Custom-Made KAFO (Knee Ankle Foot 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.



®
p
Custom-Made Knee Ankle Foot Orthosis — IFU {Instructions for use) 9.

1. Product Name/Image

CUSTOM-MADE KAl O (KNEE ANKLE | OO 1 ORIHOSIS)

Related Product Codes:

KAl S0
KAl S-NEU-C

2. Manufacturer Detalls

LSl pan ACTJRING LIMITEL / THE LONDON SRIHD N CONSULTANTY LM ED

1Eln Crescer:, Kingston Uazon hames, Scrrey, enclard. £ 2 642

lel: 020 8871 9389
Ernail: Infoitlcndonethetice coulk

3. Device Description

Custorr-Made Knee Arkle | cot Orthosiz (4A1 O iz an arzhopasd © device designad to provide corpreheraive sLppoet and
stalil sat on oo the ertire lower iva, apeci® cely e <1ee, arkle, and “ooz. aillorze to iadiy dual patiert specificaticns, it
acdresses var oLs aeLrsrilscalzs anc musculos <eletal issaes.

Overall Design:
|1 castorm-rracs Kal Oz e specialized ortiotic device designad to provide suppar: g1d steb lisation -o the kneg, an<s, ard
‘oot, texterd: fram below tie b ercampassing the ent re lea down to e foot,

Material Composition:

co it coqstucted froo a combingticn oF ligntweaigat ane curakle mratesials, syaically comprizing b ab-g-ade mad czl
plestics “or the stractacal comnponents, carlon filbre “or strenazlh 2ad redacec weigat, 214 aaddec inings for comfor:. Metal
joints anc supports e roosaoreted foo added szabil ty ard funct onel by,

Custam Fitting:

bach Kal & s rdivicually tziored aasec an precise rezsureriaats and meollds/scans of ke petieat's leg to eqsure ar acoorats
“t 1 kie custormisat onis crocial for cptimeal suppor:, comfort. 2ad furctiora ity

Knee Joint Mechanism:

|12 <40 Oinc udes a knee join that can o2 loced o7 w2t to 2l ow coqtrolec mot on This featae s escential for maracing <es
stabil ty and movernzat. accommadat ra different levels of rolbility and act wizy.

Ankle-Foot Support:

| 1 g<le-“oot compoient s designed to ma ra e proper 2l anmert aqd aopor: of the ank e and ‘oo It ray inclade featiras
like zd uszable aqkle o rts, focto azes, 21d tog-off 225 575 depending or Zhe atieat's nescs.

Strapping System:
|1 cavics = equiopad with & ceries 0f aTraps 2d closLres 2o szcaqe - corrfortanly and frmly gcoand the cq. These straps ae
acjastabzle o accorrmodazz rile caaraes in the soft tizsuss,

4. Intended Use

‘o patierts with corplex lowes it coaditions, inc uding Eara yais, muscle weakrass, join: rszaqil ty, anc/for
defor ties affect Ko tie <ies. 2qkle, ard foot,

5. Indications

Knee Instability:
|deal for patienzs

w7 licarattods axity of weekrass i1 2ha kree, such as ACZL. POL MOL. LZL deficizncizs,
Neuromuscular Disorders:

Sutatzle *or ranad ra lower limk waecestes due to conciticne like palio, rascular cyst-ophy, or reultiple =clerosis.

Post-Surgical Rehabilitation:
gefL] i1 pos-oosqative cara “or sLrgeries involy ra tie <ies. gqkle, or owear extramizies.

Severe Lower Limb Deformities:
Benaficizl for individla s w1 congerital or acau rec ceformit 2= t1at af“ec: the knee. anklz. 21d foct alicnmrant 214 furczizn,
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Joint Praotection:
Prow des szakilisation for cg

nerative joint concit one like severa ostaoar:brit 5 or rhaurztoic zrthritis in 2he <es anc 2kle.
Fracture Stabilisation:

aids r the ezl rg process of fractures i1 2he lower limk by orovid ro sepoort ard lie ting Lnwsar 2o movemert,

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

Severe Peripheral Vascular Disease:
ayvs d use i1 patierts with significant ciccalztory arcllerrs in the ower imios.

Active Skin Infections:
Contraind cated fo arges with skin rfecticns, dlceratiors, oF sevars dermatitis.

Material Allergies:
Patierts with krow 1 allergies to any materials Lsed inthe K& O
Lse s oy e 7o avoid allergic react ons.

latex, sil cone, ce-tein plastics, and edhesives) shou d rot

Uncontrelled Edema:
Inacy seo e for ogt ents witl severg, Lnmanzgged swell rain t1e leg or “o0t.

Severe Osteoporosis:
ayva din patierts with aritt 2 boaes in tie cwser extremities. wierg acdiziora suoport may pose 2 risk of fractores,

Sensory Neuropathy:
Mot recomrmencec for patienzs who cannct “eel oressurg or par |
cedsec by the dev oo

ke lewer limlos, as tiey may not detect inury or cizcorm®ort

Severe Deformities:
Mot s talzle “or de’crmizies that carrot e accomrmodaiec or sefe y cotecize by tie Kal O,

Cognitive Impairments:
CaLticn advised i1 patierts unao g to Lnderstand or comaly

on should Bo

7. Warnings

A Fit and Adjustment:
Incorect fizting can ead to disconfort, reducec uncticn. and r sk o iMjury. &l

f5ersLre & aroper fit,

A Skin Irritation:
Proleaaed pressure or fricticn can cause =kin izsuzs. <ogllarly inspect tie ekin for ary sians of i tatior o areakdow.

A Risk of Falls:
|12 cavics may ater wa king patterrs, increasing ke ris< of ripeing, or fall rg. especial v duritg in tizl ase.

A Circulation Impairment:
Zighzening o improper pos Zioring car restrict b ood flow. Be alar: to senzatiors like 1amoness or Zinaling,

A Heat and Swelling:
Exzancad use or exgoslra to heat can calse sweling o discomfot. Adjust Lse accocing v,

A Device Integrity:
Feadlz -y imapect for waer. camage, or mafunction. Do ro use a camaged Kal O

A Interference with Other Devices:
| 12 LAl D ey intefars I cther crthopasdic or medical devices,

A Children and Vulnerable Users:
ExTra caLzior s advicec for chldrer or individia s who may not 22 a0 2 to cormnmaiicate d scormfor: o pain efactivealy.

A MRI Safety:
Fearrove the <41 O asfore urdergoing MBI procadires, as iz may conzain matal comoocnerts,
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8. Precautions

Gradual Introduction:
Start with shorz pe-cos of asg ard graduzly increaze as tolerazed to ave d discorrfort,

Regular Fit Checks:
Fegdlz-y checlk the fiz 21d acjust as needed, especizl y if thee 22 cranges in |k size or sheoe.

Skin Care:
FMorites tae kit recularly “or s g1s of pressa-e o ivritaticn anc mainzain good yciens.

Awareness of Mohbility:
Be aweae of how the <4l O af*ects mokility 21d adapt act v Zies accord raly.

Environmental Hazards:
Exercize caLzior on uraven surfaces or rery rorments where stalbi ity may o2 comaror sed.

Use as Directed:
| ollzw the usage instractions e1d recommerdztions providec oy 1ezlthcare arcfeszicals.

Avold Modifications:
Do rot atterrpt to gltes or repeir the <& O without professiona quidarce.

Check far Damage:
Feadlz -y inspect the device for ary signs o wear ¢ darmaae.

Driving and Machinery Operatiaon:
Exercize caLior wien driving or operazing machinery, as the Kal & may effect moo lizy and reactior tirnes.

Children's Supervision:
Ersure childen using the Kal & are supervized, anc the device is Jsed correctly.

[ et e ot 1oy s

9. Instructions for Use

General Use:

Preparing to Wear:
1. Stiaasiable comfstanle ocait on
2. Erscre the leg anc foo? awe o gar ard dry
S0 wear a smocth. thia sock to arozect the <kia

Positioning the Kal O
1. Side the legints tie Ka O elanrg tie <ies anc foot aroperly  their resosctive cacticne.

Securing the KAI O
1. | gate the straons or closures, starting fooon the botzom near the “cot aqd moving L cowards ke krae,
2. adjust to ensde a aru fit withol s cals ra discornfor: o cicculat onissaes.

Wearing Shoes:
1. Select =q0gs Zhat can cornforzably accommocats tie KA O wWide-coering shoes witl remcvanle inscles are
prefaralzle.
2. PutyoLr 2108 on over the Kal O ensa e it fits comfortel vowizhol s aincking.

Adjusting the KAFQO:

| it Adjustnents:
1. 1“the kKal O aas adjistan 2 feetures, fine-ture these —o aclieve the bast * 20 qis might rolade ad usting straps,
padd ra. or ozher compoenta,

Comfort Check:
1. Check for any discormrfor: o aress of pressure be®sre anc curing Lse.
Z. Fthe kal O cauzes pein or sigificant discomrfars, -ermove it and zesk 2dvice f-om yvoLr haalthcare arovider,

Daily Use:

Gradual Increase in Use:
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waLn oy to adast.

1. Cracually rorezie tie amourt of Zime vod wear the Kal O ezclh cay to allow

Activity Monitoring:
1. Ba rmrdful of aow the kKal O fesls curing different activities 21d adjuet yoLr Lee

zocord raly

Removal of the KAFO:

| aking Off:
1. Care®u Iy unfaster l straps o cosd7es,
2. Dertly slide vou- foot oLt of the Kal O

Skin Care:
1. HOLE s<in for 21y sigas of rrization or pressure marks.

sk care prodacts as advised by wods Pezlthoz e provi

2t

10. Cleaning & Maintenance

Regular Cleaning:
Clean the <A1 O ~eou ar
| ocLs on areas that comr

using a =0t clott damrpersc with mi d scap anc wate
2 in dirgct coatacT with the s<in ard any oints o rovakle parts,

Drying the KAFO:

after cleaning. wipsg the <4 O wt1a dry cloth,
allows it to zir dry comaletely before use.

Do rot use drect qest sources ke har dryers,

Inspection for Wear and Tear:
Pariodically inspect the <4 O for 2ry sians of wear, dzmaoe, or oo sroneats.
Pay spacigl atentior to areas Jnder sTress, sach s the knee join: 21d ankleg inces.

Checking Straps and Fasteners:
Ersurg thet soraps, buckles. or Welcro fastenings
Feplace any worr o demaoed parts 23 nec

are in gsod conciticn and funct on arcpsy.

Lubrication of Jaints:
|*the <41 O has niovasle joinzs, Zhey mey equirg occasicnz! lubrication. Coqsult w b a aeesllhoae professicnzl or the
mranLfzcIurer for aospropciate labr caqtes anc eoplication methads.

Avoiding Harsh Chemicals:
Do rot use tarsk chemrica s, solvents. or alb-asive ¢ garers that car damace tie naterials of the Kal &

Emergency Repairs:
In case of an eregecy repa r. consu t tie meadfacturer or hea Zhcare prov der mmeciate v, Do not a
mright comrpromise the structural integ oy ©F te orace and original prescr pton.

arapt DY reoairs as

11. Storage Conditions

Temperature Controlled Environment:

Store thae Kal S0t a cool dry 2 ace, away fram extreme termosratdes,

svs d areas whase the lerpargture may excesd roormr -enpe-atase sigrificartly, such 2z m & car da-ra summrar or near haating
S0 17CaS,

Avoid Direct Sunlight:

Kezp the kKal O away from direct saalighs 2: prolongec exposire 21 degrade the rrate-ials and affzct -he fit anc cormfort of

ERt=g
Moisture-Free Area:

Ersire the storage zrea is ree from mo sturg to preven: mcle, nildew. o matar a cecradationr.
U rot store the <4 O in dzno ervironmants like bathrozmns.

Dust-Free Environment:
Store v acesn area to prevert dust and di-t accarnalat an.
Cons der Ls rg a breathable storage 2za or container o protect the Kal O
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Laid Flat or Properly Supported:

Store tha Kal O its nateral eaape. Do rot fold or haqg the Kal &0 a marrer thet mray cause it to ceform.

Keep Away from Chemicals and Sharp Objects:
avsd atorig tie kel O razr chamicals, 20 wverts, or shaso objects that coud damracs e materials.

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

Hod skorsoo oo

icne for whe

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 MORE 2002, Arrex | _as modifed oy 2ars o Schedug 24
0 the U MOE 2002,

Dey ces are laoel ed with J1icug icet ficat on order numrbers with a written preso- ption by 2 recistered healthcarsg prectit cner.

14. Warranty Information

Please rafe- to the Warranty section of the Product [rformat on Fortel for further riormat on.

| 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

| Weraic 1.5
| Zate o lasLe: 2025,
| _ates: Sevisio: May-241]

JL0C




