Re-use of single use medical devices
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EFHSS Questions and Answers - Questions
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201142 Bowei & Dick test dr.ghaneema 0 Steam Sterilization 11/03/2008 08:07
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01141  Sterilization of Bone Graft Intisar Guritum Spacial Requirements 10/03/2008 17:09
Kuwwait
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Q00896 Use of lubricating milk Sudip Kumar 5aha Spacial Requirements 10/03/2008 02:57
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@G01132  Sterile/dirty instrument/'set transportation Maohd Tazri Transportation 08/03/2008 13:28
Singapore




Is there still reuse of single use medical devices?

Total:

10 of 13 yes
EU: 5 of 8 yes
Non EU: 5 of 5 yes
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How To Determine What Can Be Sterillized In STERRAD® 1005 Stedlizer

o Is The Reprocessable Medical Device Made Of The Following Matericls?

- alarrinuen = KRATON™ Pyt = Polyelhesimide (ULTEM® Polymers) = Polyureibare

= Birass = Macprana = Polymethy mathacndate (PRSA} = Polyvird chlorida (FWC)
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L B aker - Titanium
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Proceed with
Processing.

e Does The Reprocessable Medical Device Have A Lumen?

6 Is The Lumen Made Of Stainless Steel, Polyethylene, Or Teflon' ? Sﬁ'ﬂ it ariarfosy ey by prer-dogia

ik deselos.
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= Trwn, 3F, 08in
Proceed With Processing If The Lumen Conforms To The Dimensions Listed Below o Zreem, 6Fr, 079

Single Shalnless Steel Lurmen Teflan®/ Pohyelhylens ® 3mm, 9Fr, 1180
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Gasellschaft filr Wiederaufberaitung
in der Medizin mbH

Gecertificeerd door:

150 9001 /150 13483

www.redis.de




Beoordeling van het reinigingsproces

« Caviteiten
« Lumina

« Moeilijk bereikbare
materiaal-overgangen

« Oppervlakte-structuur

www.redis.de




Techniek
Electrische / Mechanische Functionaliteit

Voorbee ldourve
Misuwe Trocar Ethicon 512
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Techniek

Controle van de parameters

* Veerkracht

» Electrische
functionaliteit

+ |solatie
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Krachtmeting van een trocar

www.redis.de




Grondstoffen
Materiaal-analyse

Il PTFE ist ain fluorhalhiges
|' Molebalarukier
|
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Onderzoeken van
fyaist:he Elgensnhappen

Ll o fon 5

Dichie 150 1183 1,05 glem® [ES :
miax. Temperaiur kurzzeitig 100 G

max. Temperaiur dauernd BO °C

min Amvendungsiemperatur =30 °C
Wasserauinahme bei Normalklima 150 &2 0.45 %
Wasserauinahme bai Wassaragerung 150 62 16 %

www.redis.de
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Cartoon B0 - Einstein's Theory of Relatives...

The probability that your
processed medical devices
reached sterility is directly
proportioned to how much

vou know gbout _%jiwff';jg,..

Einstein's Theory of Relatives...
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Council Directive 93/42/EEC of 14 June 1993 concerning medical devices

Official Journal L 169, 12/07/1993 P, 0001 - 0043
Finnish special edition: Chapter 13 Volume 24 P. 0085
Swedish spedial edition: Chapter 13 Volume 24 F. 0085
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b MORE INFO

COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical devices
THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Economic Community, and in particular Article 100a thereof,

Having regard to the proposal from the Commission (1},
In cooperation with the European Parliament (2},
Having regard to the opinion of the Economic and Social Committee (3),

Whereas measures should be adopted in the context of the internal market; whereas the internal market is an area without internal frontiers in which
the free movement of goods, persons, services and capital is ensured;

Whereas the content and scope of the laws, requlations and administrative provisions in force in the Member States with regard to the safety, health
protection and performance characteristics of medical devices are different; whereas the certification and inspection procedures for such devices
differ from one Member State to another: whereas such disparities constitute barriers to trade within the Communitv:




Article 2
Placing on the market and putting into service

Member States shall take all necessary steps 1o
ensure that devices may be placed on the market
and put into service only if they do not compromise
the safety and health of patients, users and, where
applicable, other persons when properly installed,
maintained and used in accordance with their

intended purpose.




ANNEX |
ESSENTIAL REQUIREMENTS

8.4. Devices delivered in a sterile state must have been

manufactured and sterilized by an appropriate, validated
method.

8.5. Devices intended to be sterilized must be manufactured in
appropriately controlled (e. g. environmental) conditions.



Article 12
Particular procedure for systems and procedure packs

ANNEX IV

EC VERIFICATION 1. EC verification is the procedure whereby the manufacturer or his authorized
representative established in the Community ensures and declares that the products which have
been subject to the procedure set out in Section 4 conform to the type described in the EC type-
examination certificate and meet the requirements of this Directive which apply to them.

ANNEX'V

EC DECLARATION OF CONFORMITY (Production quality assurance) 1. The manufacturer must
ensure application of the quality system approved for the manufacture of the products concerned
and carry out the final inspection, as specified in Section 3, and is subject to the Community

surveillance referred to in Section 4.

ANNEX VI

EC DECLARATION OF CONFORMITY (Product quality assurance) 1. The manufacturer must
ensure application of the quality system approved for the final inspection and testing of the product,

as specified in Section 3 and must be subject to the surveillance referred to in Section 4.
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"ANNEX XIII - CONTROLLED REPROCESSING

1. The instructions for use shall specify the number of uses the device has
been approved for.

2. If the manufacturer has not acquired information on validated procedures
for a safe re processing or has not developed validated procedures for a safe
re processing or judges a safe re-use as impossible, he may label the device
as 'single use'. The label limits the liability of the manufacturer to the first use
of the medical device.

3. The labelling as 'single use' does not impede third parties to develop
validated procedures to be approved by a notified body. If a validated
procedure for the reprocessing and consequent re-usability of a medical
device has been demonstrated to a notified body, the single-use labelling will
be considered as disproved and it is the duty of all Member States to allow
reprocessing pursuant to the said validation procedure.

4. If no validated procedures can be demonstrated for a medical device,
reprocessing of single-use labelled medical devices is prohibited."
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( Medizinprodukt )

-

- Nur Berdhrung mit
intakter Haut?

Ja

Unkritisches
Medizinprodukt

Reinigung /
Desinfektion

[ Verwendets Mittel |

| Verfahren

| miissen bakterizid, fungizid
| u. virus-inaktivierend sein. |
{ Wirkungsbersiche A und BI
| gemaR Definition der RIKI- |
| Lista ) |

x.

“ Berdhrung mit
Schleimhaut oder -
.. krankhaft veréanderter -
Haut? G

Ja

Semikritisches
Medizinprodukt

v 5 L4
N B
! Ohne besondere Mit erhShten

| Anforderungen an die Anforderungen an die
| Aufbersitung __Aufbereitung

Einfache Konstruktian,
keine Schamiare, kaine
Hohlrdume

Aufweandige Konstruktion
mit z,B. Hohlraum

[ Nicht fixjerenda
| Vorrainigung Vorreinigung
L belBedarf L sofort nach Anwendung

B AT, 1

I
o ’ | Bavorzugt maschinelle |
- | | :

Reinigung | Desinfektion | Relnigung / Desinf tlon|

5 :

Sterilisation
bei Bedarf

| Kennzeichnung z.B. bei
| begrenzter Anzahl der
Sterilisationszyklen

" Starilisation bei Bedarf |

oder bei Einsatz in sterlen
Kérperhohlen |

_~Haut oder Schleimhaut-

2 X

4 Zur
-~ Anwendung von Blut, -

Blutprodukten, sterilen .
_Arzneimitteln? .-

durchdringung?

Kritisches Medizinprodukt ' Kein
Gruppe A, B oder C Medizinprodukt

zB.
Babyflaschen /
Babysauger

Siehe
Seite 2

Micht fixierende
Verreinigung
bei Bedarf

SRR
Reinigung/ |
Desinfaktion |
“Verwendete Mitlel/
Verfahren
missen baklerizid, fungizid
u. virus-inaktivierend sein
{ Wirkungsbereiche A und B |
gemaf Definiion der RKI- |
Lista) 17 ! S

Sterilisation
bei Bedarf
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Kritisches
Medizinprodukt

v

rrn aufigrund i
Liegen Angaban . 7 ; il o= Nein

Kritisch C
Damptsterisation NP - mit besonderes hohen
? : Anforderungen an die
Aufbersitung

- ¥
Nigh fix ncde W orme i
unmittelpar
nach Answandung

(onstruktion : = %
Weitere Aufbersitu
Nur in ZSEVA mit extern
| zertifiziertem Qualitits-
imvaragenent
o NI
.
Reinigung [ Desinfekilon

v

Geeignetes

Kritisch A Kritisch B
| ohne besonders mit arholilen | Sterflisati
O-, F

| Anforderungen andie | Anforderungen an die | £
| Aufberciung

|

| Nicht fixierende \
unmittetbar nach Anwandu

+ Nachweis ciner anerkannten
Ralnigung / Desinfektion | Ausblidung zum
! hermisch | | Slerilgutassistenten

|
Nein

Dampfsterilisation | Dampfsterilisation




. Just one more question! You are not using any reprocessed
single-use devices on me, right 2"
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