Custom-Made DTKAFO (DYNAMIC TORSIONAL 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~ 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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Custom-Made Dynamic Torsional Knee Ankle Foot Orthosis - ™~
IFU (Instructions for use)

1. Product Name/Image

CUSTOM-MADE DIKAI O (DYNAMIC 1ORSIONAL KNEE ANKLE | OO 1 ORIHOSIS)

Related Product Codes:

Lilbes] S-PP-
Dlka] S-PP-1-o
Ll bes] S-pPp-2
Llbs] S-Pp-s
L] S-PP-a
Diks] S-PP-o
Diks] S-PP-o

2. Manufacturer Detalls
LioC Manl SCTJRING LIMITELD S THE LONDON SRIHD S SOMNSUL TANCY LML ED
1Eln Crescer:, Kingston Uazon hames, Sorrey, enclard. £ 2 642

lel: 020 8871 9389
Email: Infoilondanethetice.coulk

3. Device Description

& special sed orace designed for the correct on ard managenert of club *cot it infanis ard todd ers. Made of mecica -grade
mazes a s acjlstalzle straps. anc caszom mou dakle suoport,

Material Composition:
Made from lighTweigh: 21d dorable weterials suca as medica -g-ade plastics and “carrs, tie orthosis s designed for corrfot
anc effeciive sLpport, 112 inter or s ofen lined wit soft padd ra to protect the del cete <kin ©F infar s and todd ers.

Custom Fitting:
Each ortos s is preso bed ased on the precise measLregmerts of the chld's “cot 21d l2a | e design is modular; your o-thot 52
will adjust the Bl <4 O to eqsure a perfect © 2, cracial for Zhe effeciive Treatrent of cluk ool

Adjustable Components:
|1 erthosie features acjustakle straps, “co and lowe - leg seciiors to accormmocate “o” growth ard mowverment,

Foot and Ankle Support:
| 1e cesigr 5 focused on rnaintain ng tie fost ina corrected position at allew ra dyrarm o correction 5o a child ca1 rove
wizhin the arace oLt elways o2 aken bac< 2o a corrected positicn.

Ease of Use:
Desianed
‘o adaerea

S racticality inonord. the orzbos s can o2 2as ly oLz o0 anc Zaken off oy the parent or ce-ediver, wh ch is es=ential
s to the treatreat recimer.

4. Intended Use
Inzencac o maintzin the corqect on ‘ol owing & successfl Ponsesi —reztrert of id opathic structura clul: “ooz.
5. Indications

Club foot (Talipes Equinovarus)
Clubfoot is & congenitel foot defo-n ty that affects 2 ch ld's bones, mascles. encons. 21d 2 ocd vessgls. |he frort hafof an
affected “co” urrs rward and Zha Fael acinzs down, [P severe cazes. the foot is turiec so “ar Zhat the botzomr faces sicewaws or

boonsidoring Hhodr

6. Contraindications

Uncarrected Club Foot Defaormities:
In cases of clulb®co wiict Fave 107 beer corrected by the Ponseti methoo, KA O Bracing =1oulc not ke etterngtad.
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IFU (Instructions for use)

Severe Dermatological Conditions:
Patierts with seve e s<in concit ons sLch as eczema, oscrizsiz, or dermrazitis inthe z-ea where the brace s to be apalied shou d
nat uze th s de I heze conditions may e execebated ov the brace.

Open Wounds or Ulcers:
| 1e preserce of cos 1S Locers, or soces ear the zoplication area is a conzraind caticn. | 1e brace may hinder hea ing znc
i1craaza the v sk of infection.

Sensitivity to Brace Materials:
Patierts with krow allergies or sreens Tivity to any of Zhe mater as Jasec rthe krece such as certain plastics, foams. o
mretals. shodle ey d us ro tiis device.

Severe Circulatory Disorders:
Patierts with sevese circu ato~y cizorders in the lower imos sLct as deso vein thramlbosis or severg periohezl arterial dizease,
shodld rot use the brace 23 trray mpede 2loco flow.

Certain Meuromuscular Disorders:
| 1e brace shodale not be used i1 patierts with ca-tain neurormuscu ar d sarcers
exicting cond ticns, his rolades cancit ons that severe v lirit roveraaat or w

Fractures or Severe Trauma:
Patierts with recert fractaes or severg t-zama to tie fost or lower 2o sholld 107 Lse the race urti fualy Fezled and cleargc
by a healthcare professiora .

Infections:
active infections in the foot or lower lec g2 2 cortgincication.  he krace may egcravae the

Zior o ainder treatmens,

Lymphoedema or Severe Qedema:
|12 preserce of lvripacederna o severe cederna in the lower extrer Zies mey be cortraindicated as tie orace may exacerlzas
“Feze cordiziors.

Cognitive Impairment Affecting Compliance:
Patierts, esoecially childre, wiho cannct aaderstard or comrply wi Teweeting scieddle cug to coanizive imasirments may
not be siitakle cand dazes for tais brace

7. Warnings

A Small Parts:
Please ersire all sorews arg tichtened or & w
waar g cock over the device wihkhilst te balyy

seckly nasziz pleaze ~eport any oose czqts to vour orthotist imred azzly, 2 ez
= 5 zaping to avoid ard smal losse oa-ts falling rto the s zeping aea

A Fit and Adjustment:
Incorrect fitting can lead to discomfort, reduced function. and risk of injury. Always ensure a proper fit.

A Skin Irritation:
Prolonged pressure or friction can cause skin issues. Regularly inspect the skin for any signs of irritation or breakdown.

A Risk of Falls:
| he device may alter wallking patterns, increasing the risk of tripping. or falling, especially during initial use.

A Circulation Impairment:
Owvear-tightening or improper positicning can restrict blood flow. Be alert to sensations like numbness or tinaling.

A Heat and Swelling:
Extended use or exposure to heat can cause swelling or discomfort. Adjust use accordingly.

A Device Integrity:
Eeqularly inspect for wear. damage. or malfunction. Do not use a damaged b KA O,

A Children and vulnerable Users:
Extra caution is advised for children or individuals who may not be able to communicate discomfart or pain effectively.

A MRI Safety:
Remove the I KAl O before undergoing MR procedures, as it may contain metal components.

P orovicio

8. Precautions

Gradual Introduction:
Flease follow the Wearing in Suids 2o ovile Lp olerance to ke UKl O
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IFU (Instructions for use)

» Clack “or losse or mmizsing ozts be'cre eact use. |HESE ARE CHOKIMNG HAZARDS.

v o prozect yvour ch ld place a oo« over the eqtirg brace to trao ary pe-ts that may fall o

v Stonwaaring the brace 21d cal us i vod notice any s<in areakdow of 17 Tierg are any cocens wizh the Sunct cn of the brace.
v Inspect vour oh ld's s«in afte- each period of use, part cu arly at the beginn ra o tie orocess,

vHeorass s noomnel But sholld fade in 20 minutes if your skin is 2o ar2t rg tie dew pressure.

v ftie t e incicated sgems to be “too much” simaly back up one day cn the chart anc cortinue “rom that point.

vlTe 04 oo decraase weas tire if neccec but always progress gradually—avo d stopping and starting.

Regular Fit Checks:
Faadlz-y chack the fiz @1d adjust ac reeded. especially if hare are charaes r ino cize o shape.

Awareness of Mobility Changes:

Bea zwee of how the DI Kal & affecis moalizy anc adaot activities 2ocord roly.

Use as Directed:

| ollaws the usage inatractions 21d ecommerdztion:s provideo by 1ezlthcare arofeszionals.

Avoid Modifications:
Do rot atterrpt to 2ltes of repeir the D1 KAD O without arofessicqal gaicance,

WS FNAY VAN,

9. Instructions for Use

. oLt cild we ll evantia ly

ke Orclosis Cheaces 25 hours a day But wil reed severzl davs to adjust to waaring

iz musch,
. | ¢l owe £1is in Zialisetion schedu g to increase the wear Zime araduzly and zaely
. aqgas of recress ece 2o be expectad but i° They oersist more than 20 mindates efer removing Zhe brace, you' | reed to

s o dow The break-in process, vy bac<ing Lz and reosating the previcds cay's scaedale.

. Skin chec s shodle ba performred eaclh Zime the orthasis = rerroved. IF there iz 27y 2<in brea<dow . remowve oha
crolhosis and contact Ls irmmed aze v

. Do a trorcagh check caly for cooliess or a dark mottlec gopzeeice, tiis col d incicats that <he thiga srap i= oo
dicht and is possio vy cadsing circilation proalers,

DAY WEAR TIME NOTES

1 1 hour on 1 hour off Repaated throughout the day: Mot at Naps, No Might
2 2 hrs on, 30 mins off Repeated throughout the day: Wear at Nap, No Night
4 A hrs on. A0 mins off Repaated throughout the day: W/ Nap & Night
1 & hrs on, 30 min off Repeated throughout the day: W/ Nap & Night
L & hrs on, 30 min off Repeated throughout the day: W/ Nap & Night
39 3 hrz on, 50 min off Repeated throughout the day: W/ Nap & Night
/ 12 hrs on, 40 min off Repaated throughout the day: W/ Nap & Night

10. Cleaning & Maintenance

Cleaning:
at azth tire 2ach day, rercve and ©2ar the thich piece 21d th g1 pad wizlh 21y 20a0 thet wour chile s dsed to, Snce 4w

ces ke

ek,
e with raabing alcohs 21d errowve the thioh st-ap anc clean tzhoroushly as wel Lsrg the alterraze sorap wai e the

“rstore dr 2= farash develooss, Lee the strap iners until it ~esclees. clearing ard exchansing thean daiky.

acdher g ko those dot

Forn
e

11. Storage Conditions

Temperature Controlled Environment:
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IFU (Instructions for use)

Store he DAL Ziqa cocl doy place, away from extrame temas-atares. Avo d areas whae the 2nparaturs may excesd room

erperature s ani®canthy. cack 23 ne ces dur ra semrrner or near heating sources.

Avoid Direct Sunlight:
Kegp the DI KAD & away S~ dirgc: sunighs 25 prolorged exposire can degrade the mate-ials and affect tae fit ard confort of

“ha dev ca

Moisture-Free Area:
Ersire the storage area s ree from mo sture to preven: Mold, mi dews, or rmateqial degracat on. Do rot store the DKal &in
darng envircnmerts i<e azthroorms.

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
DKl O

Laid Flat or Properly Supparted:
Store the DI KAD Siqite ratura shape. Do 107 “old or hang the D1Kal & iqa marrer thet rmay cease it to deforrm.

Keep Away from Chemicals and Sharp QObjects:
ayvs dstarig e U KAD O near cigmica s, schqants, or eaarp objects thaz could damzge the mazer a s

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

3 o profoncin

12. Disposal Instructions

U spose of 22 par loca regl atiors for medical devices,

| 1e brace shodale not be reasec by ancther patier: cus to the custon it

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 refe- to the Warranty secion of the Product [rformat on Fortel for further rfcrmat on.

| or products cortaining Zhirc-party componsatry suc as mretal jainzs, please eqsure the supil er Mainterance and wWarrarty

scieddles 2 covered as acy sed by woLr hea ticare practiticner.

15. Contact Information

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

16. Date of Issue & Version

| Weraic 1.5
| Zate o lasLe: 2025,
[_atest <avisicn: May-241]




