Custom-Made PECTUS BRACE (Pectus Carinatum &
Rib Flaring Brace)

CONTENTS
1. PROOUCT MAME / IMAGE
2. WAL JFACTIRER ZETA LS
3. CEYICE SEZTRIFTION
4, NTENDEDUSE
5. mzisaTions
G, CONTRAINDICAT G
7. T INGE
8. PRECALT GRE

9. NETIUCTIS NS FOR JSE
10, CLEAMINS & MAINTENARCE
M. sor

12, Cisposal NG RLOTIONG

SIZITION S

13, REGLLATORY COMPLIANCE

RRARTY FCGRMAT 5N

15, CoNTACT INFORMATICN

1G. DATE CF 1S81U= 8 ws

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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IFU (Instructions for use)

:LOC

1. Product Name

CUSTOM-MALE PECIUS ERACE (Pectus Carinatum & Rib | laring Brace)
Related Product Codes:

PECI-DCC-PA 2
PECI-DiCC2-Pa 2

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 8871 9389
Ernail: infoitlondanethetice ook

3. Device Description

mecica -arade meterials with adjiustalple orgssure 22ds anc straos for a comrfoteo g alorec 5
Custom Fitting:

bach brace iz zalored o the rdivicLa's measuremrents, 21s0ring 2 jprec se
Erotucing sterrurm anc r ke,

Materials:
Zonstrus
comainatior of rigd and “lexiolg e emerts that arovide ozl strenath gqd comrfot,

Pressure Pads:
Eou poed w1 acjdstalzle pressae oacs | rec with soft. s<in-
cptimeal aressorg on the chest wa lowhic is esseqtial for effective cor-ection.

Adjustakility:
| eatLres a versatile strazo sveten that alle:
che ostient arows or their cordition mprs

Ergonomic Design:

discomrfot It s <l e1cuah to b word discrestly Lnder cloth rg.

Breathability:

Safety Features:
o mrimse tae cisk o slkororization.
Compliance Indicators:

Some modeals ray inclade comaiance ind cetors, whiclk helo track how often anc how ong the race s worr,
“reatrizat monitoring.

CLstor-Mace brece des gred “o the correcticn ©F pectus car raturm (oiaeon chazty anc rik flaring. Made of ightweiaht,

tzhat opt mises the coreclive pressu-e cn te

from high-qaality. ightweiaoht neterials Zhat are durable ard des aqed “o- rnecica Lse. he lace

zncly naterial. |hese pacs arg sTraecica ly o aced w0 exert

for fine-turing of pressare gvels and esures tie brace remains ef eciive

|12 brace's des an follows ke razural coqtours of the body, ensa- ra maxirurn cortact ard effectivensas while minirising

Incoporates orgatlalzle “zbr s anc padding o ~educe 1eat and o sturg ou [, ersuring comrfo-t durirs exteqded wear,

Inc udes guick-release mreackanisms for easy rernoyval in case of d scornfor: o emergecy. | e mateqials ased are hypzoa leraenic

5 made U o 4

v
L

aid rain

4. Intended Use

Inzencec for non-surgical corection of pectus caringtur ard rib fla-ing. provicing extenzl pressure to flatter
stenura arddor rios,

e protrLcing

5. Indications

Pectus Carinatum (Pigeon Chest):
wiers the caest defarmrity s flexible e1d can ag resapec with exteral pressors,

Adolescent Growth Spurts:

Figh sy recornmendeaed Sor use daring adalesce xher raoid
resashsiva to lbrac ra. Su takle for pre- ~s ard tesqagers
skeleza growth occos.

pica ly between the 2ges of "0 anc ™/, whetie

Ideal for patients w b1 prot-ucing steraa ard rios, cheacias stic of pactus carinatan. Parzicularly effectiveiv s

row Il solrts ooour, as the caest wel s more Mzl 2akls anc

mMEjority of
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IFU (Instructions for use)

Rib Flaring:
Indicated *cr patierts with ik lar rg. often accormpeaty ra pectls car natLm or 2ectus Excavetun, waers t1e lowes 7ibs
protuce oLtward. Effective i1 mrinimising the wisual and stroctura mrpact of rik flaring.

Post-Surgical Support:
Can e used as a post-cpe-etive suppor: meckhan s afzer surg cel correction of ches? wall defor ties to rmaintain tie surg cal
sutcomes.

Non-Surgical Candidates:
a9 opticn for oztis =0 2 not cend dates for surdery due o medical rezsons or persoral preference. Bensficizl for those
seck rg a 1or-ivvasive treatrieat rezhod.

Symptom Management:
Felps el aviating phyeical discormfort and resp razory issLes gsseciatec with cscus carinatan anc rio flaring.

Psychasocial Considerations:
Fecommerded for patients experiencing peycioscecial imoacts, such as sg f-corsc cusziess or <oc a cizcomfort. cug to the
appearzice 0° tieir chast,

Preventive Use:
In-garly dizoncsec cases, tle arace can arave

nt the progreszict o tie deformity, esoecially waen startec et & younge ace.
Compliance-Dependent Treatment:

Sutalbzle for patierts who arg akle ard wlling to edhee to a strict wearing
dependent ¢ consistent 21d arclonged use.

chedile, az te efect veress of the krace is high ¥

Customisation Regquirement:
Indicated “cr patierts who ~eguirg a cusorm sed fit due
brgces.

LD

6. Contraindications

Severe Respirataory Conditions:
Patierts with i
cxacerbate argating cifficult 2<.

22 of condit ons that comaram se laag furctior shoale nat ase t1e arace. az it may

Open Chest Wounds or Recent Surgery:
|92 brace s contraind cated o indiv dus
surgery urti Sully "ealad. as it can iqterfs

o coer wourds on tie clhest or those wilkho qave recent v undergors chast
fAth the healing process.

Skin Infections or Severe Dermatological Canditions:
Patierts with act ve s<in infect ons. cevers eczema, paorias 5. o otier sigrificant s<in d sarcaers in tie ares wiers the brace wil
ba wiorn 2ould avoic using the brace urti these concit ons are rezolve

=l

Severe Spinal Deformities:

Indivicua s with = o gaival deformizies. suct as acvarced scalios s or kvpaosis, may rot benef t Fomn the arace ard could
experierce iMcreasac dizconfort or waorsering of their cancit an. In these ¢ rourstances it i= recormrmendec Zhat you ses g
acy e frorm wour Fealthcare arcwvider.

Allergies to Brace Materials:
Patierts with krow allergies to any of the mratesials Jsze r the brace, sack 23 certain plestics, fozms, or matzls. e1ould not Jae
“he arace.

Cardiovascular Complications:
| 108 IR underly ra carciovesou ar condit ons that codle be
avoid its use.

sareveted by the exzernal o

cualre exertze [y tie arace =qould

Rigid or Non-Flexible Pectus Carinatum:
| 1e lbrace s less efect we for ind vicuals with <igic or ron-* exiale secius carinatarn. w
exterra pressdoe.

hast wall does not rezacad to

Cognitive ar Behavioural Challenges:
Fazierts, esaccially childran who arg uralkle to oaderstand ar comp
behavioural chalences, ney 1ot be suiteo 2 cancidates for th s treatm

sith the brace-wea - ro schedale dusg to coan tive or
znt.

Osteoporosis or Bone Fragility:
In cases of catecasoseis o7 o
anc shoale e avoided.

concit ons leacing to bors fracil ty. -k

arace Mgt pose a ris< of fractures or cther injuries

Uncantrolled Asthma:
| or patierts with aacontro led asthonz, the coqstrict on caused by the brace may trid
“unct an.

- asthira attac < o wossen “espiretory
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IFU (Instructions for use)

Circulatory Impairments:
|* there arg any < roclazory imoairmants in the Lpper body, 2|

SONE ZOND 35 3 O

7. Warnings

A Risk of 5kin Irritation or Damage:
Proloaned contec: o excosiive prass e may
ke arace for ary sigas of camage.

zzd to s«in rritaticn. bruising. or pressurs soves, Hegdlasly rspect the c<in Lnder

A Improper Adjustment:
Incotect edustrnent of the brace car lead to radecuazz covrectior of the ches:
T's crucial Zhat adjustrrents are mace by & Trained profess onal or Lnder their

caforrmity or can even waorser ke conditicn.
gLidace

A Over-Tightening:
ligatering the race excess vely can cauze cizconfort, restrict breathing, or mpair ciccalaticn. Brsure the arace is snug iz nst

A Discomfort or Pain:
| the patien: expar ences sign ficant d scomfors o pain wh le wearing the brace, they shol d rerrove it ard seele ady ce o a
haalthcare arafessicaal. 2a - meay incicate irmproper fit or Loe,

A Interference with Physmal Activities:
| e brace may resrict f coivities, Fatierts shoale ba acvised abolz the limitaticns gad aveid 2
ke harnfal whle wearing

vities thaz colld

A Avoiding Modifications:
nauthor sed nodif ceticne 2o the brace e streqaly d scouraged as chey car comrpromise t: efectivetess anc cafety. All
acjastrerts e1ould os e 2d out by & cuaified professiora

A Monitoring for Respiratory Issues:
Patierts, esoscially those with pre-sxisting reso razory cond tiens, shou d ke mon ored for 21y oreazlhing cifficlltizs
e arace,

2n Jaing

A Impact on Posture and Movement:
Lang-zgrruze of the brace may affect oostu-e 2d movernen: patzerns, Beadlzar fol ow-Lpz anc physical therzoy may o2
necatsary to edoress thess issugs,

A Compliance with Treatment Plan:
| ailLre to wear he arace according o tie praccribed cchedile can leac to sLboptira resulte, 2at ents shou d be warred abous
e importance of edheserce 2o tae treatrmens plar.

A Heat and Mpisture Accumulation:
| 1e brace car cause Feat anc moisture accurdletion, parsicalzrly i warm clirnatzs or during ahyaical activity, wh ch can lead o
sk~ ssues,

A Check far Allergic Reactions:
Moritces for any alergic reacticns to tie arace materials. Sians oF an alle-cic react on include oezistert redness, itching. o~
ing.

A Emergency Situations:
Patierts 21d cares vers =qould o2 irstracted cn 10w 20 ~ernove the brace cuickly in case of a1 emeraersy, saclh 23 severg
discomrfot or difficulty bresth ra.

A Growth and Size Adjustments:
In growing adslescets, -egu ar adjustrsats may be qesded to 2coommodate growt anc ersLre T1e orace remains effective
anc cornforzable.

8. Precautions

Regular 5kin Checks:
| requertly inspect the s«in u1der the arace for 21y signs ©F ~edaesz. rriteticn. or sores. [Pz is cracial to pravent =kin dzrmage
anc eqsure the brace s aging tolerated we |

Correct Fit and Alignment:
ErsLre the brace s arcpsa
discorrfot or ham.

fectivensss ard cedse

fitted anc 2l aned 2ach t e it is won. Incor-ect acsit oning can red.acs
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Gradual Increase In Wear Time:
Gredually increaze the da-aticn of race wear 1o al ow Zhe kody to acapt. Starting with sharter 2sizds anc progess vely
increazing to tie argescrioed durat cn qelos imiprove telerance 21d compzl ance.

Breathing and Comfort:
Morites kreahing ard owvera | cormfars wihile wear ra tie orace. If therg are d £icu Zies in argatqing o severe discorm®ort. the
brzce should e adjusted or removed.

Activity Level Adjustment:
Be cauzicds with physica zo:
e mod fec o avoided.

vities, especizlly ZFose that involve ending o tw s7ing of the torso. Sorme activit 22 may need o

Hydration and Overheating:
Ercourade recular hydrat on, gzoec & ly inhoet weathes or curing physical activity, as the brace car inorezse body ternos-atae
anc gezd to cveheating,

wWearing Schedule Adherence:
adhee to tie argscrioed wearing =chadlLle as closely e poszible for cptirnal resals. rregalar use cen sigrificartly cinriza zhe
brace’s effact verass.

Regular Follow-Up Appaintments:
Kegp reau ar agozciniments w 1 he qea thcase provider for brace ad Lstrrents and 2o mionitcs pragress. Ths s eszential fo- the
succass of Zhe treatrmaat.

Avoiding Direct Sunlight and Heat:
avsd expesing the brace to d rect sunicht or qich
recuce ite off cacy

e etu-es for exiencec pes oos. at £1is 21 deform the materials 214d

Donning and Doffing Care:
Be careful whea patt ra on (deaqingy ard taking off {co®fing) the brace to zawoid inury. | ollow the proyv dec raracticas for
safe ardlra.

Awareness of Body Changes:
Be awere of 21y chances i1 body chape, size. of esponse to tie orace, Orowil o weighs claraes may recuire brace
acjlstmerts.

Emergency Removal Knowledge:
Ersurg thet the ozt ent and cereaivers krow Pow to remrove the brace guickly and sefely i1 cese 0 an emre-cgncy. sLoh as
severa pa r o difficalty i1 reathino

Mental Health Consideration:
Morites tie asvohelaa cal imppact o wearing the race, especizl v i1 acolescents, Supportive courselling or therapy may be
beneficizl to edoress any lpooy image or self-estesrn issLes.

Lptam el il atasatcTaly alay

CISLION WAL Roaliinogro

9. Instructions for Use

Initial Fitting:
1 Ihe brace sqould o2 imizially fizzed by & trained orzhocist or hea tacarg professiona . knsd-e chat £ 95 2109y but
comfortel v with pressure d soributed acoss tha o rence o the caest

wWearing Schedule:
1. Start with wearing the brace for shot aesiads. gradually increas ra tig duraticn as reconimaaded oy yvous tealzbcee
oy der,
ically, the arace is won for o
fectiveess.

-3 houss each day. evertaally rezching ua to 20-22 Fours for opt rmal

Putting an the Brace:
1. Wiear a thin, soft cotton alirt uncerneatlh ke brace to arotect yoLr s<in.
2. Dpen all streas or fasteritgs of tie arace.
A Place the brace aga rstyour chast, ersuring tis cert-el ard the aressu-e peds arg correct v alicrad with tha
protruding arzas.
. SecLre the straps snugly oLt not too t aht . The brace 2qould fesl fiqr ol not cause azin or difficolty breathiag.

Adjusting the Brace:
1. | clow tae instractiors provided ow wolr orthotist for adjasting the prassure.
- adjuztraizats should be made gradaaly anc never aorupt v
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IFU (Instructions for use)

Monitoring for Discomfart:
1. check for any sigs of cizcorr “ort, pain. o~ d “ficu 7y in brezthing. Ary of these s ans ind cate Zhat the brace

Daily Skin Care:
1. Inspect woLr ckin dziy “or ary signs of edness, U s ro o s0res.

Z. saply g ron-ir tant arrier crearn ©aecsisary.

Physical Activity:
1. Erazge i licht 2o noederate o
2. avold activ ties that invahee

sica 2cTivit es w2 wearing the brace.
impact or v sk of inury to tae chact,

Removing the Brace:
1. Loczen ard urfasten tie straps cargfally.
2. Dertly remove tie arace “romr your chest
5. Pararm get & soretcies or posturg exercices 2%tes -2moving the brace of ac advised by yodr aezlthoae provicar,

Cleaning the Skin and Brace:
1. Clean your s<in da ere the brace mrakes cortact.
2. 1 olow tie clean ro instro ot ons for the brecs to ma rtain Fyaizae ard “unct onality.

Follow-up Appointments:
1. atterd reqular follew-L aspointnents for professional adjustrmeats a1d to moritar the proargss of vour treatnert,

Knowing When to Stop Using the Brace:
1. Cortinle Ls ra tie orace as directed woUb hea ticars proy der.
2. D scoatineatior will oyo caly deperd on the progress mace and ke d scet on of yvour othot s2

Emergency Protocol:
1 ko hiow 7o remove the brace cuickly in case of 21 2nercency, such as sevess ait o diff oo ty inooreath ro

LS00 SETIY

g the host

10. Cleaning & Maintenance

Daily Cleaning:

Wiog The interics and exterior surfaces of the race daily uzing a clezq. camp clath.
Use 3 mid scap of a non-icr tating disinfeczant cleaner hat s sa%e for =<in conzact anc cormpeatible
ayvs d using qarsh cierrica s, a conol-based ¢ ezers. or ab-asive mazerials. as Can carmsge -

with t1e brace materiz
2 brecg and ir- zate the skia.

Drying the Brace:
aftar cleaning, choroo s 2t dry the brece away o dract Peet souqces such as ~ad ato-=. heazg-=. o direct sLnlicht.
Ersirg the lbrace s complete y dry before eapplying -

Padding and Straps Care:

Clec« che concit on of the pacding anc straas recularly.  hey shodle be cleaned witl & damrpz < oth 21d mi d scep.

|* the pacding ar straps= a-e worr cut or carmeadged. contact your healthcare provider “or acvice o potential replacernens anc
20 I,

Regular Inspection:
Inspect tie arace for 21y crac<s, reaks, or deformities. Pay spaecial a2zeqt on to areas aader stress, | ke ackles and joiqts.
Laocs “or 5 ans of weas and —2ar. espacizl ¥ in argas that urderac Feguert rmoverrent or adjdstrnents.

Avoid Immersion in Water:
Dot =abmerge ke brace inweter, as th s can comprormize the iqtearizy o te materials 21d the brace's soracture.

Qdour Management:
| o mranade cdour, consicer using & light, hyvpoa lergeric =oray oacifica ly designed for araces or & mixtde of wates and alk o
socda. avoic heavily scentad sp-ays or gl arcan ¢ substarces.

Handling and Transpaortation:
Fancle the brace with care. avsiding unnecessasy Dencing or Twi
Whaa trarsporting, oratec: the brgce in a 229 or case to arg
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Scheduled Maintenance:
Scaedals regilar maintenz1ce appointreants wizl the orzhotist o7 1ealthce e provicer to evsure the brace remainz i1 cplimezl
coadition.

Replacement Parts:
|%ary part oF the arace 1eads replecemert. caclh 25 straos. pads, or buckles, ensure taz these
recorrmendec o provided by the manufactirar o maintzin the brace's

arg replaced w it parts
fectivensss ard safety.

Emergency Repairs:
In case of an eregecy repa . consu t tie meadfacturer of hea thcare prow der irmmediztely. Do rot atterrpt O repa rs 23
ey riaht comrprormise the structoral integ-izy ©F te orace.

11. Storage Conditions

Temperature Controlled Environment:
Store the pectus b i1 acacl doy place, away from extreme temosratares, Avo d areas whese the —zrmperature may excesc
rocr terrperatire sign fizant w. suck a2 19 a car doring surnmer o7 1es- Feeting sod-ces.

Avoid Direct Sunlight:
Kezp the pectus brace away o direct sunighs 22 proloraed exposure can degrade the rateials and affect t1e fit and
comfort of ke pectus brace

Moisture-Free Area:
EraLre the stoqane erea ic ree from o sture to preven: molld. milcew, or materizl deg-zdatiocn. Do nat store tie pectus brace
i1 darmp envircnmerts i<e aathrooms.

Dust-Free Environment:
Store i1 a ceen area to prevert dast and dirt accarnalat ons Cons der using a breatlhakle storage 2ag or coateiner o arotect the
pectLs bracs

Laid Flat or Properly Supported:
Store e brace i1 ite natural eaape. Uo rot fold or hang the pectus brace i a rnannes that mray cause it to ceform.

Keep Away from Chemicals and Sharp Objects:
svs d atorig tie pectus brace near chermicals, :owverts, or shara oljec:

s that cou d damracse tie nesterials.

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

12. Disposal Instructions

L spose of e per loca redl atiors for medical devices,

| 12 brace shodle not e reasec by ancther patier: cus to Zhe custon fit,

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 preso- ption by 2 registered healthcars prectit cner.

14. Warranty Information

Flease refe- to the Warranty seczion of the Product Irfarmat on Fortzl for further rformat on.

| or products cortaining thice-party compongatry suca as mretal joinza, please eqaure the suppl r Mainterance and Warrarty
scaaeddles e covered as acy sad by voLr hea ticare practiticner,
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15. Contact Information

| or qaeries or moe rformat on, pleaze refer to "Section 2 Manufacturcr Dotails”

16. Date of Issue & Version

[Wersica 1.0,
l2ame of lasle: 2025,
| _ztes: Sgvisicn: May-241]




