' Document type Page
| Etac Supply Center AB Clinical evaluation - 1(7)
Document title | Document ID Revision
| Bathroom devices clinical evaluation | 1A13408 2

Division Homecare

Clinical evaluation

Bathroom devices

Bathboard Fresh, bathboard Rufus Plus, shower stools

Edge, Smart and Easy, toilet raiser Cloo, toilet raiser Hi-Loo,
toilet armrest Supporter, wall mounted shower seat Relax

Responsible Dept | Replaces Document ] Date (Valid from)
QA N/A 2015-10-29
Issued

2015-11-02

Lars-Erik Gardeskog, Quality manager

Reviewed

/

2015-11-02

Christina Ripe, international product
manager, Occupational Therapist

Approved

2015-11-02

Lars-Erik Gardeskog, Quality manager

; €
L - - —
/

j:-f" 22 /77//
i

Revision Description Date Sign
i First release 2015-10-29 L-EG
2 Editorial changes, medical recommendations added 2015-11-02 |LEG

Etac Supply Center AB

Lénggatan 12, SE-33424 Anderstorp, Sweden
Tel: +46 371 587200 www.etac.com




Document type Page

Etac Supply Center AB | Clinical evaluation - 2(7)
Document title | Document 1D Revision

| Bathroom devices clinical evaluation | 1A13408 2
Table of Contents
1. PUIPOSE AN SCOPR couveeirieeesieteisieneesisiisssssssesasssnersansarsamsessnsssasssassessasnars GesEro versrenenenrons 3
2. References and definitions.........ccuerienincnmeeanen LT LTI 3
3. Product description and intended use.........c...uceus T T e 3
4, Risks related to ClinICal USE......viiimmninmsiseriisereniensinnsinsnsnsnsaessssirssssrassresssssnssesssssesnrassesss 4
5. Relevant essential requirements of MDD .........coociuermernseenssnsannienennnee T 4
6. lustification of method for clinical reVIEW ......icmicsmrcinisniicnereniene s sssessnnaes 4
7. Objectives of the review and S€arch Strategy......c.vevsirsnssnsisscsmmnsrsmsissssssmsssessssssassrensanes S
8.  Search of adVErse BVENLS.......ccviiiiinricnismnninorestsionmssimtississinisessiserssssnesissassamssssssansnsnsss 6
9, Related EtaC ProdUCs ........occieniiininissinstiniiscsnsimssasssssisassssssseenessnesess siesansnssasssussnssnnsassanns 6
10. Final CONCIUSION ....vcrvreencrneseriesncsssecsnssamcssmesesmsmessessssesssnsonsssntsssssassansnsnass R ..6

Etoc Supply Center AB

Lénggaton 12, SE-33424 Anderstorp, Sweden
Tel: +46 371 587200 www.cltac.com




Document type Page

| Etac Supply Center AB

Clinical evaluation 3(7)
| Document title Document ID Revision
| Bathroom devices clinical evaluation 1A13408 2

1. Purpose and scope
Clinical evaluation of bathroom products:

e Fresh, bathboard

e Rufus Plus, bathboard

e Edge, shower stool

¢ Smart, shower stool

e Easy, shower stool

e Cloo, toilet raiser

e Hi-Loo, toilet raiser

e Supporter, toilet armrest

e Relax, wall mounted shower seat

2. References and definitions

e The council of the European communities, council directive 93/42/EEC, medical
devices (hereinafter MDD)
e IS0 13485:2003 Medical devices — Quality management systems — Requirements for

regulatory purposes.
1SO 14971:2012 Application of risk management to medical devices

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

3. Product description and intended use

Fresh: Plastic bath board, with non-slip pattern and sturdy brackets to make washing safe and
easy. The extra wide seating surface on one side makes it easier to get into and out of the bath
tub.

Rufus Plus: Etac Rufus Plus bath board has a classic design and a capacity of 200 kg (441 bs).
The embedded aluminum tubes ensure the stability and weight capacity. The edge stops are
easy to adjust for different bath widths,

Edge: three-legged shower stool.

Smart: four-legged shower stool.

Easy: four legged shower stool with round seat.

Intended use: Facilitates sitting when carrying out intimate hygiene.

Cloo: Height-adjustable toilet seat raiser that is fixed securely to the toilet. It is supplied with a
10 cm elevation. When armrests are included in the kit, these are to be fitted when mounting
the product to the toilet. Cloo can also be fitted at an angle.
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Hi-Loo: A range of ergonomic toilet seat raisers that facilitates sitting down and getting up
from the toilet. Hi-Loo can be used with or without armrests. Armrests provide greater security
when seated and support when you sit down/get up from the toilet. The armrests can be
flipped up, but can also be fixed in the lowered position.

Supporter: A range of toilet armrests that facilitates sitting down and getting up from the
toilet. The armrests provide greater security when seated and support when you sit down/get
up from the toilet. The armrests can be flipped up, but can also be fixed in the lowered
position.

Relax: Etac Relax is a smart and elegant shower seat. It is perfect when space is limited ~ as it
folds flat to the wall. You can chose the version that best suits your needs as Relax comes in
many configurations and as easy to fit in any shower area. Scandinavian minimalistic design
gives you maximum comifort and a more stylish bathroom.

Medica! recommendations:

The product may be used in the following cases:
e Limited overall mobility
® Weakness of the joints and leg muscles
e Muscle diseases
e Total endoprosthesis of the hip joint

4. Risks related to clinical use
Risk analysis is performed for each product, for its intended use as well as for the risk of
contributing to injuries. Remaining risks are minimized and found acceptable.

5. Relevant essential requirements of MDD
Relevant requirements in MDD are Annex 1.6a.

6. Justification of method for clinical review

There are no known published clinical investigations of this kind of products. However, there
are studies showing the need of aids for bathing/showering/toileting to prevent falls.

Ergonomics at Home - Design for Safe Living and Home Care Doctoral Thesis lenny
Hjalmarson 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 increase the risk of
falling [78, 79]. Earlier studies show that it takes longer time to get up after a fall the older you
get [80].
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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 is not able to get up soon
enough [82]. P 15-16

" Kroemer describes how to design for older people; his examples regarding the bathroom are
simple but clear; “Provide ample space for dressing, washing, toileting, especially when less
mobile because of age or disability; grab bars may be desirable” P 14.

Tekniska hjilpmedel och bostadsanpassning fér dldre med funktionsnedséttning i ordindrt
boende — en kunskapsdversikt ISBN: 91-85435-33-3

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

Sektionen for arbetsterapi, NVS, Karolinska Institutet, released by Hjdlpmedelsinstitutet,
have motivated the need for aids in the bathroom to support the user or shortening the
distance when seating or raising.

Siékerhet i vardagen: tips och rad pa dldre dagar! by Swedish civil contingencies agency
ISBN: 978-91-7383-292-2

“Every year almost 75000 people need hospital stay after falling in the bathroom. Almost
50000 of them are 65 years or older.”

"It is easy to slip on wet floors. Antislip devices for bathrooms are nowadays available
in a great variety of colors and contours. A grab rail makes it easier to get out of the
bath tub and can be an extra safety in the shower. Keep soap, schampoo and towel
within reachable distance. ”

(Free translation from swedish original)

Olyckor i boendet Skadestatistik och risker, ISBN 91-7253-284-X released by
Riaddningsverket, Nationellt centrum for larande fran olyckor

In bathrooms it is most common with injuries from contact with toilet porcelain (38%), bath
tubs (30%) and showers (15%). Fall accidents is the dominating cause and stands for 85% of
injuries in cintact with toilet porcelain, 75% of accidents with bath tubs and 70% of accidents in
showers.

(Free translation from swedish original)

7. Objectives of the review and search strategy

The objectives are to estimate the patient risk of the product by searching existing clinical
studies performed on similar products and evaluate whether this data is sufficiently enough to
sustain as a clinical evaluation without the need of a clinical study of the product.
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8. Search of 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 were involved. Two cases were caused by
collapsing seats, one user slipped off the seat, and one fell despite holding on to a grab rail.

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

Result: 59 reports related to:
- Collapsed seat
- Seat cracked
- Collapsing leg
- Wheel coming loose

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 information of safety alerts or recalls related to bathroom medical devices.

9. Related Etac products
e Etac has a wide range of similar products which have been in the assortment for more
than 30 years.

We have with our experience of developing and manufacturing similar products a very good
platform for that the bathroom products are well motivated and that they in a safe way
compensates for impairments.

10. Final conclusion
We conclude that:

e There is no known clinical investigation published within the product range

e There are no known registered adverse events on similar products where the product
function is questioned

e There are studies showing that manual medical devices in the bathroom helps to avoid
fall accidents
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e The products have been evaluated through test methods required in the harmonized
standard EN 12182

o Etac has more than 30 year experience of development, manufacturing and
distribution of manual medical devices for bathrooms.

The conclusion Is that the current information has addressed all the concerns enough. The
product is deemed safe enough to be used for the previously explained intended use. As a
result, no clinical investigation is needed. Conformance with the medical device directive has
thus been demonstrated.

Annex 1:

Lars-Erik Gardeskog has been responsible for product risk management process at Etac Supply
Center AB since 1993,
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1. Ucel a vymezeni
Klinické hodnoceni koupelnovych vyrobki:

e  Fresh, vanova deska

e  Rufus Plus, vanova deska

e Edge, sprchova stolicka

e  Smart, sprchova stolicka

e  Easy, sprchovd stolicka

e Cloo, nastavec na WC

e Hi-Loo, nastavec na WC

e Supporter, WC podrucka

e Relax, nasténna sprchova sedacka

2. Odkazy a definice

Rada Evropskych spolecenstvi, smérnice Rady 93/42/EHS, o zdravotnickych prostfedcich (déle jen
MDD)

e |SO 13485:2003 Zdravotnické prostfedky - Systémy fizeni jakosti - Pozadavky pro regulatorni ucely —
soulad s predpisovou sférou.

e SO 14971:2012 Aplikace fizeni rizika na zdravotnické prostredky

e EN 12182:2012 Pomocné produkty pro osoby se zdravotnim postizenim - VSeobecné pozadavky a
zkusebni metody

3. Popis vyrobku a urcené pouziti

Fresh: Plastova vanova deska s protiskluzovym vzorem a robustnimi drzaky, aby umoznila bezpecné a
snadné umyvani. Extra Siroky sedaci povrch na jedné strané usnadruje se dostat do a ven z vany.

Rufus Plus: Vanova deska ETAC Rufus Plus ma klasicky design a kapacitu 200 kg (441 liber). Vlozené
hlinikové trubky zajistuji stabilitu a kapacitu hmotnosti. Rohové zarazky se snadno nastavuji pro
rGzné vanové sitky.

Edge: sprchova trojnozka

Smart: ¢tyfnoha sprchova stolicka

Easy: ¢tyfnoha sprchova stolicka s kulatym sedakem.

Pfedpokladané pouZiti: Usnadnuje sezeni pfi provadéni intimni hygieny.

Cloo: Vyskoveé nastavitelny toaletni nastavec, ktery je pevné upevnén k zachodové mise. Je doddvan
se zvySenim o 10 cm. Jsou-li soucasti soupravy loketni opérky, maji byt upevnény pfi montazi vyrobku
na zachodovou misu. Cloo muZe byt instalovan také s naklonem.

Etac Supply Center AB
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Hi-Loo: Rada ergonomickych nastavc( na WC, které usnadriuji sedani a vstavéni z toalety. Hi-Loo
mUZe byt pouZity s nebo bez podrucek. Podrucky poskytuji vétsi jistotu pri sezeni, a podporu pfi
seddani a vstavani z toalety. Podrucky Ize preklapét, ale mohou byt také upevnény ve sniZzené poloze.

Supporter: Rada toaletnich podrucek, které usnadriuji sedani na toaletu a vstavani z toalety. Podrucky
poskytuji vétsi jistotu vsedé, a podporu, kdyz si sednete / vstavate z toalety. Podrucky lze preklapét,
ale mohou byt také upevnény v dolni poloze.

Relax: ETAC Relax je chytra a elegantni sprchova sedacka. Je idedlni v pfipadé omezeného prostoru —
protoZe Ize slozZit ke zdi. MUZete si vybrat verzi, kterd nejlépe vyhovuje vasim potfebam, kdy Relax
pfichdzi v mnoha konfiguracich a snadno se vejde do jakéhokoli sprchového koutu. Skandindvsky
minimalisticky design vam skytd maximalni pohodli a stylové;jsi koupelnu.

Lékarské doporuceni:
Produkt mUZe byt pouZzit v nasledujicich pfipadech:
e Omezena celkova mobilita
e Slabost kloub( a svali nohou
e Svalové onemocnéni
e Totdlni endoprotéza kycelniho kloubu

4. Rizika spojena s klinickym pouzitim
Pro kazdy vyrobek, pro jeho zamyslené pouziti, stejné jako riziko, Ze pfispiva ke zranéni, se provadi
analyza rizik. Zbyvajici rizika jsou minimalizovana a jsou pfijatelna.

5. Pfislusné zakladni pozadavky MDD
Ptislusné pozadavky v MDD jsou Pfiloha 1.6a.

6. Odtavodnéni metodiky klinického pfezkoumani
Nejsou zndmy Zadné publikované klinické zkousky tohoto druhu vyrobk(. Nicméné existuji studie
ukazujici na potfebu pomucek pro koupani/sprchovani/toaletu, aby se zabranilo padam.

Ergonomie doma - Disertacni prace Jenny Hjalmarson na téma ,,Design pro bezpecné bydleni a
domaci péci“ Technické a zdravotni fakulty Kralovského technologického institutu, 2014:

"Odhaduje se, Ze asi jedna tfetina vSech lidi starsich 65 let, a polovina vSech lidi ve skupiné nad 80 let,
padajijednou roéné [69-71]. Stafi lidé padaji hlavné ve svém vlastnim domé na rovné podlaze; vétSinou
jde o pady v obyvacim pokoji, loZnici nebo na chodbé [69, 72, 73]. Starsi lidé ¢asto zaZivaji strach z padu
[74-77]; je také znamo, Ze strach zvySuje nebezpeci padu [78, 79]. Diivéjsi studie ukazuji, Ze ¢im jste
starsi, tim déle trva vstat po padu [80].
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Naklady léceni zranéni zptisobenych si upadnuvsimi lidmi jsou vysoké a zvysuji se s rostouci
skupinou starsich obc¢anti [81]. Zranéni mohou byt pfimo spojeny s konkrétnim padem, ale i zdanlivé
nevyznamny pad muze znamenat fatalni dtsledky, jestlize upadnuvsi osoba neni schopna vstat
dostatecné vcas [82]. Str. 15-16

Kroemer popisuje, jak navrhovat (pomucky) pro starsi osoby; jeho priklady tykajici se koupelen jsou
jednoduché, ale jasné: ,Poskytnout dostatek prostoru pro oblékani, myti, toaletu, zvlasté v pfipadé
snizené mobility at jiZz z dlvodu véku, nebo zdravotniho postiZzeni; madla mohou byt Zadouci“ Str. 14.

Tekniska hjalpmedel och bostadsanpassning fér dldre med funktionsnedsattning i ordindrt boende - en
kunskapsoversikt (Technické pomiicky a domaci dpravy pro starsi osoby se snizenou mobilitou v bézZném
bydleni - znalost (volny preklad ze svédského origindlu)) ISBN: 91-85435-33-3

Autofi: Inga-LIll Boman, Louise Nygard, Lena Borell

Oddeéleni/sekce lécby nemoci z povoldni, NVS, Karolinska Institutet, vydano Hjilpmedelsinstitutet,
motivovaly potfebu koupelnovych pomucek k podpore uZivatele nebo zkraceni vzdalenosti pfi sezeni nebo
vstdvani.

Sdkerhet i vardagen: tips och rad pa aldre dagar! (Bezpecnost v béZném Zivoté: tipy a rady ve stdri! (voiny
preklad ze $védského origindlu)) vydané Svédskym Giadem pro nepredvidatelné civilni zaleZitosti, ISBN: 978-91-
7383-292-2

"Kazdy rok potrebuje hospitalizaci po padu v koupelné témér 75.000 lidi. Témér 50.000 z nich je ve stafi 65 let a
vice."

"Je snadné uklouznout na mokré podlaze. Protiskluzovad zatizeni pro koupelny jsou dnes k dispozici ve velké
Skale barev a tvarii. Madlo usnadiiuje se dostat ven z vany a ve sprse miize byt dopliikovou bezpecnostni
pomiickou. Mydlo, rucnik a Sampon méjte vidy v dosaZitelné vzdilenosti.”

(Volny preklad ze svédského originalu)

Olyckor i boendet Skadestatistik och risker (Statistika odskodného za zranéni a rizika nehod béhem bydleni -
(volny preklad ze Svédského origindlu)), ISBN 91-7253-284-X, vydano Raddningsverket, Nationellt centrum for
larande fran olyckor (Ndrodni centrum pro uceni se z nehod)

V koupelnach jsou nejbéznéjsi zranéni ze styku s porceldanem WC (38%), vany (30%) a sprchy (15%).
Urazy zplisobené padem jsou dominantni pi¢inou a pfedstavuji 85% urazd pii kontaktu s WC
porcelanem, 75% nehod u van a 70% nehod u sprchovych koutd.

(Volny preklad ze svédského origindlu)

7. Cile pfezkoumani a hledani strategie

Cile spocivaji v odhadu nebezpeci vyrobku pro pacienta hledanim existujici klinické studie provadéné
u podobnych vyrobk, s vyvhodnocenim, zda jsou tato data dostatecna k tomu, aby poslouzila jako
klinické hodnoceni, aniz by bylo tfeba klinické studie vyrobku.
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8. Hledani nezadoucich ucinku
Zprava o vyhledavani pfipadt

Databaze FDA MAUDE:

Trida vyrobku: hygienicky nastavec. Typ udalosti: Smrt. Datum, kdy byla zprdva obdrzena FDA:
01.01.2013 - 30.09.2015

Vysledek: Cty¥i hla$ena Gmrti, u nich? byly zapojeny zdravotnické prostfedky. Dva pripady byly
zpUsobeny zhroucenim sedatek, jeden uZivatel ze seddatka sklouzl, a jeden upadl, presto Ze se drzel
madla.

Trida vyrobku: hygienicky nastavec. Typ udalosti: Zranéni. Datum, kdy byla zprava obdrZzena FDA:
01.01.2013 - 30.09.2015

Vysledek: 59 zprav tykajicich se:
- zhroucenych sedatek
- prasklych sedatek
- zhroucené nohy
- uvolnénych kolecek

MHRA, bezpecnostni varovani, upozornéni a upominek:

Typ upozornéni: Vystraha u zdravotnického prostfedku a Bezpecnostni upozornéni k danému poutziti,
Vydano po 01.01.2013

Vydano pfed 30.09.2015

Vysledek: Zadné informace o bezpeé&nostnich vystrahach nebo upominkach v souvislosti
s koupelnovymi/toaletnimi zdravotnickymi prostredky.

9. Souvisejici produkty ETAC

e ETAC ma sirokou skalu podobnych vyrobkda, které byly v sortimentu déle neZ 30 let.

S nasimi zkusenostmi z vyvoje a vyroby podobnych vyrobkd mame velmi dobrou zakladnu pro to, aby
byly koupelnové vyrobky dobfe motivované a Ze bezpecnym zplsobem kompenzuji postizeni.

10. Konecny zavér
Dosli jsme k zavéru, ze:

e Ve vyrobnim sortimentu neni zndmo zadné zverejnéné klinické vysetrovani

¢ Nejsou znamy Zadné registrované nezadouci G¢inky u obdobnych produkt(, kdy je zpochybriovana
jejich funkénost

e  Existuji studie, které ukazuji, Ze rucni zdravotnické prostredky v koupelné pomahaji predchazet
nehodam zplsobenych padem
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¢ Vyrobky byly hodnoceny pomoci zkusebnich metod pozadovanych harmonizovanou normou EN 12182

e ETAC ma vice nez 30 let zkuSenosti z vyvoje, vyroby a distribuce manudlnich zdravotnickych prostfedku
pro koupelny.

Zavér je, Ze stavajici informace se zabyvaji vSéemi obavami v dostate¢né mire. Produkt se povaZuje za
dostatecné bezpecny, aby byl pouZit k vySe vysvétlenému zamyslenému pouZiti. Ve vysledku tedy

neni nutné provadét Zadné klinické Setfeni. Shoda se smérnici o zdravotnickych prostfedcich tak byla
prokdazana.

Ptiloha 1:

Lars-Erik Gardeskog zodpovidal za proces fizeni rizik vyrobkd v ETAC Supply Center AB od roku 1993.
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