Custom-Made FFO/TCI (Functional Foot Orthosis /
Total Contact Insole)
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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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1. Product Name

CUSTOM-MADE T UMCTIONAL | OO 1 ORITHOSIS / 1O1TAL CONTACT INSOLE
Related Product Codes:
INS-EV A-3050

INS-EVA-50/0
INS-EVA-/0

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: Infoidtlcndonethetice coulk

3. Device Description

CLstori-MHMace orzhotic rasle desigree o provide foot suoport anc correct o ormeckhan cal irkalarces. Made from daek 2.
sarni-“lexiale materials, it feetuses arch =aopors, tesl cradle, ard cush oaing o comfort,

EVA Material:
Constructed peimrarily frorm ethylens-viny| acetate, knowr for its sof, flex ble, ard strese-crack ~es szant arcpatizs, BEVA
o des exce lent cusiicaing and akbeorks irmoect effectively, mgking i dea for “oo” caapar:.

Customized Fit:
Each inzale s incividuall:
“he conzours and arca

“ted based or precise measLramerts ¢ A0 aces of The usess fest. | 1is ensaqes & perfect metch to
of te foot, offaritg ormatched corrfort and sLppot.

=]

Arch Support:
Custorr-rod ded arc sLppot is desigaed tooalicr with the soccific ol sheos of the Jse ke i low, aectral, or Figh, Ths
zailored support Fe ps roevely cistr bat rg foot pressd-e ed reduces arc srar.

Heel Cupping:
| eatLras a def rec heg cao thet or tie qeel poow ding staoil oy anc support. 11is des g Pe ps roredoe ro Feel pain and
it mating cordiziors like plantz- fazciitis.

Shock absarption:
| 9e =We rnater a4 excels rassorairg shocs, sedacing the imaeact on tie fest. 21<les, and knees dur ro wal<ing o raaiing
activizies.

Lightweight Canstruction:
Despite ite supportive st-uctase, the rscle remzins | gatwaigat. edeing morimel weighs to tie foctwes anc e1:uring comfarzin
rroverrant,

4. Intended Use

Inzencee to provide suoport ane mrprove ‘oot faaction for vesicus foot cordiziors, redacing ozin ard discorfot in the fect
anlk ez, ard legs.

5. Indications

Plantar Fasclitis:
|deal for rdivicuals =Jffeing o g antar fasciizis, oroviding cushionirs ard sLppot to the pleater feacia, trerely a leviazing
Al anc 2icind in recovery,

Flat Feet and Fallen Arches:
Proy des tjecessary arch =appor: for Zhose with flaz fect or ow a-cies. helping to distr bute press oo maore availy across tie
‘oot anc mprove waldng o raing meachanics.

Overpranation/COver supination:
Corrects anc raduces overpronatior/ e sap ration (excessive inweard/cdtware raling of ke foothy, whizh can lzad o var oLs
“cot, arkle, and knse arzblers,

Heel Pain and Heel Spurs:
| 1e cashiced heel design is beneficial for incividuzls experierc ro qeel pein or cgel ra wizh hee salrs, offaring shocg
alacpticn anc rel &f with eact step.
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Metatarsalgia:
alleviztes pressLra on the matztarsa zqea (hall of the foot) prov ding relief for tiose sLfering from metazarszlcia o forefoot
discorrfot.

Diabetic Foot Care:
Sutatzle *or dizostic patierts who faq.dirs
comalicaziors asscciatec with d abetes,

nt oo Llces anc other

axt-z cusliching anc pressure cistribution to o

Bunions and Toe Pain:
Offars a comfortek & anc suaportive fit to alleviazz pressure on acnions ard provide rel ef o toz pain.

Arch Pain and Strain:
Supporte anc cazkiors the area. reducing
exparierce arc discomr ot

ke rise of strar 214 ozin, particu ar sy for individoals wt1 high arche:s o T1os2 wo

Foot Fatigue:

|deal for pecp 2 who experierce “oot fatigle dae to proleaged stancing o waldng, as iz provi
confort.

= CUSTISTInGg ane 217arces foos

Sports and Athletic Activities:
Erhances etaletic perfarmance oy providing suaport ane reducing the inpact on the “ect during Aick-imoact spors or
activizies.

CQccupational Use:
Eensficizl for individia s in occaoatione recui ra exencse per acs of szanding o welking, 2ack 22 healticare, retei, and
hozaitalizy.

General Comfart and Wellness:
ida use by individia s seeking improved conmfort and fost wel ress e caly activ ties,

Sutakle “or g

canhiis
(=N

- S =! o~ ey
weare profossions! considor

rocnt goal

6. Contraindications

Severe Foot Deformities:
Mot recomrmencec for ind vidaals e ‘oo ceformit = that requ re more suoportive orzhotics. 1P such cases, a miee
specizl zed orzhopasdic device may 208 necgss

Uncontrolled Swelling (Edema):
| 1052 F Lncoeatrel ec ewel itain the “ezt riah find The inzole inapp-opr azg as it may ro: fit orcps
e concit on,

w anc could exzcebats

Qpen Foot Wounds or Ulcers:
e rsc s shoud rot oz used if
iicreasa the v sk of infection.

are cpen wodds, Llcess, or somes or foot as it rnay Findes £1e 1ea i1g arocess: anc

Severe Circulatary Disorders:
Indisicua s with 5 a citcu ato oy cizorders in the lower imios, sLc as periphe-zl artery diseasze, shou d avoid Jsing the nscle
as it cou d potentially restrict b ood flow,

Allergies ta EVA or Other Materials:
| 1052 I knoswn alle-gies to ety @ve-vinyl acetate or acther mateqials used inthe a0 € abou d rof use th s prodast

Recent Foot Surgery:
Patierts who qawe recen
doszz rotin

surderacrs foot surgery aholld conzdl: their hea -
O OCEss

care provider osfore using the rsole o ensure it

Severe Arthritic Conditions:
In cases of severs arthritis, past cu arly in the foot or ankle. the 120 € may ro? provics sufficient supoact or par relief, and a
mrore speciel zed solation rmicht e tjesded.

Acute Foot Infections:
|12 rsoashoudrot o2 used in the presence of ecute foot infect ons as it can irpeds prooes ar o rollazion 21d exace oate -he
coadition.

Extreme Foot Sensitivity:
| or zhose with concit ons £1a2 cause axtrerrs foot a2t ity oF 2ain, sLch s caria r nedropatiies, tie inscle may not e
suU table or comfortakls

Incompatible with Certain Footwear:
|12 raoamay not 22 sutakle “or uze with cartain tvpes of foctwear -haz co 1ot have adecuats roc fo- inserts, such as hah
haels o 2o0me 25 of cress shoas,

Gait Abnormalities Requiring Medical Interventian:
Mot ivterded for incividuzls wizh cat asncrmalitizs that ~equaire macica rtereentior beyvonc The scope of a funct onal foct
crzlotic
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7. Warnings

A Incorrect Fit:

g rainsoles t1at ase not prooely “tted -o the rdivicual's fzet car 2ad to cizcomnfort. worsering of foot condit ons. or jury.
|7'g or Toodsgineoles that are custorn © ttec —o ensure proper suaport anc faacticon.

A Skin Irritation:
Some Pdiicua s it exosrizace skrorrizat on, 2eoccially coring rita use. his could o2 dae to mraterizl sensitiv by, S ction,
af eweaTing, U scortinle use if sevare it tatior, szal, or blistaring acours.

A Adaptation Period:
Users may expet ence discormfor: curing the initial acapzatior per oo It iz narmal to “eg
acjast. but pers szent pein is ro Jracua ly increase weating Jime to & low

zome level of discomrfot as the fest

s o ada

A Use in Proper Footwear:

| 12 effeciiveness 0° tie inscles is partially deperder: on tie tvpe of footwea Jsed Shoes that ars w tigat. oose of have
“oo liztles oo rruch suaport rray corrproemise the berefits of tie inscles.

A Potential for Balance Issues:
Mews Usess. especigly t1ose with 2alance or mrabil ty issaes. shoale be caat cus as £1e inscles mey intizly ater their senze of
balarce ar gait.

A Physical Activity:
While BvA insoles can enhance ataletic perforrzice. Lsers qoule be aware t1at they ey 1ead tire to adept to he insoles
dasra ph | activ ties, Oweraxartior before adaptation codle 2ad to strain or jury.

A Alteration or Modification:
Do rot alter or modi®y the insoles. 25 2kRis car affec
ke mede by a gualified profess onal,

zir faacticnalizy anc may calse haon, &y necessery adjustrents should

A Heat Exposure:
ayvs d exposing the rso
mazesa can warg oo dey

o axcessive Feat cach az fon g c2d ato eing et oq ca- dashboare oo drect sunlicht, as zva

arzde at 1igh termoerat.es,

A Wearing Out:
5 of wear anc rep ace as

A Use as Directed:
|12 rao et ae rtendec “or Lse Lnder the foot anc with - footwea Using Zharm for 21y ofier aurpose coule result in injasy or
ke inscles not working as intznoead.

8. Precautions

Proper Shoe Fit:
ErsLre thet vour shaes 1ave eroval rocm to eccomrmcdate the i1a0 25 without osing —oo Zighz, Owerly £ ant aboes can gad to
discormrfot ard recate -he berafits 0° tie inscles.

Gradual Introduction:
Inzroduce the raales cradaally —o wour daily roctine. Szart oy
duaztion to gl ow wolr feet to edapt com®ortakly.

weds ra ther for 1-2 Fours a day ard g-eduzl ¥ increasze the

Regular Inspection:
Feadlz -y imapect the i1a0 g2 "o signs of
codld poent aly calse ciscomfort or injud

ar ard tez . Won oLt o damagec rso et ray not provide adequete saoport end

L

Foot Hygiene:

v oefore Ls ra tie inscles. Th s helas prevent sk
i tazior and oro ongs the life of the in:0 g2,

Sock Compatibility:
Wsar aop-op” ate socks to reduce frict on ostween the iM20 @t anc yoLr fest. Soclks c21 also Felp v manza ra moistare ard
271arcing cormfot

Activity Appropriateness:
Be zwee that catzin qiga-imoact activit @2 may ragl re spec fic tyvpes of inscles. CorsLlt a arafessicnal it woL engaqe in inense
sports or activities £7a2 put 5 ani®cent atress on yod” faet

Avoid Sharing:
Do rot =aar
needs.

A7 cLstom-mace insoles wol othars es thay are des grac “or wour specific foot coqtours 14 aiomracianica
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Monitoring Physical Response:
Pay atzent on to how wolr booy resacnes to 2he ineoles, | yod experience pers stent pein, discormrfost. or changas i1 wour gais,

coault & healticars ooy der.

Insole Adjustment:
|*wou feel Zhat the 120 22 need acjusiment, consuy - with the profess onzlwho provided tierr. o 07 etternas to a ter them
youras

Footwear Alternation:
|*wou use tie inscles in cifferent shozs. 2qzure that -
imoacted by the type 294 concit on of the “coTweaar,

coractly ineact paic, | e effect verass of the inaoles can ke

Temperature Sensitivity:
Ba rmrdfal thet Bv A naterial 221 ke sonsizive o ternperature chang
2o Terts,

oy Mg te inscles in extramely hot or cold

Underlying Health Canditions:
1% wou Fave ary Jaderlying hea t1 cord tieas, a2t oo arly those a¥facting circl azior o rarve faaczion i1 yolr “ect. coqsuls with &
haalthoare arovides before using 2he incoles.

Wearing Schedule Compliance:
adhee toany spacific wear ro schedales o inst-uct cne prov ded by wvods aeelthoese provicsr 1o 21a0re tie bast resulzs from
Lerathe rasles,

sizod and Hro offoct

S A g

9. Instructions for Use

Initial Inspection:

—nsure tiey matct tie siape ard s zg v Teer 2nd

Introducing to Footwear:

Ferrove ar

anc ST 21aal

xist ra ivsoles from yod shoes T 1ecessary. Placs the custom VA rso s into vour shogs, ensuring they lay flaz
t1in the shog, |- the ivsoles if advised by a professicnal for a pefect fit.

First Use:
Wigar Zhe insoles for g short pericd intizly. gocat 1-2 hours, 2o allew yvoo- feet 2o adjust, Oraduzly increaze the wea ing Zlime
sach day,

Check for Comfort and Fit:
ErsLre the rsoes ‘egl corrfoteo g and prov de sappor withodt causing pa r o sion fcant d scomfors. here =ould 28 ro
pinch rg of excessive pressure onary arge of he foot,

Wear Suitable Shoes:
Use Jhg insoles w 1 shoes tiat provide adequaate space e1d appor. Avoid vesy T aht or natow =10es that naat compress e
imz0les and reduce their effect verasza

Daily Wear:
Once acoustormec, Jss the racles novolr caly catine. Unless specified by vour qea Jhcase profess onzl they =1ould o2
consiztertly for he best results, especizly in situaticns wiere you ase =tead ra o wa king for exteqded periods.

Monitor Foat Response:
FPay atzant on to how vour fest resocnc £ te inscles over Zime. Sorme discormort in tizlly s nomzl bat gersistent par o
discomrfot is ro

Adjustment Period:
Iz rmray ta<e & zl days to g e
your foot cormnfor: o posture.

weeas 1o fLlly adust to wearing the nscles. Luring this pe-oc, o2 mind®al of vy clhan

Regular Breaks:

1% wou axoerieice discorrfot during the edusmrent oeicd, aive wour feet shot argaks from the ivsoles as needed.

Hygiene Practices:

Wagp voLr fest o zar and dry to meintain fost qea ok Jiz foot powee if receszary to mgnage moizturs,

Alternate Footwear:
1*wou plan to Lse tha inao 22 17 mdlt ple paie of shoes. make =0 they fit wal r each paic Cons 57210y in e 2102 you »
c21adintie adicstrient procees,

Follow-up:
1= advizad, schedu & fol ow-Lp aopointreats with vour hea ticare provider to chack the progress anc ma<g ars
acjlstmerts to £ie inscles,

Physical Activities:
| or pysicel act: 5 0r 50orts enaure that the racles provice suffic et suppor: 2ad comfort. Conszall 2 professiona “yol
need specizl zed inscles for soacific activi
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10. Cleaning & Maintenance

Regular Cleaning:
Clean the rsoas

zgilarly to ma rtain Fygiens. <gmove Jham from your =102: anc gent v brosh o any cose drt or dekbr s,

Surface Cleaning:
| or armorg Zhorough clean,
e

e the caface of Zhe incoles w Zh a c ok campened w
‘cent. Avo d scaking the rsoes as BEvA material shodle not o2 overy saturated

£ waarmm water ard a mid scep or

Spot Cleaning:
| or stains or socts. Lse 2 soft rask anc 2 mrile soap selut on. Seatly scraao the affectec zrea and wipe clear wizh & darmrpz <ozl

Drying:
allows hg inscles to air cry compleely before olacing -herm azck in wour =10,
radistors o dirgct sun ighz, as th s can cauze the mraterizl to warp or cegracs,

Jonet exposs Tiam to direct haat sco-cas like

QOdor Contral:
| o mranaae cdours, s rkle ozking =oda o1 te inscles
alernet vely, Use an ccoLr-contrel ing foot spray desid

ard let hen sit overnighz, 12
ned for shos insc es.

s noring, arush off t1e sa<ing soda.

Regular Inspection:
Feadlz -y check the racles “or 5 ans of wear sLe as Trinning, sgars, or deforrmaticn. Wwora insoles may not orovics acecuats
suppet and shoald e ~eplaced

Avoid Machine Washing:
Do rot machine wazd or dry £1e insoles as the aciteticn anc heat car camaas -

: rnaterial and stoucture,

Rotating Insoles:
I* ozesio 2, rotate bet.

I pairs of raoces o exterd tieir life. his cives each pair tirg to air out and retura to their criginal

Handling:
Fancle the 120 g2 gently. Avo d folcing ¢ bending

27 in weys tThat coule crease or damracs tie material.

Professional Consultation for Repairs:
1*the rszes becormre dzrmaaed ar sianificantly won, consult w t1 Zhe provider for ady ce on repair or ~eglacerz1t. 2o not
atze ot major cepaite yourssl®

11. Storage Conditions

Storage:
Whea roT rLse, storg tie inscles ne cool ory pace aw
avoid defomat on.

frorm direct surl ait. <eso thern “lat or

S cher odigingl shaps o

Keep Away fram Chemicals and Sharp Qbjects:
ayvs d storig insoles near cherricals, a0 werts, or shara objects thet codld damracs tie materials.

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

12. Disposal Instructions

L spose of 22 par leca regl atiors for medical devices,

| 12 brace shodle not be redssc by ancther patier: cus to Zha costoon fit
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13. Regulatory Compliance

| 12 cevice conforms to t1e essertial reqairerments (Fart 1| of the LK MOR 2002 Arrex | _as modifed oy 2art o Schedus 24
o the U MOK 2002

Dey ces are lanel ed with J1icug icet ficat on order numrbers with 2 written presc- ption by 2 registered healthcarg practit cner.
14. Warranty Information

Please refe- to the Warranty section of the Product I-format on Fortel for further rfcrmat on
| or products cortaining Zhicc-party componsatry suca as retal joinzs, please eqsure the suppl er Mainterance and wWarrarty
scieddles 2re covered as acy sed by woLr hea ticare practitioner.
15. Contact Information
| or qgueries or moe rformat on, please refer to "Section 2 Manufacturcr Dotails”

16. Date of Issue & Version

| Wersicn 1.0,
| Jaze o lssLe: 2025
| —ztes: <gvisio: Meay-241]




