Custom-Made CTLSO (Cervical Thoracic Lumbar
Spinal Orthosis)
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Tk = guice is meziculoasly designad to prov de compraagnsive Aformat or and instroctions on the prooer Lse, maintenarce, 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 pracisicr i ortaotic solutions, tei ored to meat the unigue needs o each irc vicLal pat ent.

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 (Instructicn for use} is a vital resource 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 o each orthobic device
orovidead by The London Orthotic Consuitancy.
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Custom-Made Cervical Thoracic Lumbar Spinal Orthosis - ) 2
IFU (Instructions for use)

1. Product Name

CUSIOM-MALE CILSO (Cervical |horacic Lurmbar Spinal Orthosis)

Related Product Codes:

2. Manufacturer Detalls

LioC Manl SCTJRING LIMITELD S THE LONDON SRIHD S SOMNSUL TANCY LML ED
1Eln Crescer:, Kingston Uazon hames, Scrrey, enclard. £ 2 642

lel: 020 2871 9589

Ernail: infoitlondanethetice ook

3. Device Description

CLstor-Mace Cevicothoreco urnbosac-al Ortaos s designed for comrprelansive spina sdopors. ncluces “eatuiregs of a | L3O,
wizh &7 acded cery cal componant for neclk sLppoot,

Qverall Design:
|1 castorn-mrace CILSS s 21 acvarced ortotic device des gred o provide support anc stek lisation for -
choracic. urnkbeas e2ad sac-zl reaicns of the spine. It typica ly exteqds from the necl, coves ro tie entive torso o

fca,
#7170 the pely s

Material Composition:

| 1is ort1osis s constrocted Jsing a corrkinat on of < gic ed flex Ble mate-ials. suct as Figh-g-ade mead cal g ast o= carkor “lke,
anc metal componerts *or structural support. 2leaas de foan or cgl czdding for cormnfor: 21d cushioning.

Custom Fitting:

Each T1LSS s tailor-rrace based on precise measuramerts 214 roulds of the patient's Rody. ensa-ing a1 exact ard
parscnelised fit, | iz custemn fitting is crucizl for opt ma ef “cacy in termrs of saopors irmmolilisat on, anc cornfar,

Cervical Support:
| 1e cery cel cormponet is specifically
mozior of the cervica sorgand mar

20 to sLppoet the neck. It may include adjustzo ¢ featlaes to cont-ol the renae of
a1 proper alianrzat,

Thoracolumbasacral Stabilisation:
| 12 brace eqcompasses e tho-as © to secra soine ~enicns. with part cuar focus on mginteining prooes aignmrent ard szalbil o,
Iz inclades elerrants like posteics anc anterics pene s, & ong with lateral supports.

Adjustable Closure System:
| el _S ica ly feeta-es Velcro straos or a simrila closure sy
body cize, swell ro. o clozhing.

“er. alowing for acjustakility —o accormodazs chanaes

4. Intended Use

Inzencee for Zhe maraceert anc treamen: of various sping cizorders. including severe scol os 5. spinal fractaqes, poss-
surdical szabil zat on. anc other coad ticas regu ring cery c2l to urnker spine ok isazior.

5. Indications

Post-operative Spinal Surgery:
|deal for Lse afzar complex cpina surgeies, =ach 25 2o ra usicn. to provids immmokilization ard supos-t during the racovery
pariod.

Multi-level Spinal Fractures:
Indizated *cr staail sation ard supoo-t in cases of u Ziole apinal fractoras. paricularly those affecting d fFerent rag cne of tie
spine, including cervicel horacic, and lunmbar areas.

Spinal Cord Injury Rehabilitation:
Sutatzle *or patierts uncerco ra reheoil Zazior for spinal cod injusiss wikhere comargheraive support i= reguied o arcrcte
haal rg anc preven: fathar iqjury.

Degenerative Spinal Conditions:
Fecommerded for conciticns like savare kyohosis. larcosis. of denera-etive disc d sease Zhat affect mu Ziole arezs of the spins.
nacassitet ra fL l spinegl supacrt.
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Neurological Disorders Affecting the Spine:
UsefLl i1 managing spinal issaes relazec to reurclogical disorders. suclh as cerelral palsy or muscalzs dystrooby . wihare
extens ve =0 g suposrt is tesded.

Congenital Spinal Deformities:
Indicated “cr coagenital deformrities that a*fect the so res 2l anmert and stakility, ~equ ring ful saiqal rac ra for correction or
suppot.

Chronic Pain Management:
aaprops ate o patierts with chronic sainal pain coad tiens werg s7anil zat on of the cer
adinpain redactior and irprove quality of life,

characic. zrd Iemibzar saie can

Preventive Care for Progressive Conditions:
Fecommerded for gz by intervertior i1 proaress ve sainal coad tions to prevert furzhber deteriorazior and argzerve ex 5719
spinal furctior.

Enhanced Pasture and Mability:
Indicated “cr coad tieas were imaroves posture anc erkanced rol ity are desiced oLzcormes. anc fal sainal sLpport can
coatr bute -0 these goa s

Respiratory Function Support:
Sutatzle *or patierts where spinal defornizies a™fect respietory furction. he bace cet adinmaintaining a more opt ma rik

cege pos Tien, therelyy assist roin better breath ro.

(AR etelgiorialal

6. Contraindications

Severe 5kin Conditions:
Patierts with acute derrratitis. eczerna, asorizsis, or sthes sevece ckin coaditions i1 2he argas where he brace
| qese cond tions may be axacerbetze by brece coqtact,

Il 2 worr.

Open Wounds or Lesions:
Preserce of open wodaads, cuts, o0 les ons w tain the brace zpplicaticon area. he brace may mpede hea ing 21d increasze the risk
of infection.

Material Allergies or Sensitivities:
Kricewen allesgies or sersitisit @2 to meterials Lsed in tie brace, sLch as certain plastics. “carrs, or mstals, Exposure col d leac to
alergic reections o sk reization.

Severe Respirataory Conditions:
Patierts with sevee respirats~y condiziors whe-e the brace may rests ot lung expeisior 21d areating, esoscially aivan the
comarghersive nature o tie O S0 brace,

Cervical Spine Conditions Requiring Mobility:
Conditiors whe-e roail 7y of tie cervical spine is crusial “or treatreat or daily furctioring. he O 250 brace lir ts neck
rroverrant significantl:

Severe Circulatary Disorders:

Circulatey cizorders in the Lpper body or limbs thet could be agaravated oy ohe presscr ad oy the brace.

Recent Surgeries:
Patierts who aave recent » urderaors surgery in the aseas to be covered by the brace, Jaless the brace s 2at of aost-surgical
Treatrieat as acy sed by & pavsic an.

Spinal Infections:
active apinal infeciiors or tubercilos s of the spite. The brace coule hinder the cregtrizt anc exacerbaze tie condit on.

Unstable Spinal Fractures:
Unstalble spina fractures that regl re surg el intesvention or othes forms of treatrant thet are imcormpatib @ w

Severe Osteoporosis:
advarced osteoporos 5 thet mrakes the saiqe 1igaly suscentio o to fractires urder pressa-e. he ricid ty o the O _50 brace
codld pose & rizk.

Cognitive Impairments Affecting Compliance:
Fazierts with cocritive irpaimerts who cannst aadesstard or cormrpl
O _50 brace recuices astient cooperatior.

with arace weaaring rsiruciiors, as effactive Jis of the

Severe Deformities Not Accommaodating Bracing:

2010 e ineffective

Severa ep ra csformit 22 chat cannct o2 accormmacated by the brace casior, w
st harnfal

tustion aind modica!

SEND OoviCo INDED O
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7. Warnings

A Risk of Skin Irritation:
Coniinuods wes w ZholT proper ckin cece car gad to rritat on. rashes, or pressure sorgs. ts crucigl to mainza r s<in hyvgiens
anc cieck recularly “or any sicrs of =<in d sz

A Improper Fit:
s improperly fitted brace can be neffective ard may worsen tie concit on, Ons
shoald acjast he brace.

et fec certhotists or tra rec professicnzls

A Over-Tightening:
Excessve t ghteqing of the brace ca1 leac to discorrfort. restr czed arsatiing, or ¢ reLlatior probzlems. Siraps sqould 22 snlg
bt 107 avesy ticht

A Avoid Modifications:
Unauthor sed nodi® ceticne 2o the brace car cornpromise t: effeciivaras: anc wafety. Any ad usments shou d be carried oLz
by arofescicaals.

A Monitoring Progress:
Faadlz fo low-Lpowith hea tizare providers i esseqtial lanoring screculed check-Lps car cad to the proaress on of the
coadition withol T proper intervention.

—zt

A Physical Activity:
wihile weas rg tie orace. certain phys cal activ ties may 2 restricted. 2atients sholld consalz with taeir Fezlzhcere provicer
alboLt cate exgrcizes and activities.

A Heat Exposure:
Proletraed exposure to hioh terrperazures cen de’crn tie brace, redacing izs effect veness, Avoid leaving the brecg in oz
eaviremerts ke aclessd car,

A Water Exposure:
|12 brace shodale not be subrnergec rowater, Conzact w1 waier can dzmane the mateqials and structure oF t1e orace.

A Use during Growth Spurts:
During pericds of rapic crowth, Zhe fit o tie arace can chance qu ckly, <zgllar ed usiments nay be necessey to ensd-e
effectiveness.

A Discontinuing Use:
sarupt dscortinat on of arace Jiew hols mead cel g darce caq lead to rapid charaes, Any cecizion to stop or alter 2he
wear ro schedu s shou d be migde nocorscltation with & healthcars provider.

A Allergic Reactions:
1% ar zlercic reacstion to the materials of the krece is suzpec
imrmediately 2ad conzall & healthcars arovide-,

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

A Breathing Difficulty:
|* the patien: expser ences d Ficulzy breathing while wee-ing ke brace. they =1ould ~ermove i a1d sgek medical acy ce. he
brzce mray need adjastrnen: for proger fiz,

8. Precautions

Proper Fitting:
ErsLre the brace s properly fitzed oy a cet fac othotist or Zrainec profess ongl & poorly fitted orace can be reffective or
CEJRS arm.

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 shorza- pericds of wear ra the brace 21d aradually increase to the arescrioad durst on to 2l ow the body to
acclimate.

Regular Adjustments:
a5 tha petient g-ows or the sheos of e torsc changes, ~eau ar adjustrieats to the brace may be receszary. Schacule follow-L
Appointriats a8 recom mencac,

Activity Level:
Consut a qeglthcee provicar albous aosprop - ate activit 22 anc exarcises wh le weaaring the brace, Somre act wizies may reed to
e mod fec o avoided.
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Menitoring for Discomfaort:
Be attertive to signs of cisconfort ar 2ain, Whie some rit a cisconfort is nomzl persiszent, o7 increasing pa r shodle be
acdressed by a healthcare profazsiona

Heat Sensitivity:
In hot weazlher or curing plyzical act vizy. the brace may cause tie weaargr to ‘ezl warmes. Stay aycrazec ard take reaks as
neadad.

Impact on Pasture and Balance:
Wizaring the brace can initially effec: posturg anc ba ance. bxtra cautior is advizec curing phyeical activizies. espec aly in
Lnz lizs envircnmerts.

Emergency Remaval:
bncse Ao To safely remove the krace i1 case o an em
ist-uctione accessit 2.

Ny, sLoh as d FRicu 7y breathing or severe disconfort, Keep tie

Avoiding Prolonged Wetness:
Kegp the race dry. Proletraed darrpness can deg-zde materizls anc gad to s«iniszaes. | t1e orace gets wel -emrove it anc
alow it to ory cormpleta .

Check for Wear and Tear:
Fegdlz-y imspect the brace “cr any cicrs of cameage, sach as cracks o loose parts. Coqtac: the prov der for reogirs or
replacermens.

Communication with Healthcare Providers:
Kegp cper cormm.Jiicetion wizh healthcarg providers renzrd ro tie 2at ent's progress, chelleqges, ard any coicens wil the

Educating the Patient:
|*the patien: 5 aciid eisure they Lnderszand ke imporzance of wearing the krece az presc bed and how to cormrmaiicete
any ssues,

oL shd T

SOD PNy Vary, SN0 SRnoiny

9. Instructions for Use

Initial Fitting:
1. | brace =qould o iqizially fizzed by 2 certi®ed orthotist or reined Fezlzhoee professicnzl Th s erscres an acclrae
anc confortatzle fio, tailored to tie oat ent's specific spinal curatLre.

Wearing Schedule:
1. adere 1o tie arescrik
2. Gracoally roreas

cowear o schedu s wvpica ly recorrmencas for 18-22 Fours per day
ring tirne over Zhe firat fevs days to acclimats to ohe brace,

Putting On the Brace:

1 Wizar a t1in. seamrlass. 21d sweat-aosc 021t color shirt Lnder the brace to prozact te <kiv,
2. - all straas and pos tien - race e-ounc the -orss.
5 Seclre the straps starting from ke bottor, oy ro upwe cs, Adjust eackh strap ao it's snug ot not ovearly taht,

Taking Off the Brace:
1. Locesen ard urfasten te straps, starting f-om e top e1d moving dowrwards.
2. Dertly remove tie arace. be rg cerefl rot to twist or 2e1d it excess waly,

Adjusting the Cervical Collar:
1. adjust the cery cal colle- so that it suppoe-ts ke 1ec< wizhoL: cals ra discornfor: o ~2strict ra breatiing.
2. Clecchat the chr and occ put Ckhack of tie qeac) are edequetely apporec,

Skin Care:
1. aftes sarmnoving the bres =cl the c<in for 2y
4. allow the s«in to breatie for 2 shot osried osfare

fredness, sore spots, or ire Zatior.
~g tle arace

Comfort Adjustment:
1. 1* d sconfort is noted, check for proger alionmant o° the aracse.
- Fins - stran adjesimrants can be mads “ar comr ot
A avoid adjLsting the brace too lcosehy as it may compromise ts offa

Activity While Wearing the Brace:
1. Erazge i licht 2o moderete activit 25wl
Z. avoid strenucas ectivit es Zhat ey cause

zzring he brace.
brace to <1ift or glta-its “t
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Sleeping in the Brace:
1. |* arescrilbec for righzzine Lse, ersure the bec 21d slegaing posit on are cormfortatzle with the brace on.
2. Use pilows for suaport if ne: ALY

Follow-up Appointments:
1. Feau ar ¥ schedulad apocinzmrants w t Zhe qeallbcare provider are coacizl for moaizoring arogress 21d making
necaessary adjLsimrents to the brace.

warning Signs to Look For:

1. Be aware of sicrs li<e incrazsed 2ain. rurnansss, or ting 99 in the zorso ar lirnos.,
2. IPthesa ccods consdls with the hea theare prov der rmrnediztaly

Emergency Remaval:
1. Know hows 70 saely remove tie arace i1 case o an ermergercy suct as difficulty breazhing or severe ciacor®s-t

Patient Responsibility:
1. | hi patiert [z

szanding how to oroperly use the lbrace.

=l

10. Cleaning & Maintenance

Daily Cleaning:
Wioe Ihe interic- and exterior surfaces of the ba
Use 3 mid scap of a non-it tazing disinfectart c g
ayvs d using tarsh clerrica s, a conol-based ¢

ily uzing a cleen. carmi clath.
“thet iz sefe for skin contact end compatib
Aers, of akresive materials, az Can camesde -

Drying the Brace:
after cleaning, horovckly 2ir dry the brace away o d rect Feat socuqces such as -2d atos, heazges. o dirgct sLnlicht,
Ersirg the brace s complete v dry before eapplying -

Padding and Straps Care:
Clec« the concit on of the pacding ang straas recularly,  hey sqould 22 ¢ gzqec with a carmp clath ard mild scap.
|* the pacding cr st-aps ae worr cut or carmeaged. coqtact the manufactorer or healthcarg provider about replacernents.

Regular Inspection:
Inspect tie arace for 21y crac<s, oreaks. or deformities. 22y spec a ettenticon w0 areas Lnder =t-ess. li<e oLckles 214 joinws.
Laocs “or 5 ans of weas and —2ar. espacizl ¥ in argas that urderac Feguert rmoverrent or adjdstrnents.

Proper Starage:
Whaea roT rLse, storg the arace ina cool, dry plecs. away frorn direct saaliahs 21d extreme termoesrazures to pre
af mieterial degradaticon.

‘ant warping

Avoid Immersion in Water:

Do rot sabmerae ke bracs inweter, as th s can compromise the integrizy ©F e materials 21d the brace's sTracture.
Qdour Management:

| o mranade cdour, consicer using & light, hyvpoa lergeric =oray
sodda. avoic heavily scerted sprays o & lergeric suastances.

=oecifica ly designed for oraces ar 2 mixtae of wate-and bak ro

Handling and Transportation:
Fancle the race with care. evoiding unnecessasy bencing or
Whea trarsporting, oratec: the brece ina 229 or casato o

Scheduled Maintenance:
Screddle regllar maintenzg1ce appointreants wizl the orzhotist o 1ealthce e provicer to evsure the brace remains i1 cplimel
coadition.

Replacement Parts:
|* ary part oF the arace 1eads replecemert. sach g: straos, pads

reco‘rrmendec o provided by the manufactorar toma rtain

or buckles, ensure £147 these are replecad w L parts
o breca’s efectiveitest and ca’oby.

Emergency Repairs:
In case of an era gecy repa r. consu £ tie meadfacturer or hea Zhcare proyv der mrmeciate v, Do not azterpt O Y reoairs as
s right comrprormise the structral integ-izy o t1e arace.
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11. Storage Conditions

Temperature Controlled Environment:
Store the O LSS 0 a cool ory ooace avwaay tom extrere terrperatures, Axoic 2reas wers te ternperatire may exceed room
arperature s ani®caathy sack 22 e ces dur ra semrrnet of near heating sources,

Avoid Direct Sunlight:
Kagpp the O _50 aweay from ciect surl oht as ars cncae exposure fan cacracs tie materials ane 2ffec: the © 2 214 com®ot of
e JILST

Moisture-Free Area:
ErsLra the stoqane area ic ree from o stre to prevent rmodle, wildew. o mazer a cecracatior. Bo 107 stoqe the OS50 00
darng envircnnerts i<e azthroorms.

Dust-Free Environment:
Store i a ceed area to prevert dast and dift accarnalat ons Cons der using a breazhakle storage 0ag or coatziner o aratect -
s

Laid Flat or Properly Supported:
Store the O LSS 10 its natural e1ape. Do rot fold or heag the O 2550 ina manner Zhat ey cause - to deforr.

Keep Away from Chemicals and Sharp Objects:
svs d atarira tie CLLSO qess charnicals, eolveats, or sheqp ok zcts thet cou d damracs tie mzterials.

Pets:
Store cut of ceac of pels to ave d accideqtal darnage or choking hazards,

thoso dobal

12. Disposal Instructions

U spose of 22 par loca regl atiors for medical devices,

| 1e brace shodale not be reasec by ancther patier: cus to the custon it
13. Regulatory Compliance
| 12 cavics conforms to t1e essertial reqairermenta (Fart 1| of the LK MOGRE 2002 Arrex | _as modifsd oy 2ars o Schedus 24
0 the U MOR 2002,
Dey ces are laoel ed with a1icus icet ficat on order numrbers with 2 written presc- ption by 2 registered healthcars prectit cner.
14. Warranty Information
Please rafa- to the Warranty section of the Product Irformat on Fortel for further rformat on.
| or products cortaining Chisc-party componsatry suc as retal joinzs, please eqsure the suppl af Meinterance and wWarrarty
sceddles 2re coverad a5 acy sed by woLr hea ticare practiticner.
15. Contact Information
| or qaeries or moe rformat on, please refer to "Section 2 Manufacturcr Dotails”

16. Date of Issue & Version

[Wersict 1.0,
[ate OF lssLa: 2025,
L_atest <avision: I ay-i]




