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Agenda

- My background

- Why CE-marking?

- How to obtain CE-marking?

- What shall be CE-marked?

- Maintenance, Repair and Changes

- CE-marking of Medical Gas Pipeline Systems
"MGPS”

- Change from MDD to MDR

- Questions as we go !
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My background

- Master of Science, Industrial Economy and
Mechanical Engineering

- 16 years Business and Product Owner for Medical
Devices and Hospital Services

- CE-marked 17 medical devices

- Now: Central Gas Equipment +related services
Linde (AGA) Europe Middle East and Africa

- 12 years Swedish and IS0 standardization committees
- 6 years ISO-expert - Medical Gas Systems

+ Family, ski, surf, tennis
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Why CE-marking?

/H

-Sears Roebuck & Co, product catalogue 1902

.........the most wonderful relief and cure of all
chronic and nervous diseases, all diseases , disorders,
and weaknesses peculiar to men, NO MATTER FROM
WHAT CAUSE OR HOW LONG STANDING"”

on 10 Days’ Free Trial
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Why CE-marking?
Standards, Requlations and Laws =» Patient Safety !

- Defects or disturbances in the function of medical devices
=» Serious risk to patients, staff or 3P
- Medical Device Directive (MDD) =» Safety, Performance and free trade in EU

- CE-marking in accordance with MDD is a legal requirement when making medical devices
available (sell/lease/lend...) to the EU market since 1998




THE LINDE GROUP

How to obtain CE-marking?

- CE-marking = Medical Device Manufacturer claim the product safe e consilom.europe.cu
by fulfilling all essential requirements in European Medical Device ] |
Directive (MDD). -=ER

|
- MDD essential requirements (60) outlines safety and performance -2z s ﬁ— ~:m
requirements needed to be sold in EU. =

20 -
- Harmonized product standards (e.g. 1507396-1) e
- rnnutié{;/;
- 15013485 QMS Production of Medical Devices et .
- 15014971 Risk Management
- Technical File audited by Notified bodies “NB” (DNV, TUV, BSI...) . GENERAL REQUIREMENTS

=>CE, Class |, 113, 11b or Iil.

l. The devices must be designed and manufactured in such a way that,
when used under the conditions and for the purposes intended, they

- NB are authorized by Medical Product AgenCieS (Sundhetsstyrelsen) will not compromise the clinical condition or the safety of patients, or

the safety and health of users or, where applicable, other persons,
provided that any risks which may be associated with their use consti-
tute acceptable risks when weighed against the benefits to the patient

- MDD - EU'DiTECtive, but also implemented into national laws. and are compatible with a high level of protection of health and safety.
E.g. According to Swedish law

17 § Den som med uppsat eller av oaktsamhet slapper ut en
medicinteknisk produkt pa marknaden eller anvander en sadan
produkt i Sverige utan att produkten uppfyller de krav och villkor som 01 23

galler enligt 5 § eller enligt foreskrifter som beslutats av regeringen 0086
med stod av 6 § doms till boter eller fangelse i hogst ett ar.
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What products/devices shall be CE-marked?

NON INVASIVE DEVICES

2. For the purposes of this Directive, the following definitions shall

apply: [ L
. . . . Rule 1 Rule2 Rule3
(a) ‘medical device’ means any instrument, apparatus, appliance, mate- f@hh' @ellmg o @bioln&mlorc@ @Emﬁ
. . . . . ch ing f mpasition of bland, body | in i o
rial or other article, whether used alone or in combination, patien of contact “cventual \@Tﬂ;«?ﬁzidsinm@ e oot
. . . = . . ly intact ski ad rafio infusi
including the software necessary for its proper application intended \@" - Q‘“‘S‘ / e Suates)
by the manufacturer to be used for human beings for the purpose A /TN I
of:
. " " v - " - or
— diagnosis, prevention, monitoring, treatment or alleviation of o o °’ i
diSBﬂSE, For use with bl}od, Ma_y ba cnljnsmad_ln an Onl;: ﬂltra}'nn, Jﬁ;‘?ﬁ:ﬂ:’ﬁﬁ: Iqtanded Ite manage
ether bedy fuids, active medical devicesin centrifugation or and heal anly by micro-enviranment af
— diagnosis, monitoring, treatment, alleviation of or compensation oroane tesves | | Cooelloorligher [[ exchonge ofgesorben e o
for an injury or handicap, e e e "

— investigation, replacement or modification of the anatomy or of
a physiological process,

— contfrol of conception,
ACTIVE DEVICES

Examples: L

1
All types of Medical Gas Regulator [ ﬂmﬁwm\ /—L\ &

Brramove me: dicines & other

. intenged o administer o J IPintanded ta ! d suhsiancssmm T
A, Part of treatment of e.g. lung diseases \"“"dw/ K‘”m"“y o

physiclogical processes.

B, Active device (since changes energy/property of the gas) . N

ar

= Rule 11, class IIb pr— | endedio SMC;L e e
Medical Gas Pipes e ST
A, Part of treatment of e.q. lung diseases /&
B, Non invasive device used for channeling or storing a medicine
SRule 2, class lla S n s
/’m
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Maintenance, Repair and Changes to Medical Devices

Maintenance & Repair

- Always follow the instructions for use (+intended use) - If you do not follow instruction for use:
13.6. Where appropriate, the instructions for use must contain the following A, Unclear if the device is fit for its purpose
particulars:

B, The CE-marking of the device is invalid

(a) the details referred to in Section 13.3, with the exception of (d) and

(e} =» the product is not a medical device
(b) the performances referred to in Section 3 and any undesirable side- M8 G .
effects: C, Manufacturers Product Liabilities invalid
i(c) 1if the device must be installed with or connected to other medical D. Product Warranties (typica| 2-5 years) are invalid
devices or equipment in order to operate as required for its intended !
purpose, sufficient details of its characteristics to identify the correct E, Can (hange to in-house manufactured?

devices or equipment to use in order to obtain a safe combination;

(d) all the information needed to verify whether the device is properly
installed and can operate correctly and safely, plus details of the chanaes
nature and frequency of the maintenance and calibration needed to g

ensure that the devices operate properly and safely at all times; - Can onIy be permitted by manufacturer

_Training needed? - Written instruction including final test

- Approved spare parts?
- Only authorized technicians (inhouse or external person)?

- Decided by the manufacturer’s Notified Body

8 Linde: Living healthcare
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CE-marking of Medical Gas Pipeline Systems, “MGPS”

- The MGPS is used for treatment of e.g. lung deceases.
=>» Rule 11: class lIb, A Medical Device to be CE-marked by the
manufacturer (hospital or installation company)

Fully CE-marked MGPS systems
- 6 countries in Europe

In-house manufacturing

- 22 countries

- Hospital is the legal manufacturer

- Not allowed to be placed on the market (sell/lease/lend to 3P)
- Up to national legislation.

- Sweden: Same essential requirements from MDD are required, .
but no formal CE-marking /7 TN
- - - - .ﬁf;“a'““{?“.ﬁfn.“ﬁ;‘? ) v
- Swedish authorities are demanding a written \::cﬁm:’mev
“Declaration of Conformity” from hospitals that MDD and applicable
standards (e.g. 1507396-1) are fulfilled. e -y P .
ik tnzr;ﬁ:ic danger
Vi

All devices emitting ionizing
radiation and intended for
diagnastic and therapeutic:

interventional radiclegy

/’m
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Change from MDD to MDR

- MDD = Medical Device Directive b consilium urapa.u
- MDR = Medical Device Regulation g
L
- Most important is that a requlation must be implemented directly ==
in all of EU, no interpretations into national laws. %== ﬁ_
High Lights: =00 ““%i’
- MDR is 4 times longer than MDD = L Y S
- Esthetic and single use devices are included = =i X‘K{M i
- Stronger reinforcement of rules for clinical evaluations =[] m:? s SN -
- Stronger reinforcement of post market surveillance -=~= y i = fﬁi%
- Creation of EUDAMED-database (Device, market, distributor etc) o |
- Introduction of UDI (Unique Device Identifier) 25" May
- Stricter requirements on Notified Bodies (DNV, TUV, BSI..) it 26 May 2020 ;"mg; 2024
force Application certificates void
3 year transitilon period MDD/ AIMD grace period of 4 years
Specific for MGPS

- According to MDR no in-house manufacturing if CE-marked
exist in the market.
- Swedish MPA has asked for a guiding document.

MDD/ AIMD certificates

MDR certificates

NB designation

under MDR Post-market surveillance, market surveillance,
______________________ LIEN

T U Commission writes aviding documents > vigilance, registration of economic operators of devices
1o SEeEn M ReE ey foma et .*  according to MDR mandatory for all. No significant
changes to design or intended use may be made.
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The System that must NEVER fail !

N At least 3 sources of supply ! Linde: Living healthcare



QI® Services - Quality Improvement

Services designed to help healthcare facilities managing the demands, laws and
requlations related to distribution and use of medical gases.

QI® Services overview

Med. Oxygen
\ 93 Plants

Operations

Remote
Monitoring

Service and
Maintencance

Trackingand =
Tracing

Gas Analysis |

Staff Training

QI Services
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Emergency
Preparedness

' Engineering
and
& Instaliations.

Vacuum
Solutions

Medical Air

I Device Asset
Management

Risk and
Compliance

Infrastructure

\ Drawings




