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1. Purpose and scope
Clinical evaluation of toilet raisers for use on toilet, free standing toilet and free standing
commode. The evaluation comprise the following products:

Etac My-Loo raised toilet seat with brackets

£tac My-Loo raised toilet seat, fixed with arm supports

Etac My-Loo raised toilet seat, height adjustable with arm supports
Etac So-Loo freestanding toilet chair

Etac 50-Loo Commode chair Etac Hi-Loo raised toilet seat with brackets
Etac Hi-Loo raised toilet seat, fixed with arm supports

Etac Supporter toilet arm supports

Etac Cloo raised toilet seat, height adjustable with arm supports

Etac Swift freestanding toilet chair

Etac Swift Commode chair

2. References and definitions

» The counci! of the European communities, council directive 93/42/EEC, medical
devices

» IS0 13485:2003 Medical devices — Quality manasement systems — Requirements for
regulatory purposes.

o IS0 14971:2012 Application of risk management to medical devices

o EN 12182:2012 Assistive products for persons with disability — General requirements
and test methods '

3. Product description and intended use

The products are toilet seats in various heights or adjustable height, with different types of
attachment and with ar without adjustable armrests. Free standing toilet chairs either for
using over a toilet, or as a standalone product for use as toilet, for example beside the bed.

The products intend to facilitate toilet use for persons with impaired mobility by offering a
raised seat and/or armrests. The products are intended for home environment, on institution
for example hospital or nursing home or other place where people with impaired mobility
needs and raised toilet seat. '

4. Risks related to intended use

Risk analysis is performed where hazards are idantified and risks analysed. The products are
assessed to have an intuitive intended use. Remaining risks are related to durability, and has
been minimized.

5. Relevant essential requirements from EEC 93 /42

Relevant requirements are found in Annex | 1.6a.
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6. Review of clinical studies justifying the product function

There are studies in general justifies the use of technical aids for grip and support
in the bathroom.

Ergonomics at home ~ Design for safe living and home care doctoral thesis
Jenny Hjalmarsson, School of Technology and Health Royal Institute of
Technology 2014

“It is estimated that about one third of all people over 65, and half of all people in the
group over 80 years, fall once a year [69-71]. Old people mainly fall in their own home
on a flat floor; most of the time falls are in the living room, bedroom or the hallway [69,
72, 73]. Elderly people often experience a fear of falling [74-77]; the fear is also known
to inerease the sk of falling [78, 79], Earlier studies show that it takes longer time to
get up after a fall the older you get [80].

The cost of injuries caused by people falling is high and it will increase when the group
of elderly increases [81]. Injuries can be directly related to the specific fall, but even a
seemingly minor fall can lead to fatal consequences for the person if he or she 15 not
able to get up soon enough [82]. P 15-16

Technical aids and living and adjustment of home for elderly people with
impaired mobility in ordinary living - a knowledge survey

Authors: Inga-Lill Boman, Louise Nygdrd, Lena Borell

Section for Occupational Therapy, NVS, Karolinska Institutet

" Kroemer describes how to design for older people; his examples regarding the
bathroom are sumple but clear;

“Provide anple space for dressing, nashing, toileting, especially when less miobile becanse of age or
disability; grab bars may be desivable”

Hjdlpmedelsinstitutet
There is evidence for justifying for technical aids in the bathroom that facilitates
support and relief or minimizing the distance when sitting down or raising up.

Swedish Civil Contingencies Agency

“Every year is almost 75 000 people hospitalized suffering from falling. Nearly 50 000
of them are 60 years or older.”

“It is easy to slip on wet floors. Slip preventions for bathrooms are nowadays available
in varying trendy and nice colours and shapes. A handie makes it easier to get up from
the bath tub and can be an extra security in the shower. Keep soap, shampoo and
towel within reach.” Citations from “Security in daily life: Tip and advice for elderly
days”

“In bathrooms the most usual injury is from contact with toilet chairs (38%), bath tubs
{30%} and showers (15%). Falls dominate the adverse events and stands for 85% in
contact with toilet chairs, 76% of adverse events with bath tubs, and 70% of adverse
events in showers.” Citations from “Accidents in daily living Injury statistics and risks,
National centre for learning from accidents”
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7. Review objectives and means of search

Search for information of adverse events is made within the scope of products used in
bathroom. Search have been made in FDA:s MAUDE database. The aim was to find any report
of death and injuries in bathrecoms with medical devices involved.

8. Search for adverse events
Incident report search

FDA MAUDE database:

Product class: Adaptor hygiene. Event type: Death. Date Report Received By FDA: 01/01/2013
—30/09/2015

Result: four reported deaths where medical devices was involved. Two of them caused by
collapsing seats, one user slid off the seat, and one user fell off the seat despite holdingonto a
wall mounted handle.

Product class: Adaptor hygiene. Event type: Injury. Date Report Received By FDA: 01/01/2013
- 30/09/2015

Result: 59 reports. Only one was related to armrest. The armrest came lose and caused the
user falling. Unfortunately there was no identification of manufacturer of the armrest in the
report.

Remaining reports were related to:
- Collapsing seat
- {Cracks in the seat
- Collapsing legs
- Wheels coming lose

MHRA, safety warnings, alerts and recalls:

Alert type: Medical device alert, and Field safety notice
Issued after 01/01/2013

Issued before 30/09/2015

Result: No available information of safety warnings or recalls related to bathroom products as
armrests, wall mounted handles or toilet raisers.

9. Similar products distributed by Etac
e Ftac Hi-Loo, Etac Cloo, Etac Swift freestanding toilet, Etac Kaskad and Etac Swift
Commode. Previously assortment: RFSU Stabil, RFSU Kompakt, Etac Kombinera, RFSU
Kommod, RFSU Komfort. These products was available from the 1970:s.

Etac has, due the long history of distributing toilet raisers and freestanding toilets, good
evidence that these products are justified for their intended use and its main purpose:
compensating for physical impairment.
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10. Summary
We conclude:

+ Thereis no known published clinical evaluation within the product area

e There is no registered adverse event where the product functions have been
questioned

s There are studies showing that medical devices in hathrooms avoid adverse events

+ Etac have more than 30 years of experience of developing, manufacturing and
distribution of technical aids for bathrooms

The conclusion is that the information above is encugh for stating that the products are safe
for their intended use. Clinical trial is not necessary. Thus it is shown that the requirements of
EEC 93/42 are fulfilled.
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1. Ucel arozsah
Klinické hodnoceni toaletnich néstavcl pro pouZiti na toaleté, volné stojiciho toaletniho

néstavce a voiné stojici toaletni fidle. Hodnocen/ se tyka nasledujicich vyrobka:

Toaletni nastavec s drZzaky Etac My-Loo

Toaletni nastavec upevnény s madly Etac My-Loo

Toaletni nastavec s upravitelnou vyikou a madly Etac My-Loco
Toaletn( kieslo volné stojici Etac So-Loo

Toaletni kfeslo Etac So-Loo Toaletni nastavec s drzaky Etac Hi-Loo
Toaletni nastavec, upevnény s madly Etac Hi-Loo

Madla k WC Etac Supporter

Toaletni néstavec s upravitelnou vyskou a madly Etac Cloo

Etac Swift volné stojici nastavec na wce

Etac Swift Kommmod toaletni a sprchova Zidle

2. Odkazy a definice

. Rada evropskych spoleéenstvi, smérnice Rady 93/42 / EHS, zdravotnické prostiadky

. ISO 13485:2003 Zdravoinické prostfedky — Systény managementn jakosti - PoZadavky
pro uéely predpist

. 150 14971:2012 Aplikace fizeni nizika na zdravotnické prostfedky

. TN 12182:2012Technické pomiticky pro osaby se zdravotnim postiZenim - Viechecné

poZadavky a metody zkouSeni

3. Popis vyrobku a zamyslené pouZiti

Vyrobky jsou toaletni nastavce v r(znych vyikdch nebo nastavitelné vysce s rlznymi typy
dr#akl a s nebo bez nastavitelnych madel. Volné stojici toaletni kfesla jsou bud’ pro poufivani
nad toaletou nebo je mo#né je pouFivat samostatné jako toaletu, napfiklad blizko postele.

Vrobky nabizi zvygené sedatko a/nebo madla a jsou urfené pro usnadnéni pouiiti toalety
pro osoby se snizenou pohyblivesti Vyrobky jsou uréené pro uéiti v domacim prostfedi nebo
v institucich, napfiklad v nemocnicich nebo zafizentch s peéovatelskou sluzbou, ve kterych jsou
lidé se sniZenou pohyblivosti a potfebou toaletniho nastavce.

4. Nebezpecdi spojend se zamyslenym pouZitim
Analyza rizik se provédi, pokud jsou nebezpeéni uréend a rizika analyzovana. Vyrobky se
hodnoti jako majici intuitivni zamyslené pouzitl. Zbyvajici rizika jsou spojena s vydrii a byla

minimalizovéana.

5. Relevantni zikladni poZadavky smérnice EHS 93 /42

Relevantni pofadavky jsou uvedeny v pfiloze | 1.6a.
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6. Prehled klinickych studii, které ospravedliuji funkci vyrobku
Existuji studie, které obecné odlvodriuji pouZitf technickych pomticek pro pfilnavost
a podporu v koupelné.
- Ergonomie doma - Navrh na bezpeéné bydleni a doméci pédi, dizertaCni
prace, Jenny Hjalmarsson, Technologicka fakulta a Kralovsky technologicky
institut, 2014

,,Odhaduje se, e piibliZné tfetina lidi ve véku nad 63 let a polovina lidi ve v&ku nad 80
let, upadne jednou za rok [69-71]. Seniofi padaji zejména ve viastnich domécnostech
a na rovné podlaze, v&(§ina padd se odehraje v obyviku, loZnici nebo na chodbé [69,
72, 73]. Scnioii obvykle z padu maji strach [74-77]; je také znamo, Ze sirach z padu
zvysuje riziko padu [78, 79]. Diivjsi studie ukazuji, Ze ¢im starsi Slovék je, tim déle
mu trvd se po padu zvednout [80].
Naklady spojené s pady jsou vysoké a budou se zvySovat spoleéné s tim, jak se bude
zvySovatl mnoZstvi seniord [81]. Zranéni je moiné pfimo spojit s uréitymi pidy, ale
i zdanlivé nedifcZité pady mohou u t&chto osob vést k fatilnim ndsledkim, pokud se
dostateéng brzy nezvednou [82]. P 15-16

- Technické pomiicky a bydleni a upravy v domdcnosti pro seniory se
sniZenou pohyblivosti v kaZdodennim Zivoté - pritzkum znalosti
Autofi: Inga-Lill Boman, Louise Nygdrd, Lena Borell
Sekce pro ergoterapii, NVS, Karolinska Institutet

#IKtoemer popisuje, jak navrhovat pro scniory; jcho piiklady cohledné koupelen jsou
jednoduché, ale jasné.”

Poskytndte velby prostor pro obigkdni, nmyvini a vykondvdni potely, obsplists, poksd je
nékdn kvl v6ku nebo postideni méné pohyblivy. Madla mohou byt velmi potfebnd”

- Hjdlpmedelsinstitutet
Panuje shoda, Fe wyufiti technickych pomicek, které usnadfiuji podporu a pfinaseji dlevu
neba minimalizuji vzdalenast pfi sedéni si nebo zvedani se v koupelnég, je opravnéné.

- Svédska agentura pro mimoradné udalosti

JTéméf 75 000 hospitalizovanych lidi upadne kaZdy rok. Skero 50 000 z nich je 60 let
a vice.”

.Na maokrych podlahach je snadné uklouznout. Protiskluzové podloéky do koupelen
jsou v soufasnosti dostupné v riznych medernich a péknych barvach a tvarech.
Stoupnout si ve vané je snadn&jsf diky madldrm, kterd mohou poslouZit také jako dalsi
bezpeénostni prvek ve sprchovém koutd. Mydlo, Sampén a ruénik ukladejte na dosah.”
Citace z ,Bezpecnost v kazdodennim Zivoté: Tipy a rady pro Zivot v pokrotilém véku”

“Toaletni kiesla (38 %), vany {30 %) a sprchové kouty (15 %) se fadi mezi nejcastejsi
pFi€¢iny zranénl v koupelnach. Pady patfi mezi nejéast&jil nestastné udalosti a 85 %
z nich se stane kvilli toaletnimu kfeslu, 76 % kvili vané a k 70 % udalost] dochdzi ve
sprchovém koutd. Citace z ,Urazy v kaidodennim Zivotd, Statistika a rizika zranéni,

Néarodni centrum pro poudeni se z trazd”
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7. Zamér pirehledu a prostiredky vyhledavani

Vyhleddvani informaci o neifastnych udalostech se tykalo vwrobkid pouZivanych v koupelnach.
Vyhleddvanl probéhlo v databazi MAUDE patfici Ufadu pro kontrolu potravin a 1é¢iv (FDA}.
Cilem bylo najit zpravy o Gimrtich a zran&nich v koupelnach s nainstalovanymi zdravotnickymi
prostiedky. '

8. Vyhledavani nestastnych udalosti
Vyhledavani zprav o incidentech

Databaze MAUDE Ufadu pro kontrolu potravin a léiv:

Ttida vyrobku: Pomicka napomahajici hygiend. Typ udalosti: Umrtl: Datum pfijeti zpravy
Ufadem pro kontrolu potravin a lé¢iv: 01.01.2013 — 30.09.2015

Vysledek: ¢tyfi nahlddend amrti, pfi kterych hrélo roli pouZiti zdravotnickych prostfedka. Dvé
byla zplisobena zhroucenym sedatkem, jeden uZivatel sklouzl ze sedatka a jeden uiivatel ze
sedatka spadl i pfesto, Ze se driel madla upevnéného na zdi.

Ttida vyrobku: Pomdicka napomdéhajici hygiené. Typ udalosti: Zranéni. Datum pfijeti zpravy
Uradem pro kontrolu potravin a lé¢iv: 01.01.2013 — 30.09.2015

Vysledek: 59 hlaseni. Pouze jedno se vziahovalo k madlu. Madlo se uvolnilo a ufivatel kvili
tomu upadl. Zprava nanestésti neobsahuje jiméno vyrobce madla.

Zbyvajicl zpravy se vztahovaly k:
- Zborcenému sedatku
- Praskliné na sedatku
- Zborcené noze
- Uvolnénym koleCkGim

Bezpeénostni varovani, upozornéni a staZzeni z ob&hu agenturou MHRA:

Typ vystrahy: VWstraha zdravotnického zafizeni a prakticka bezpeénostni upozornéni
Vydana po 01.01.2013

Vydand pred 30.09.2015

Vysledek: Nejsou dostupné Zadné informace o bezpeénostnich opatfenich nebo o staZeni
z trhu tykajici se koupelnovych wrobkd jako jsou madla, madla instalovand na zed nebo toatetni
nastavce.

9. Podobné vyrobky distribuované spole¢nosti Etac
*  Ftac Hi-Loo, Etac Cloo, Toaletni kieslo volné stojici Ftac Swift, Etac Kaskad a Toaletni
Fidle Etac Swift. Pfedchozi sortiment: RFSU Stabil, RFSU Kompakt, Etac Kombinera, RFSU
Kémmod, RFSU Komfort. Tyto wrobky byly dostupné od 70. let minulého stoleti.

Spoleénost Etac diky své dlouholeté historii distribuovani toaletnich nastavci a volné stojicich
toaletnich nastavel dokazala, Ze tyto vyrobky jsou vhodné pro jejich zamyslené poutziti a jejich
hlavn( Géel: kompenzaéni pomiicky pro télesné postiZeni.
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10. Shrnuti

Dosli jsme k tomuto zévéru:

* O vyrobku nebylo publikovano Zadné klinicke hodnoceni
*  Pouiiti vyrobku nezptisobilo #4dnou neifastna udélost, ktera by
zpochybiiovala jeho funkénost.
*  Existuji studie, které ukazuiji, #e zdravotnické prostiedky v koupelnach pfedchazeji
neifastnym udélostem
s Spoletnost Etac ma vice jak 30 let zkuSenosti ve vyvoii, vyrobé a distribuci
technickych pomucek pro koupelny.
Zavérem je moiné na zékladé mnoistvi vySe zminénych informaci prohlasit, Ze tyto vyrobky
jsou bezpedné pro jejich zamy3lené pouZiti. Klinické hodnaceni neni nutné a prokazalo se, e
poZadavky smérnice EHS 93/42 jsou splnény. '
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