Custom-Made TLSO (Thoracic Lumbar Spinal
Orthosis)
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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~ rmade croaotic devices, At The _ondon Cr-het o Corsdltarcy, we are oo~ 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 detsifed instructions and safety information specific to each orthobic device

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

CUSITOM-MADE LSO (I horacic Lumbar Spinal Orthosis)
Related Product Codes:

IL5O-PP
ILSO-E1-PP

2. Manufacturer Detalls

LioC Manl SCTJRING LIMITELD S 1z LONDSK O FONC CONSU_TANTY _ Mz
1Eln Crescers, Kingstoed Lpor [amres, Sarey. BErganc, K12 SHL

el 020 8871 9389
Ernail: infoitlondanethetice ook

3. Device Description

CLstori-face | horeco umnbosacaal Orbos 5 made of ighzweiaht, durgk 2 plastic, It fectures pacded interiors, adjstes 2 27raps,
anc & Feat-rrol dakle des g1 for a aecoraizec fit. Designed to cover the tioracic. lumazs, and =acrzl argas of the spiqe.

COverall Design:
|1 castorm-rracs LSS 5 ar othot ¢ dev ce dasigrac to provide suaport ane etakilisat on to che tioracic, urmoes. 2d 2acrel
raciors of the spite. It ypica ly exterds from aade tie arms dow 2o the pe v 5. encas ra tie 2orso.

Material Composition:

|9 LSO = “zkbricated from a comrbinat on of <gic &1d szr -rig d rmatesa s, soch as qich-grade med cel @oast o ar
“Ferrroplastics, for atractaqal support. and is | red with foam or gzl pedeing for corrfart, It may relade metal re rfcrcermrants for
acdizioral spinal sLppot.

Custam Fitting:
back LSS s custorn rollded -o tae rdivicual's body, ensuring a aracize fit, 1h s custamsat onis cruc a for -he brece's
cffectiveness in irmmrobil sat on ard supoct. based on the specific spinal conciticn and anztorrsy ©F t1e pat ant.

coadition. It ofzn incluces features like posteic . antesic- anc ateral pars s for corprelansive apinal irmolks ization.

4. Intended Use

o for prow ding soival sLpport. imnokilisat on, ane correct on in cases of sping ceformit a2, aost-oparetive recs
a“fect ro tie thoracic, lumbar, and szcra reg ons.

5. Indications

Post-Qperative Support:
Sutaltzle *or patierts who jave Lndergors sppingl surgeries, such as spingl fusior, to proy de suppar: curing the healing process
anc to rnaintein sura cel correcticn.

Spinal Fractures:
Facommerded for szabilizat on =apocrt in the cesz o szable epra frecoures. particalz by cormaression fractures i1 tie thorac o
anc urmkes reciors. He pe ralanrg tie sapine anc raducing pain da- rg recovarsy,

Kyphosis Treatment:
Uged in t1e corservat ve managten st of ciplhotic cond ticns, inclucing Schaaerrmann's diseaze ard pos-oral kyvphosis, to
cotect 21d arevent furtier progressicon of abrorma sainal curvature.

Spinal Cord Injury Rehabilitation:
Can b used as ozt of a renabiitetion program for 2at ents with sainal cosd injuasies to sLpoot the =20 rain the coract
ailgnmant ard assist v mokiity 21d dai v act vities.

Degenerative Spinal Conditions:
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Indicated “or patierts with deg 2t we conditiors | ke ostenz-thritis or cizc degsaerat on, provid rg reizf by ctabiliszing I
affected area ard recucing moticn Zhat exacarbazze pain.

Postural Carrection:
Benzficizl for aat ents witlh posr posiure of postural bac < pain. gicing in the ma riensice oF prooss spinel alicrren: 21d
recucing 2Train on the bac musclas,

Muscular Support:
Feacommerded fos concitizns like muscular dystraphy of ofier nedromruscu ar disorders a%fect ra tie spine. wiere acditiora
sUppoct s recestary to maintain ar Lptigat posture.

Pain Management:
Uzed in t1e matagermraent of chroric back pa roralated to variols capinal conditions oy providing < aoport a1d off ozd ra prassore
Form affectad spinzl secmrants,

Congenital Spinal Anomalies:

Sutakle “or certain congeliza o ra 2aomaies thet affzct tie thoesas ©oard lonbar -egicns, v
ailgnmrant arg 1esdad.

Fo SUPDRONT anc correct ve

ftheare profossions! considor

6. Contraindications

Upper Thoracic or Cervical Spine Conditions:
|7 LSO brece i= not desianed to saoport he Jaopser tho-as © or cery cal ~eqicns of -
“hese zreas may redu re a cifferert tyoe of race.

sprine. 2etiznts with cordiziors affecting

Severe Respiratory Conditions:
Paierts wi i condiziors, sLch as advancee cieaic cbhsir
mray experience urthes breazhing d £ cuties with tie orace, as it restriczs the exparsion of the

ERMaI S Nelgt
Dracic redgior,

t1mia,

Skin Infections at Application Site:
| 12 preserce of active skin infecticn:, oper wourds, or severe de-metitis 2t t1e site wiereg te orace is to 22 applec 5 a3
coatreindicatior, as the brace car eaaravate these cord tiors.

Allergies to Brace Materials:
Patierts with krow allergies to any materials Lsed in the brace, such as cetain 2last cs.
ce. t'eimacteat to verify mateial corrpatioll ty kefoe fiting.,

cars, of metals, should 107 Lse his

Severe Sensory or Neurological Impairments:
Patierts with seve-e sersaoy ceficits or nedroloaizal ivipa rrments in the orsoe recior may not e cditasle for LSS race Lse, 3¢
may net be gk ¢ to perce ve ciscarm®ort or par causad by the race.

Compromised Circulation in the Torso:
Patierts with concitions Zhat sicrificancly comrp-omize oloace circulat onin the orso mray e azr sk of furtaer ¢ rollazory is=aes
due to e cormpressive qatde of the brace.

Uncontrolled Osteaparosis:
Seyerg osTeoporosis, esoecially rothe spingl eqicn. car be a contraindicetion due to te increased ris< of freciures Jaader Zhe
pressure of Zhe bracs,

Severe Spinal Deformities:
In cases of severs spingl deformities that arg bevoad te correct ve capaciy
wpes of support may ke ecommended.

LSS brace, alterrative sreatmsats or d ferens

Post-Surgical Patients Without Clearance:
Patierts who ave recent ¥ urderaors spina =Ja-gey =aould not use the | 50 brace un ess they have been soecifica ly clearas

‘o its use by their 1ealzbcare provicer.

fanouid Go

LI A e o 4

7. Warnings

A Risk of 5kin Irritation:
ConIinuods was oL proper kit cegrqe car ead to rritat on. rashes, or pressure =ores. t's c-ucigl to mainza r s<in hygiens
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.

A Qver-Tightening:
Excess ve t ahteqing of the brace can leac to discorrfort. restr coed arsatqing, or ¢ rolatior problems. Sraps sqould 22 sneg
ket 107 ovesy ikt
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A Avoid Modifications:
Unauthot sed mracificatiors to ke bra
by a professiora .

an cormpromrize its effectiveness ard safety. Ay adjustrerts sqoule ba catize ot

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 withol T proper intervention.

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:
Proletged exposure to high terrperazures cen de’c - tie brace, redacing izs effect veness, Avoid lesving the brace in Foz
svirermerts ke a closed 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 arace can chance qu okl <zgllar ed usiments nay be necessey to ensd-e
affectivenass.

A Discontinuing Use:
sarupt dscortineat on of orace Jsew hoLT mec
wadar ro schedu s shou d e mzde nocorscltation

| gL darce e lead to rapid cranaes, &7y decisior —o s1op o alter the
z healthcarg provider.

A Allergic Reactions:
1% ar zlercic reacstion to the materials of the krece is suzpec
imrediately evd consalz & healthcarg arovide

sch as cersistent redness, itering, or swelling, d scoqtinde uze

A Breathing Difficulty:
| the patien: expar ences d Fficuly breathing while waesing ke brece. they =1ould ~ermove i e2ad seek medical acy ce. ha
brzoe rray need adjastrmens for proper fiz,

[

o= ala el

fo LS0rs,

8. Precautions

Proper Fitting:
Ersure the brace s arcper v fitted by g certified orzhozist or trained professicaal.

Skin Care:
Maitzin good sk he A to preventire catior. Jae a thing soft cotton shitt andes tie arace anc ciec< daly for a1y sicrs of

recrass, oisters, or corgs,

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:
Zonsu twizh 2 haalthe
-0 o rocified or gvei

provider abolt epproprigte aolivities 21d exer:

<o g wearig the brace, Some activit 2= may need

Monitoring for Discomfaort:
Be attertive to signs of ciscomnfort ar 2ain, Whie some rit a ciscomfort is nomzl persiszent, o7 increasing pa r shodle be
acdressed by a healthcarsg profazsiona .

Heat Sensitivity:
In hot waazlhar or curing plwzical act vizy, the brece may causs tie waarar 1o ‘ezl warmes Stay ayvoerazec ard taks breaks as
naeded.

Impact on Pasture and Balance:
Wsaring the brace cen affect pos-urg ard Lalarce initially, Ext-a caotior i edvized daing payvsical act vities, espec aly in
Lnfem liz- envircnmerts,

Emergency Remaval:
Koy 10w o =3 2move the kracs i1 case o an emrg
istucticne accessib 2.

Avoiding Prolanged Wetness:
[ the race dry. Proletraed darrpness can deg-ede materizls anc e2d to s<inissaes. |7 tie arace gets wel, ~amrove it ard
alow it to cry complate w.
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Check for Wear and Tear:
Fagdlz-y inapect the brace “or any cicrs of cameage, cach a2 cracks of loose parts, Coqtact the proy der for reagirs or
replacerneants,

Communication with Healthcare Providers:
o cper cormrndaicetion with healthcars providers rederd ra tie oat ent's progress. chelleages, ard any coqcens with the

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

SoAen o gn bo

9. Instructions for Use

Initial Fitting:
1. | hi brace shoale be intizly “thed by a ca-t fiec orthat s7 o trained qea tacare profess onal. 1Fis e7sures ar zccurete
anc confortatzle fio, tailored to tie oat ent's specific spinal curatLre.

Wearing Schedule:
1. adaere to tie arescribac wear ra achedu 2 wpica ly ecormrmencee 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, seamrless, g1d sweat-asscroeat cotzor shirt Lnder the brace to prozect t1e ki,
2. Dpen all straps anc positior the brace arcaad 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. Locsen ard urfastzn tie straps, starzing from tie top 2d noving dowreee s,
2. Dertly remove te arace. e ra cereful roT to twist or 221d it excess wely,

Skin Care:
1. after 2rnoving the brece. check the c«in for 27y sicrs of redness, sore spots, or ir- Zatior.
2. allow the s«in to reatie for 2 shot oericd 2efore reapaly ra tie arace.

Comfort Adjustment:
1. 1= d scomfort iz intclereo ¢ check for proger alionrment ©F tie arace.
2. Minz- strao adjusImrents can be made or comort.
5. avoid adjLsting the brece too lsossly, a it mray compromise the effectiverass.

Activity While Wearing the Brace:

1. Erazge i licht 2o nodergte activit 22wl zring he brace.
2. ewoid atrenucas ectivit e that ey cause ke brace to =1ift or glte-its “t

Sleeping in the Brace:
1. |* arescribae for righzzine Lse, ersure the bee 214 sles
2. Use pilows for suaport if ne:

19 posit onoare comfortakle with the lore

LAY,

Follow-up Appointments:
1. Feou ar vy schedulad apocinimrants w ta The qeallboceare provider are coacizl for moaizoring arogress g9 makiag
necassary adjLsimrents to the brace.

wWarning Signs to Look For:
1. Bea av i lize inct
hzalthcare prosics s irmm e

Adin. rurnoaness, of g g in the corso or limas, 1 tiese cocur, cosult vzl

Emergency Removal:
1. Knoe hows 70 =aely remoye te arace i1 cese 0F an emerge1cy, sktoh as difficualzy reatiing o seves discomfor.
Patient Responsibility:
1. | he patiert Jzad carecivers, if anpl ceo )
recccriszing whea acjustriaate arg reeded. z29d <ow Ko

shoLld Be resacnsible for Lnderszanding hosw to aroperly use the lbra:
vher Zo cesk mad cal advice.

10. Cleaning & Maintenance

Daily Cleaning:
Wioe e interic- and exterior surfaces of -he brece daily Ls ra a clean. damrp c ok,
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-2 27d compatik <
can cameadgs the brece and ire Zate tha skin,

“that iz safe for skin conta
or abrasive mazerials. as -

ge a mid scap of a non-itr tazing disis
avod using 1arsh crerrica s, a conol-lase

Drying the Brace:
after cleaning. horoLclly 2ir dry che braocg away Fom :l ract ozt souqces such as ~2d atass. heatz-e o dirgct sunliclt,
EraLra the brace s comrplete v dry bafore ~eapl

Padding and Straps Care:
Clacs cha concit on of the pacding anc =trzos recularly.  hey =1ould o2 o
|* the pacding ar st-aps ase worr cut or cameaged. coqtact the manufacter

zec with 3 camp clath ard mild soa.
v or healthcars provider about replacernents.

Regular Inspection:
Inspact tie arace for 21y crac<:, araaks, of deformities. 22y spec a ettention o areas Lnder =tess. lice aLckles 214 joints
Loce “or 5 ans of weas and —zer. espacizl v in arzas thet urderac Feguert rmoverrent or adjdstrments.

Proper Storage:
Wha roT rLse, storg tie arace ina cool, dry place. away from direc: caqlighs 21d extreme termosrazures to o
ar nieterial degradaticon.

Rt wsaring

Avoid Immersion in Water:
Doorot cabmerge The bracs inweter, as th s can compromize the iqntearizy o tie naterials 21d the brace's soracture.

Cdour Management:
|omranzge odour, cansicar using 2 liht hyvpoa lergeric caray eoacifica ly designad for araces or 2 mixtu-e of wates and bal o
socda, avoic haavily scerted sprays o & lergeric suastances.

Handling and Transportation:
Fancle the brace with care. evaiding unnecessasy bencing or
Protect tie brace in & bag or caze 1o prevent camads wien tranf_omt ng.

Scheduled Maintenance:
Scaeddle regllar maintzng1ce aspointrerts with the o-that 52 or Fzelthcare arovides to ersirs t1e arace ~ermain: r eoatimal
coadition.

Replacement Parts:
|¥ ary part oF tie arace qeads replecemert. sack 23 strans, pads, or buckles, ensure tiat these are replaced w b parts
recorrmendec o provided by the manufactirar to ma rtain ohe brace’s effectivetess and =a%ety.

Emergency Repairs:
of an erergency repar. consu t tie meaafacturar or hea thoare prov der mrmeciate v Do not &
J right comrpromise the stroctoral integsizy of tie arace.

st DY reoairs as

11. Storage Conditions

Temperature Controlled Enviranment:
Store the L3001 a cool. cry o ace, Y rom extrermne termnperatures. Avcid areas where the temoe-ata e may excesd oom
erperature s ani®ceathy. sach @3 ne ces dur ra semrrmsr or near heating sources,

_1.

Avoid Direct Sunlight:
Kegp the | LD away frorm direc: saalighs 23 prolongec exposire o211 degrade the mate-ials and affect Zhe fit anc comnfort of
he LSO

Mpisture-Free Area:
ErsLrg the storane area is fee from mo sture to preven: mcdale, nildew. o7 maera cg
darng envircnmerts i<e asthrooms.

acatior. s 107 store the 1L50 00

Dust-Free Environment:
Store i1 a ceen area to prevert dust and dirt accarnalat on. Cons der using a breazlhakle storage 23y or conteiner o aratecs
LSO

Laid Flat or Properly Supported:
g | L300 its natural =1ape. Uo ro: fold or hanag the | LS

Store - D a marrsr thet may cease it to ceform.

Keep Away fram Chemicals and Sharp Objects:
svsdatorig tie [L30 naar clerricals, 5o werts, or sharo obkjacis thet cou d damrace tie meterials.

Pets:
Store cut of -eac of pes to avo 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

Plaase rafar to the Warranty secion of the Product [rformat on Fortzl for further informrazior.

| 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 gueries or ma-einformazior, please refe- to "Section 2 Manufacturcr Dotails”

16. Date of Issue & Version

| Wersicn 1.0,
[2ae o lssLe 2025,
[ —atest <avizicn: May-241)




