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European Legislation

* Regulations: similar to a national law with
the difference that it is applicable in all EU
countries

» Directives: general rules to be transferred
into national law by each country as they
deem appropriate

» Decisions: only deal with a particular issue
and specifically mentioned persons or
organizations

-oro

I There are many Directives...
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. Enterprise and Industry

ere are many Notifie
Bodies...

Found : 64

Search criteria :
Body type : 0101-0200

Withdrawn/Expired Notifications/NEs are not displayed in this list, you can fnd them in the Body moduls under the

Moo v hyperlink "Withdrawn/Expired Notifications/NBs"
Country Body type Mame 2 Country &
Directive » NB 0102 PHYSIKALISCH-TECHNISCHE BUNDESANSTALT-- (PTB) Germany
Body » NB 0103 REGIERUNGSPRASIDIUM TUBINGEN - ABTEILUNG 10 MESS- UMD Germany
Free search ELCHWESER
. » MB 0104 BAYERISCHES LANDESAMT FUR MAB UND GEWICHT Germany
Mutual Recognition
Agreements » MB D106 LAMDESAMT FUR DAS MER- UKD EICHWESEN BERLIN-BRANDENBURG Germany
Hotifying Authorit » MB 0107 Landeseichdirektion Bremen Germany
Acereditation Bod » MB 0108 EICHDIREKTION MORD Germany
Glossar » MB 0109 HESSISCHE EICHDIREKTION Germany
N N » MB 0111 MER - UND EICHWESEN NIEDERSACHSEN Germany
e » MB 0112 LANDESBETRIEE MESS- UND EICHWESEN MORDRHEIN-WESTFALEN Germany
» MB 0113 Landesamt fir Mess- und Eichwesen Rheinland-Pfalz Germany
» MBE 0114 Landesamt fir Umnwelt- und Arbeitsschutz - FB 4.3 Gesetzliches Mess- und Gerrnany
Eichwesen
» MB 0115 SHACHSISCHES LANDESAMT FUR MER- UND EICHWESEN Germnany
» MB 0116 LANDESEICHAMT SACHSEN-ANHALT Germnany
» MB 0118 LAMDESAMT FUR MESS- UND EICHWESEN THURINGEN Germnany
» MB 0120 SG% United Kingdom Limited United Kingdam
» MB 0121 DGUY Test Prif- und Zertifizisrungsstelle Institut fir Arbeitsschutz der Gerrnany
Deutschen Gesetzlichen Unfallversicherung (IFA)
» MB Q122 NMI CERTIN BV, Metherlands
|::> » NB 0123 TUY SUD Product Service GmbH Germany
» MB 0124 DEKRA Certification GmbH Germnany
» MB 0125 LGA QualiTest GMBH Germnany
» MB 0126 NATIONAL WEIGHTS AND MEASURES LABORATORY United Kingdam
» MB 0128 DUDLEY METROPOLITAM BOROUGH COUNCIL United Kingdam org
» MB 0129 WEST SUSSEX TRADING STANDARDS DERFARTMENT United Kingdam ‘
Di ti
» 90/385/EEC AIMD Council Directive
» 93/42/EEC MDD Council Directive
« 98/79/EC In Vitro Diagnostic Directive
NEW: 2007/47/EC C il Directi
ding AIMD and MDD Directi
became effective March 21, 2010
ecame effective Marc :
21.9.2007 ial Journal of the European Union L 247)21
DIRECTIVE 2007/47/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 5 Seprember 2007
amending Council Directive 90/385/EEC on the approximation of the laws of the Member States
relating to active implantable medical devices, Council Directive 93{42/EEC concerning medical
devices and Directive 98/8/EC concerning the placing of biocidal products on the market RAPSE
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Clinical Evaluation - Guidance
Documents

Guidance on Clinical Evaluation
*MEDDEYV 2.7.1 Evaluation of Clinical Data
*GHTF SG5/N2R8:2007 Clinical Evaluation

EUROPEAN COMMISSION
ENTERPRISE AND INDUSTRY DIRECTORATE GENERAL

Gonsumer Goods
Cosmetics and Medical Devices

MEDDEV. 2.7.1 Rev.3

December 2009

GUIDELINES ON MEDICAL DEVICES .org
Essential Requirements
Annex 1
Annex 1, section 1 — General
Requirements:
« MDD ER 6a
 AIMD ER 5a
“Demonstration of conformity with
the essential requirements must
include a clinical evaluation in
accordance with Annex X (MDD) /
Annex 7 (AIMD)”
.org
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Annex X/ Annex 7 - Clinical
Evaluation

» Conformity to Essential Requirements must be based
on clinical data (1.1)
— Focus on risk management and risk/benefit ratio

 Clinical evaluation must follow a methodologically
sound procedure (1.1)
— A critical evaluation of scientific literature (1.1.1)
or

— A critical evaluation of the results of a clinical Investigation
(1.1.2)

or

— Or a critical evaluation of combined literature and clinical
investigation data (1.1.3)

.org

Annex X / Annex 7 - Clinical
Evaluation

Clinical Investigations shall be performed for Class Ill and
implantable devices, unless duly justified (1.2)

Clinical evaluation shall be documented and
i(qclstided/referenced in device technical documentation

Clinical Evaluation must be actively updated with PMS
data - justification if Post-Market Clinical Follow-up not
deemed necessary (1.4)

If clinical data not deemed necessary - justification
based on risk management output (1.5)
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AIMD/MDD concepts for clinical
evaluation

Technical The directives require that any risks associated with the use of the device
documentation  [~-"-"------ -» are acceptable when weighed against benefits to Eatients and are
compatible with a high level of protection of health and safety (Annex 1)
Clinical data F------c=--- ’{ Safety and / or performance mfc;;r:gtéginctehat is generated from the use of
Results of all Relevant Demonstration of equivalence to the device in question is required for
-1 . clinical scientific  F----- > ata obtained with a similar device
' investigations literature (NEW)
'
'
'
'
'

Clinical investigations ‘

CLINICAL EVALUATION (NEw) v
« verify that, under normal conditions of use, the
l performance of the devices conform to those intended by
the manufacturer
Required for demonstration of conformity < determine any undesirable side-effects, under normal
with the ERs (NEW) conditions of use
. whether they constitute risks when weighed
¥ against the intended performance of the device

Must be fully documented and
actively updated with post-market

data (NEW) .
RAPS B

MEDDEYV 2.7.1 Rev 3: Scope

Scope of the clinical evaluation:

« comprehensive analysis of available pre-and
post market clinical data relevant to the intended
use of the device in question, including clinical
performance data and safety data, including:

1. data specific to the device in question

2. any data relating to devices claimed as equivalent
by the manufacturer

3. any clinical claims made

4. adequacy of product labeling/suitability of
instructions for use

Abteilung: 26, u Lorg
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I MEDDEYV 2.7.1 Rev 3: Scope

Items to be evaluated from a clinical perspective:
+ any design features of the device or target treatment
populations that require specific attention

— intended purpose and application of the device (e.g., target
treatment group and disease, proposed warnings,
contraindications and method of application)

— specific claims about clinical performance and safety
* whether data from equivalent devices can be used
» data source(s) and type(s) of data to be used, including:

— design, intended use, risks of the device, developmental context
of the technology (i.e., novelty).

- All these aspects shall be defined prior to starting the
evaluation
- ,The manufacturer will need to give consideration t@.‘m@@m

What is Clinical Data

Scientific . In-vitro
literature tests

Pre-clinical
tests

® Clinical «—
. studies

Abteilung: 26, o Lorg




Clinical Evidence

No clinical data

— Adequate justification, based on risk management,
assessment of device-body interaction, Intended Use,
claims

Demonstration of conformity to harmonized
performance standards

Literature
Bench-testing

Animal studies
— Transferability of data to the intended use in humans

Clinical studies

Equivalence

Equivalence approach

 Evaluation of usability of data from equivalent
devices:
—same Intended Use,
— technical and biological equivalence, and
— no clinically significant difference regarding safety
and performance
+ Assessment must address:
— Evaluation of any equivalence aspect
— Evaluation of degree of transferability of any data

— Availability of adequate data for the predecessor
device — .

2/28/2011
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Biological characteristics

Equivalence aspects

Intended Use Technical characteristics
+ Clinical condition being * Design

treated +  Specifications
* Severity and stage of «  Physicochemical properties

disease

+ Site of application to/ in the
body + patient population

Biocompatibility of materials in
contact with same body fluids/
tissues

Deployment methods

Critical performance
requirements

Principles of operation
Conditions of use

e.g. PU material of Ascenda catheter — SCS lead:

intrathecal < epidural use

Demonstration of equivalence in practice

Via comparing In-vitro/ in vivo Tests

New device oo In-vitro/ in-vivo test

New device

Comparing
Tests

In-vitro/ in-vivo test

Published data on po————
Established device

Established device

Abteilung: 26, u Lorg

2/28/2011
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Demonstration of equivalence in practice

ia comparing In-vitro/ in vivo Tests

New device

———— o In-vitro/ in-vi
New d

Tests

0I0C——="">  Established

establj device

Abteilung:  28.0 .org

Demonstration of equivalence in practice

New device oo In-vitro/ in-vi
New dey

Published data o
Established

2/28/2011
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I Compilation of clinical data

| Product development|
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SAE Reporting in Clinical
Trials

« MDD/AIMD revisions effective March 21,
2010 requires all SAEs (regardless of device
and/or procedure relatedness) be reported to
CAs in the countries where the study is being
conducted

* Requirements defined in MEDDEV 2.7/3
“Clinical Investigations: Serious Adverse
Event Reporting” December 2010
— Includes SAEs occurring in any country worldwide

where the study is conducted under the same
clinical investigation plan

.org

2/28/2011
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SAE Reporting Timelines

Sponsor to CA:

< 2 calendar days for a SAE with imminent
risk of death, serious injury, or serious illness
that requires prompt remedial action.

< 7 calendar days for any other SAE

Investigator to Sponsor:
< 3 calendar days for any SAE

elLabeling

« Historical wording of directives specified
provision of IFUs in “leaflet supplied”

* VD Guidance MEDDEV 2.14.3
provides for provision of IFU for
clinicians via

« Different media: other than paper form, e.g.
CD-Rom, DVD, etc.

+ Different means of supply: provision of IFU by
sales force, fax, internet, etc, rather than by
inclusion of paper IFU with the device itself

.org

2/28/2011
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elLabeling

2007/47/EC revisions to AIMD/MDD

provides the opportunity for e-labeling of

medical devices

— “In the light of technical progress in
information technology and medical
devices, a process should be provided to
allow information supplied by the
manufacturer to be available by other
means.”

Guidance currently in development

.org

Removal of Hazardous
Substances (RoHS)

Directive Publication: exp. April 2011

EEE Medical Devices included: 3 yrs thereafter (April
2014)

Scope (exemptions incl. AIMD) to be reviewed in
2014

Six substances banned
Time-restricted exemptions for certain applications

RoHS specific DoC required (lay-out defined in
Annex VII,  to based on Technical File)

MDD CE-mark to cover RoHS compliance

2/28/2011
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RoHS Scope

In scope:

+ ‘Electrical and Electronic Equipment’ (EEE)* means
equipment which is

— dependent on electric currents or electromagnetic fields in
order to work properly and

— equipment for the generation, transfer and measurement of
such currents and fields and

— designed for use with a voltage rating not exceeding 1000
volts for alternating current and 1500 volts for direct current

* various categories — see Annex 1 — covers basically
all EEE (No. 8: medical devices)

.org

RoHS Effectiveness Timeline

Effective:
» Placing on the market for the first time:

— Medical devices: 3 years (April 2014)

— Monitoring and control instruments: 3 years (April
2014)

— IVDs: 5 years (April 2016)
+ Placing on the market: April 2019

2/28/2011
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Back-up Slides

CE Mark c €

Conformité Européenne

Conformance to a European Directive

Affixed on products WY ¢

— Conformity Assessment a\-x\é
« Self assessment ¢ -
» Technical assessment by authorized third party

— Declaration of Conformity

Product may be brought onto EEA
market -,

2/28/2011
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Some Clinical Definitions
from the Directive and Guidance

CLINICAL EVALUATION
Assessment and analysis of
clinical data pertainingto a
medical device in order to

verify clinical safety and
performance

CLINICAL EVIDENCE
The clinical data and the
clinical evaluation report
pertaining to a medical device

CLINICAL INVESTIGATION
Systemic investigation or study in or
on one or more human subjects
undertaken to assess safety &

performance of a device

CLINICAL DATA
Safety and or performance
information that are generated from
the clinical use of a medical device

CLINICAL PERFORMANCE
The ability of a medical
device to achieve its

CLINICAL SAFETY
The absence of unacceptable

Clinical data” is

clinical risks, when using the NO T restr[cted
- device according to the
lniend_ed purpose as manufacturers instructions
claimed by the

manufacturer for use

to a formal
clinical trial

RAPS BT
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