Custom-Made CRO (Cranial Remoulding 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~ made o tic devices, At The _ondon Crohet © Corsdltercy, we are co~ o 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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1. Product Name/Image

CUS | OM-MADE CRO (CRANIAL REMOULDING ORITHOSIS)

Related Product Codes:

2. Manufacturer Detalls
Lo parl AC1TJRING LIMITED S THE LOMDON SRTHO D SOMSULTANTY LIME ED
1Eln Crescer:, Kingston Uazan hames, Sorrey, Enclard. £ 2 642

lel: 020 881 9325
Ernail: infodlsndosnothetics couk

3. Device Description

CLstori-mrace cran a remoulding as et cesignad to reet and corqect infart cranial deformizies. kach ortiosis 5 orecice v
‘zaricated Jzing the lazzst v 20 2ce11ing anc print ra technology - ensaqe a perfect © - taillorze to tie a1igae conzoLrs of 2ha
ifant's Fead

Material Composition:
o d from & rracica -grade, ligatweigat polyrrar that s both curakle 21d flex Ble, arovicing 2a%e 21d efact ve crarial
coTior.  heinterics iz lined wta a soft. “oar lining ZRat caskicas the iqfant's Fead. eqsuring corrfart during exteqded wear.

Custom Fit:

Lzilising o giza scans of tie infzat's head, the cathasiz i custor maou ded 2o address spec Fo cranial deformizies, inclucing
plea ocepaaly, brechyocaplhay. 21d sceohoceplha sy, 11is persangl zed aparcech &l ows for tasceted corection ane optirnal
growth,

Ventilation System:
Inzecrazec vent laticn Fo e are straten cely plecec throuchol s the orchasis to promrote a rflow anc reduce heat builcup.
saUring Theinfart remeins comnfortakle anc coo .

Closure System:
| eatLras a sU-printed aorap ‘o secLre closing of the othosiz,

Ease of Use:
Desianed w ol Lol rfants anc carccivars in mine, the othosis is easy to pat onoard remrove, with a secLre © osure sye
preverts aco denza removel oy the infart.

Hygienic and Skin-friendly:
| 1@ materizls usad arg ayvpoallearaen < s<in frierd y, 2oxic-"rez washao & heat mou dakle, redaciag the rizsk of <kin irritaticn. | he
‘oarn lin rg cen ke easiy clegted o maintzin vaiers.

4. Intended Use

Inzencec for ke treatmrent oF posit anel cranial defornities. inclad ra plagiocephealy (flat head sydrome), brechyogoha y short
hiead syadramey, and scapocephaly (nars Aesd synoromer tsuzec riafants agec 1-249 ronzhs daong the critical oecicad
of sku | g-owth, to achieve opt mal head sheoe correction.

5. Indications

Plagiocephaly (Flat Head Syndrome):

Indicated *cr ifanzs showing Lnilztera Slatteqing of -l
haad. | 1is coad tied ofter ccours inin“eats wao corsi
praferaroe,

sl weric ray razal: from proloraed pressure onore area of ohe
zntly rest thei- qeads in the carrs posit on due 2o nited nobility

Brachycephaly:

Sutatzle *orivfanzs w it a d sproporticiate v w de heac cus to exiended pericds 0F sLzine pos Zioning Clying o1 £1e 2zck),
leading to “latteqing across tie azck of the slull.

Scaphocephaly:

Facommerded for infar s with an eloraatec head sheoe, ofen sger nprematire i1fants who ave sper: extencac pe- sos in


mailto:info@londonorthotics.co.uk
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neoraza rtens ye carg J1its, waers tie heac may grow prefacsertizly in a longitudinal directicn dae to pos tieing,

Post-operative Cranial Shape Management:
dlised fo lowing craliceynostos s aurgesy (a conditior ryolving the premature fus on of orz or mose crarizl sutaqes to guide

e skull into a noere noomzl shape as it arows,

Torticollis-Related Cranial Asymmetry:
Indicated “or i1fans witt coageaital musculzr zorzicoll 50 a concit an that limits neck movernen: 214 lzads to preferential Faad
positicning, whick car result incran al asyrarmatry,

Fach pationt's suitabifity for the dovice should bo cvaluafod by a hoalthcare profossional, considoring the individual's
spocific modical condition, lifostyle, and ovorall froatmoent goals

6. Contraindications

Craniosynostosis:
|12 crthaosiz is coatreincicazed for nfzate diagnocec with craniosyrostesiz. 2 cond Zien cheractesized ov the prerratoreg fus on
of one of more cranial sctires. | Ris cond tion yoica ly seqdirgs surgica  rterverticon be*cre cranial rernould ra cz be carried

Sut, a5 t1e sthosis ceaaot corect the suture fus on

Open 5kin Lesions or Severe Dermatitis:
In*z1ts with cosa wourds. ekin lesions. or severs darmatitis on the scalo sholld 20t Lse he arthos s a1t | Shese cordiziors have
Uy hea gc to prevert exacerkaticr or infectior.

Severe Neurological Conditions:
In“zte witl severg teLrs ocica condiziors thet a’fect Fead shapg or arowth may roz be suitakle cend dates fo-cran a
rerculding othoses due to tie spec f o negds and coqsideations of their condition.

Respiratory Compromise:
|12 erthosiz should not 22 Lsed ininfanis with respiator,
cran a orthosis, as iz mey inefers with wentiletion or exacs

srapromize or corditiors that codld be exaceroated by wearing &
Floate pre-exizting cond tieas,

Qver the Recommended Age Limit:
| 12 effeciiveness 0F tie ortiosis sicrificartly cecreazes after I ag 0718 rranths due 2o the neturzl closure of cranizl sutaes,
| terefore, it iz confreincicazed for s in clee infarts wheare cranizl sLiure clozdeis i<e v to have becur.

Severe Hypotonia or Hypertonia:
In“zts I severg rmascle tore d scerceqe, either Pyoastonia {ow muscle —oner o Pype-tania thiah muscle toae) may not be
su talzle o tie ortiosis cug to the potential imioact cn fit. cornfors, and safety.

Allergic Reactions to Qrthosis Materials:
In“zte witlh known alle~digs to the materizls used in the corsraction of ke orthos s, sLch as cestein 9 ast os or foar cadeina,
shodld avo d use to argvent allera ¢ eactions.

Inadequate Supervision for Compliance:
| 1e crzlhosis reqaires corsiszent ard supery sed Jse to ersure safety anc effectiveness. |7 s contra rdicatec s Zuatiors whe-e

aceqLate supsrvision ance corm larce with the weaing screddle carro: be auzartesd.

7. Warnings

A Risk of Skin Irritation or Breakdown:

Continuous pressure or friction from the orthosis may cause skin irritation. redness, or breakdown. It is crucial to regularhy
inspect the infant’s skin for any signs of distress and to ensure proper hygiene and care where the orthosis makes contact
with the skin.

A Praper Supervision Required:

Constant supervision and regular adjustments by a trained professional are required to ensure the orthosis does not
become too tight as the infant grows. | ailure to adjust the orthosis properly can lead to inadequate correction or
discomfort.

A Avoid Unsupervised Prelonged Use:
| he orthosis should not be worn by the infant for prolonged periods without regular checks for fit and comfort.

A Ensure Correct Placement:
Incorrect placemeant or fitting of the orthosis can lead to ineffective treatment or exacerbate cranial asyrmmetries. | ollow
the healthcare provider's instructions meticulously for placing and fitting the orthosis.

A Monitoring far Growth and Development:
Regular monitoring of the infant’'s cranial growth and development is essential to assess the effectiveness of the orthosis
and to make timely adjustments. Delay in adjustments can hinder progress or result in negative cutcormnes.

A Heat Exposure:
Avoid exposing the orthosis to excessive heat, such as from direct sunlight or heaters, as this can cause the rmaterials to
warp or degrade, potentially altering its effectiveness.
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A Handling and Storage:
Handle the orthosis with care to prevent damage. Improper handling or storage can deform the orthosis, affecting its fit
and function.

A Use as Directed:

| he orthasis is intended for use only under the guidance and prescription of a qualified healthcare provider. Using the
orthosis without proper medical advice or not following the prescribed treatment plan can lead to poor outcomes or
potential harm to the infant.

A Alterations and Modifications:
o not atternpt to alter or maodify the orthosis at home. Any necessary maodifications should be performed by a
professional to ensure the safety and effectiveness of the device.

A Emergency Removal:
Careqivers should be instructed on how to remove the orthosis quickly and safely in case of an emergency, such as
difficulty breathing or acute distress.

8. Precautions

Consistent Monitoring for Fit and Comfort:

Feadlzy monitor Zhe infarts heac for s ans of rark ra to essess the fit of the oribozis. e sice open ra shoald e fuly closes
cProushcdt treatment, Pareats or Cared vers shodls cortact theis 1ealzhce-e pract ticaer fthey are coqce-ned alou: 21y
mrarkiag or the £t of ke ortios s

Skin Care Routine:
Eszakl shoarout re for skin czse uncer the cthos
sy sigrs of redness, - atior, or pressure =org

=

Agep tie infeats heac clean ard dry —o pravent sk orrizat on or breakoows,
= should ke addressed immed azely by consalzing with & 1ea ticare provider,

Scheduled Fallow-up Appointments:
adhee to schedu ed follew-Lz appointrmerts with the cthot 52 or Feelthcare arovi
cracking proaress. making recezsary acjustmerts, ard acd-essing any coroens

~olese gopo rtmers ere cracial for
carcing the orthozis use.

Avoid Extended Wear Without Breaks:
ErsLrg the rfant ece cllar rea<s rom wearing tie orthesis, as advisec by a 1eallbcee profess cnel Cortinuo.ds wee-”
withoL T epproprigte breeks can lead to discomfort and skin izsugs,

Proper Handling and Application:
Fancle the c-thozis witl care to gveid dam 3
imstructiocns ooy ded by the healtcare proy

Cwher plecing the othosiz onthe rfant's head or renoy ng it “clow he
der to avoid causing cizcom®ort or haon to the infanz

Envirenmental Considerations:
Be rmrdful of the rfant's ey rorment while wee-ing zhe ortios 5. Avo d excessive Faat anc ersure the rizat remra rs wel -
hydrated. espes a ly inwarmes climates or dua-ing Fot weater, to pravet overiesting.

Awareness of Infant's Discomfort:
Stay elert -o the rfant's beheviolr eqd sigrs of discornfors, which could incicaze issLes with the othozis T or the neec “or
acjdstmert. Changes rslegp patterns. i takiity, or cacreasec zopset t2 nay signal d scomfor..

Safe Storage When Not in Use:
whaea tie crthesis s notiquse store - -

a dry olace cut of reach of children anc pets. znsure it is plecee r e manne” that

Use In Conjunction with Physical Therapy:
|*the rfant is urderacing phyeical Zherapy for concitions sLc as torticoll 5. gn=de that the uze of the crthosis i3 coordinazec
it the trerapy recimer to sLpzoort overa | treatreat acals,

Educating Caregivers:
Educate all cares vers o1 the prooer use. epplicaticn. evd care of Zhe orzbos 5 to 21sure cons steqt 1andl rg anc to min mise ke
rick of mrisuse ot irproper opliceticon.

Emergency Protocals:
| arniiarise yvoursel® w o how to quic<y remoyve Zha orzhos s inemre-caicy situzticn: woers immead ate rencval is 1eceszary for
e infart’s satety

Adjustment Period:
sckrowledgs thare may be an adjicstrrent ossiad for both the infant and caregivers in gett rg accuszormed to the recular use o

“he ortqosis, Fatierce anc cradaal irt-edoct cn can qelp easa £1is trarsit an.
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9. Instructions for Use

Initial Fitting:
|1 rita fiing =1ould o2 conducted by a cuaified Fezlthoare prow dar who will adjust the orthosis to fit the rfant’s haad
secLrey but comfortakly. 2ay cless atzention to the instruct ons gwen curing ks Sizzing, as they will be cracial fo- dziy Lse.

Placing the Orthosis:
Pos tic Zhe ortios s over the infars 1ead, enca-rg That ts s everly from froat to back 21d side to zice. | e orthosis shodle
cove tre shull un for sy ol tilt roor 210 ra.

Securing the Orthosis:
| b ort1os 5 is ecuiopec with a strap Zhaz eqould 22 U ly clesed doring the Zreztnert, secure this az dermost-ated by yoa-
hzalthcare prow der,

Daily Wear Schedule:
Eegin wit1 a wearing =chadile as ~ecoemmerded by yvour aea hcase proyv der 17 imocrtant to *ol ow the acy sed schedu 2
cosaly to evsure effect ve trestnent

Monitoring Comfart and Response:
Fegdlz-y check the rfant’s comnfort 2

while wesz-ing Zhe ort1os 5. Loo< “cr any sigis of cistress, cizconfort. o ivritador.

Skin Care:
Inspect tie infzqt’s =kin gzl tirne tae othazis is remioved. Look for 27
aenzly with mid scap and wazer. and ersurg it is complegly doy osfore

cdness, pressire marks. oo irritation. Clez t1e skin
zzpply ro tie orthosis,

Cleaning the Orthaosis:
Use Jhe clezqing sclution recommeded oy your healthcarg practit oner, a low it o ai- dry comp gtely before zlacing iz back ¢
e infart’s qeac,

Adjustments for Growth:
a5 the infart grows, the orthosis may recuice ad usiments to eccommodate changes in 1eed size ard shaoe. 2o not atzenpt o
make thesg adjustreats yoursel® Schacule gopo rtmerss with yvou- Feelibocee provicer for aro®essicnal acjustnerts.

Breaks and Comfort Checks:
Proy de seou ar orsalks from the orthesis as recomrmendec s
of discormrfort or corcen anc to caty cut =kin cae

JAr Peeltheere orovice:, Lse these areaks to ciec< oo any aeas

Activity While Wearing the Orthosis:
|12 rfant can engaae in noermal activities wh le wearing the crilhosis, irclading tunry Zime, whchis esseat a “or deve opment.
Ersurg the rfant is & weaye sLpervised, espaecially during act ve play or movemert,

Sleeping with the Orthosis:
| ollzw woLr hea ticare oy der's auicance ¢ waelhar the erthozis shoald ke won during slego, Easure t1e rfant's sleeping
svirermert is cafe 21d thet taeir Fead and neck are not pos ticted awlewardly dae to 2he ortios 5.

Communication with Healthcare Providers:
Maitzin open comrmruricazior with the healthcars teen oversee ra £1g infe1t's treatment. Heport any issues, concerrs, or
proaress eaulacy. 21d consu T zhe for ary quesIiors res

10. Cleaning & Maintenance

Daily Cleaning:
1. Wipe the extesiar surface of -he
2. Wipe the interior surfaces Lsing -

“hasis Ls ra a clez darmp clozk.
cearing solat on recemmerded by vour Pealthcare practitiones”

Drying the Brace:
1. after clezqing, thooushly alis dry the brace eway from direct 1eat sources such as ~ed azors, Peaters, or dirgct
sun icht.
- Ersire the brace s comrpletely ory before ~2apo wing it

Padding and Straps Care:
1. Clacs che condition of the padd ro and soraps regalzly. They
- I1“ the pacding o straps are wora oat or darmracaed, contact -k
replaceraits.

=qould 28 o zarac with a davp cloth and mrile scap.
marufacturar or Faalthcare provices about

Regular Inspection:
1. Inspact tie arace “or ary cracks. breales, or defc-mties. Pay spec a 2ttet on to areas Lnder strass. e buckles 21d
joints.
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Z. Loocg Soosigns o

ar anc tzar espec aly in areas tiat Lndergs freqaent movemer: o adjustrizate.

Proper Starage:
1. Wwilben ot ivLse <
WEDIg or mate

Avoid Immersion in Water:
1. Do raot sabmege the bra

24 35 this can comr o se the integrity of the mazerials 21d the brace’s stroctore,

Cdour Management:
1. o manege sdour, consicar using 2 licht byocalle-con o apray spacifically desigree for braces or a rixtae o watg-
anc balk ra
2. void ea

ceated spprays or allergen o substaaces.

Handling and Transpaortation:
1. Fancle the brace witt care. avoicing unnes
2. when transoorting. protect he

v berding o twisting.

brace in e kag or caze to preveat darmage.

Scheduled Maintenance:
1. Scaedals regalzs rmainterance aopointmerts with the cthat 7 o qezltheee provider to ensa-e tie arace remra rs in
cptirmel corditior.

Replacement Parts:
1. 1= ary ozt of the brz
reccrmreided or prov

Jesds rep raeat. SUCT 3% §IrEpsE. acs. of aLc<les, enzdoe tiat these are replac
iced by the maidfacturer to maintzin the brace’s efectivensas a1d safey

Emergency Repairs:
1. In case of an ere gency repa . censLlt the matafactirer o aeslthcae provider immreciael
2. Dorat attemnat Y cepeirs as ey micht comprormise the straczurzl intzority of <he brace.

11. Storage Conditions

Temperature Control:
Store ohe orzhos s ina sermpereture-contrallec ey rormrent. Extremrs terperaturas, ooth 1ot anc cold. cer affect he naterial
propertiss of the orzhosis. poentia ly cals ra it to warp or oecame brittle.

Avoid Direct Sunlight:

Keszp the orthasis away o drect senlicht wher not in dag. Prolorgec exposors to U rays car cecracs t1e materials and
“zde any colod s of agtteras o1 tie ortiosis.

Dry Environment:
ErsLre the storane area s doy ard free “rom excessive mo sTure. Figh Purmidity cen ot bate to the growsh of molld or
mrildeyr, especizly onary saft linig or pacding mate-ials.

Flat Surface:
Place t1e ortiosis o a flaz surface to rnaintain its shaps. avcid handing or progoa ra it a2 ina manner ZRat could cause - to
defcrn over tirne.

Safe From Compression:
Store ohe orthos s inar gcea whese iz will not o2 comaressed oy other chjects. Cormpressicn ca1 mizskape e orthosis,
affecting its 5z e1d furazior.

Clean Before Storing:
always clean the orzlbazis according —o £1e recammended clezing imstracticns beforg storing iz for 21y lerath of tme. Ths
hels mainza r hya ene g1d orevent tie avileu of cdaurs.

Pet Safety:
Store Zhe orthos s out of re

ch of pate to argvent accicental damzoe or chosing hazards: fron detacheabk @ parts,

Proper Ventilation:
EraLra the storane erea is well-ventileted. Cood air circalztion Fa pe preven: sdours and «esos £1e orthos 5 in optirnal coad tioa.

Avoid Contaminants:

hamicals, oils. anc 21arg oljec:s thet coule cause damra

0 cnsure that
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3 for profonging Fro o of Bho dovico snd

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 cavice conforms to t1e essartial reqairarnents (Fart L of the LK MGRE 2002, Annex | _as rmodified by Fat 1 of Scaedale 24
o the LU MUOK 2002,

Dy cos are lanel ad with aqicug iceat ficat on order nemrbers with 2 written prese s pticn By 2 recisterad healthcars practit cner.
14. Warranty Information

Please refe- to ke Warranty secticr of -he Froduct Inforreation 2o-tal for fa-thes ivformrazior.

| 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 moce rformat on, please refer to "Section 2 Manufacturor Dofails”.

16. Date of Issue & Version

[Wersicn 1.0
[ aze of lasie: 2025
[_ztest Savisicn: May-241]




