date of Issue & Version

| Wersicn 1.0,
| Jaze o lssLe: 2025
| —ztes: <gvisio: Meay-241]




