Custom-Made AFO (Ankle Foot 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~ 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

CUS | OM-MADE Al O (ANKLE 1 OO ORIHOSIS)

Related Product Codes:

al O KPP
al O--IN-PP

2. Manufacturer Detalls

Lo MANLE A URING LML BED S THE LONDOSK OR RO CONSU_LANTY Ml =2
1Eln Crescers, Kingston Lpor |amrses, Satey. Bra anc, K12 SHL

el 020 881 9325
Ernail: infodlsndosnothetics couk

3. Device Description

Custorr-Made Anlk 2 | oot S-thosiz (AL S s 8 apec aised ortiotic device casicred 1o prow de saapar, stalsi isat on, anc
algnmrant for the an<e and fost. It s indivicoa ly t2i ored to 5 the urigue contod-e ane specific needs of each patiert. ersoring
aptimel furctiora ity 21d com®ot.

Overall Design:
| 1 castorm-mrac

o i & apes aly designed ortiozic device inteqded to support he ank ¢ and foot, ©ooves the lowe” leg.
starzing aslow the kn

=3
P

Material Composition:
Constructed from ighoweighs vet durable meterials suca as polypropylene or carkon © bee tie Al O offess ozl streqgth g4
faxibilty. The cavice incluces soft irterral padd rg or lining to enheqce confort anc redoce the risk of =<1 irritation.

Custam Fitting:
| ai ored to 2ach incividuzls soscific maasLremerts, the &1 O iz custom mollded o the cortolrs of the patients lower l2g 214
‘oot. | iz persoaalized fitt ra iz wital for effective sLpport and cormfors, ensas rg prooer a ignmeat and “unct on.

Ankle Support Mechanism:
| 1e AL S inclades 2 stasil zing cormponeat arolnd ke ank 2. waict cer ke designed to allow adjastable cegraes of moticn or to
ha d tie arkle firmly in o ace, depeading or the patiert's jesds.

Footplate Design:

& footo ate iz roorporated ints tie Al O to proy de saopor: 2o tie foot, Th s feetare helps in naintzin ra e correct posit on of
ke foot and cza asaist i imoroving the patient's gait.

Strapping System:

Eou poed w1 acjastakle straos or Velo o clasdes, tie Al O ersores 3 secLre fit arcunc the leq anc foot. | 1ese straps are
sxsent & for mma rtaining the orthosis in the correct aosit onoard cea ke adjusted for com®ort and swe ling warigticne.

4. Intended Use

Inzencee for patients recuis rag ankle anc foot =appart cus to moscale” weakness, or deformities affecting the an<s, ard foot

5. Indications

Drop Faot:
Effective i1 managing droo foot cesuting ron ned-olog cel d sarcars. muscle wea<iess, o Parve injuriss.

Post-Strake Foot Deformities:
azsizts 1 the rehza lization 21d supoacrt of pat ents recovering “~cm stroke-related foot anc 21<le comrplizet ans.

Cerebral Palsy:
Felps romrproving azit ard stea lizy for incividuzls w kb cerglora pa sy, erkancing mobility ard incgosaderce,


mailto:info@londonorthotics.co.uk
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Muscular Dystrophy:
Proy des tjecessary arkle ard foot caoport for patiesnts with muscular cystroaby, aiding in the mainzznzqce oF funct onal
algnmrant.

Post-Operative Rehabilitation:
UgefLl i1 pos-oosqative care “or sLrgeries involy ra tie foot. ankle. o lower 2o, ensuring proosss aignmrat ard seppot during
e eaing arocess.

Arthritic Conditions:
azsizts ©omanza rag symatoone of asthrit s inthe oot 21d arkle. suoh as pein and iqstaki ity

Ligamentous Laxity or Weakness:

zrs sLpoct for 2at ants wiozsenad or carmagad | aarments aroLne e ank 2 and oot

Congenital Foot Deformities:
Sutatzle for ranzd ra a ceage of coraeritzl foot defoomties, ascict rg i provid ra a rnore 1azural foot pos Zior.

Neuromuscular Disorders:
Benzficizl for individla s w £ raursnuscular discrders that affect the straagzlh 21d contro of the ank 2 ane “cot.

Preventive Care:

Can be used as g preventive measore for indivicua s a2 risk of foot ard ank 2 inuries due o weaketed muscles o instakility,

Fach pationt's suitabifity for the dovice should bo cvaluafod by a hoalthcare profossional, considoring the individual's
specific modical condition, lifestylc, and overall treatmont goals.

6. Contraindications

Severe Peripheral vascular Disease (PVD):
Patierts with = e PyvD or those at rick of s<in areakdows dae to o rollatory
exacerkate their cord Zior.

sugs shodle eve d us rothe Al S as it may

Skin Infections or Ulcers:
sy 2clive sk rfection. eper wolnds, or ulcers at the s 22 ©F app ication 2-e contraind caticns. 25 the device ey impecg
hizal rg or worser the ivfectizn,

Material Allergies:
Patierts with krows allergies to any materials Lsed inthe Al 2 (2.0, laex sl icons, ceriar plestics, and adhesivesy
Lse ce To avoid alleraic react ons.

Severe Edema:
Sani® cet swelling i1 the foot or arkle 2-ea may rot o2 suitalzle “or A1 0 Jse. 2s L oen lead toimargpe - fit and increesed
discomrfot or risk of rjdy.

Uncaontrolled Osteaparosis:
Patierts with sevee, Jacontrolled ceteoporssis in tie lowse s extremizi
Fact.res.

inc-eased rizk of

= shou d avoid Jsing the &) O dae to:

Severe Deformities:
Exremely severe foot and an<le deformities that ceav1o: be accomrmocazed or sefely alianed

“Finthe Al T

Unstable Fractures:
|1 Al shoald not 28 Lsed in tie case of Lnstzo & fractures  the foot or arkle unt | szabil ty is aciiswed.

Sensory Neuropathy:
Patierts with sign ficant senzory teurcspathy i1 te lewe lirks, who ce211ot fee comrpress on or Eain. mogat be 2t ris< of iqjury
wizhoL T realizing it

Dermatitis:
Seyverg desmetizis ¢ eczera in tie area where the &l O is to e warn, as tie dev ce o2 07 Zae of andravats tiese cordiziors.

Impaired Cognition or Compliance Issues:
Patierts who arg anabzle o aade<tand he Jasacs instroct ons or are like v to use the cevics improperly due —o cogrit ve
imoairmens,

7. Warnings

A Fit and Adjustment:
Incorac fizsing can sad to disconfort, reducec uncticn. and r sk o ijury. &lways

msLra A aropar fit

A Skin Irritation:
Froloaged pressurs o fricticn can cause skin issuss. <zaclarly inspact the skin far ary signs of i tatior o areakdow .



®
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A Risk of Falls:

| 1 cavica may ater wa king patterrs, increasing 2he ris< of ripping, or fz2ling, gsaecially curing rit a2 Lse.

A Circulation Impairment:
-Tighzening o i proper pos Zioring car restrict b cod flow. Be alert to sersaticne like numrlzaess or tingl ra.

A Heat and Swelling:
bExzancad usa or exposira to heat can calse sweling o discomfort. Adjdst Lse accocing v

A Device Integrity:
Fegdlz-y imspect for weer, camage, or mafunction. Do roz uze a camaged Al O

A Children and Yulnerable Users:
bExzra caLtior = advicec for ohldrer or individia = who may nat 02 ao 2 to commanicate d scomfor: o pain efectively

A MRI Safety:
Famrowve the &) O before Jade-ga rg MR aroceddes. as it may coatail meia comacients,

8. Precautions

Gradual Introduction:
Start with shor: pez-ces of a:e ard greduzly increaze as tolerazed to ave d discomr ot

Regular Fit Checks:
Feadlzsy check the fiz g1d adjust az reeded. especially if Zhare are charaes r ino cize o shape.

Skin Care:
FMorites tae kit recularly “or 5 g1s of pressaqe o iritaticn anc mzainzain good yoiens.

Awareness of Mobility Changes:

Ee zwee of how the &l O affects moo liny ance adaat activities eacoo-dir

Environmental Hazards:
Exercice caLtior onurg

nosurfaces o roery rormrants where stabi ity may o2 comarar sed,

Use as Directed:
| ollaws the usage instractions 21d recovmerdetions provideo by 1ezlthcare arcfeszicoals.

Avoid Modifications:
Do rot atterrpt to gltes or repeir the ol Oy

oL professicnzl ou darce.

Check for Damage:
Fegdlzsy inspect the device for ary signs of wear ¢ darmage.

Driving and Machinery Operatian:
Exercize calior wien driving or operating machinery. as= -

A O may affect ok ity 2ad reaction tirmes.

Children's Supervision:

EraLre childen using the & dzad correctly.

9. Instructions for Use

General Use:

Preparing to Wear:
1. Beaain o sitt rain A stakle anc cormfortatzle pos Zior.
- Make sure yoo- foot and les 27e o 2ar anc ory

3 Wiear a thin. smcot sock to arozect wour skin,

Fositioning the Al O
1. Slice wour foot into the & O ersoring your Fael is proasrly seatze 2t tha aack of the brace.

Securing the Al O
1. | @ate Zhe st-aons or closures, starting oo the botzomr near the “zot a1d moving L cowards ke krae.
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2. adjust toensde g srug fit withol s cas ra discornfor: o cicculat oniss Jes.

Wearing Shoes:
1. Chrosse eqogs That can
4. Putyolr =102 on over 2

srmmocate tie AL O comfortzl y Leuzly with 2 rerrovalile rscle anc 2 wics open ro.
& O ensLring s corforzably withoat pincaing.

Adjusting the AFO:

| iz AdjLstrrents:
1 1= the &1 O Fas adjustzo 2 features, fine-Turs these 2o zchieve t1e bast “t qis might inclads acjasting straps, oadding,

ot obler cornoacients

Comrfat Thecke
1. Wia s a few steps o ciec< “or ary d scownfort or eaqeas oF pra
2. IFthe al O causes pain or sigrificars discom “ort, rernove it anc sez< advice rom your haalthcare provides

A=}

Daily Use:
Gradual Increase in Use:

1. Cracually rorezis tie eamourt of Zime vod wear the & O each day to a low vour body to acjast

Activity Monitoring:
1 B rordfal of aow the &) O feele during different activities 2ad adicst vour use accordingy,

Removal of the AFO:

| aking Off:
1. 2 U |y unfester 2l straps o < osa7es.
2. Dertly slide vou- foot oLt of the Al O

Skin Care:

1. Inspact your ki "o any signs ©F irviteticn or aressurg rmarks.
Z. 2y neczecary sleor care prodacts as advised by vods Feelthoee provicer,

10. Cleaning & Maintenance

Regular Cleaning:
Clean the a1 & regularls
| ocLs on areas hat com

using a soft clath demoeqed with mld =0ao and weater.
2 in dirgct coatacT with the s<in ard any oints o rovakle parts.

Drying the AFO:
aftar cleaning, wips the &l O with a ory cloth,
allows it to zir dry comaletely before use. 2o not use dirgct heat sca-ces like hair cryers.

Inspection for Wear and Tear:
Pariodically imspect the AL S “or any sicrs of
Pay spaecigl atentior to areas Jnder sre

r.damane, or logse componets.
a5 the anklz joivt and z21<le hivoes.

Checking Straps and Fasteners:
Ersure thet soraps, buckles. or velcro fastenings are in acod concition and funct on arope -y,
Feplace any worr o demased parts 25 necessary.

Lubrication of Jaints:
1*the &1 & has movatzle o rts they may recuice coccasioral lukr cat ono Consu twith a haalthcarg profzssiona o tie
mranL szcIurer for aopropciate by caqte anc eoplication methads.

Avoiding Harsh Chemicals:
Do rot uze tarsl crerrica s, solvents. or ab-egsive o earars that car damace the materials of the & O

N 30c maintonsn

FOODELNDE IRaT IR0 oo
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11. Storage Conditions

Temperature Controlled Environment:
5O ina coo, dry place. awey from exireme g
erperature s ani®caathy. cach s ne casdur ra semrn

Tipeetuces. avo d areas whae the cermperature may excesd room
2t or near heating sources.

Avoid Direct Sunlight:
Kegp the &l O away Fon dirgct sunicht as proloraed exposurg can deg-zde the maze- a s ard affect the fit ard confort of Zhe
device.

Moisture-Free Area:
Ersirg the storage area ic ree from o sture to preven: mcle, mildew. o7 rmazer a cecradatior. o 107 etee the A1 D in dzma
svireimerts ke kethroonms

Dust-Free Environment:
Store i1 a ceen area to prevert dast and dirt accarnalat on Zons der using a breazhalzle storage 2ag or contziner o oratect the
al

Laid Flat or Properly Supparted:
Store Zhe & Oinits tatural sheos, o not “cle o Fang Zhe & O ina maaaer hat may cauze iz to deforn.

Away from Chemicals and Sharp Objects:
ayvsd storig tie AL D near caemrica s, scheents, or 2iarg olxjects that coule damracs tie materials.

Pets:
Store out of ~eac of pels to ave d accideqtal darnage or choking hazards,

12. Disposal Instructions

U spose of a3 per loca real atiors for medical devices,

|12 brace shodle not e redsec by ancther patier: cug to the custon fit,

13. Regulatory Compliance

| 12 cavice conforms to t1e essertial reqairermenta (Fart [ of the LK MORE 2002 Arrex | _as nodifed oy 2ars o Schedu s 24
o the U MDRE 2002,

Dy ces are lanel ed with J1icug iceat ficat on order numrbers with 2 written prese - pticn by 2 recistered 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 moce rformat on, please refes to "Section 2 Manufacturor Dofails”.

16. Date of Issue & Version

[Wersica 1.0,
[ Jame of lssLe 2025,
L_ztest <Savisicn: May-241]




