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LANATORY MEMORANDUM

Following the opinton{1) from the European Parliament given at
the first reading during the session held between 11 to

14 May 1992, the Commission has decided, In accordance with the
terms of Article 149 paragraph 3 of the EEC Treaty , to amend the
proposal for a Directive concerning medical devices COM (91) 287
final - sSYN 353(2),

The Commission has accepted:

- a significant number of amendments Improving the proposal
' for a Directlve by the provision of more information, in
particutar In respect of the fleld of application, In the
definitlons and certaln essentlal requirements,

- an additlon In Article 15 on clinical Investigatlions
strengthening the Importance of opinlions expressed by the
ethlics committee concerned,

- a new article (17 (a)) providing for the adoption of a
Communlity reglster on the implementation of the directive.
This amendment aimed to improve transparency in the steps to
be taken In the implementation of the directive,

- the extension of the transltional scheme for products In

class | from one year to two years In order to allow the
partles concerned to adapt more easily to the Community
system. :

The Commission did not wish to take:

- an amendment aliming to convert the reguiatory Committee into
a Consultative Committee. The tasks allocated to the
regulatory Committee are Iin the field of public health
protection being related to measures concerning
certiflcation and the control of cliinlcal investigations on
humans. Consequently, the regutfatory Committee procedure was
suitable,

- amendments proposing a formal consultation of manufacturers
and of users in the context of the Committes. Thls
consultation Is not necessary and was hot provided for In
the declision 87/373/EEC on committee procedures. However,
the Commission has always consuited the varlous parties
concerned durlng preparatory work and had already
estabilshed a practice of Informal consultation In this
sector, o :

- an amendment aiming to impose a system for all the Member
States compellling the users to notify any Inclidents having
taken place with devices. The Commisslion considered that by
following the principles of subsidiarlity, the decision to
have such a system needs to be taken by each Member State
Indlvidually, ' .

(1) A3-0178 of 6.05.92
(2) 0OJ C237 OF 12.9.1991
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- an amendment concerning the suppression of certification by
product quality assurance for products of class ila. The
proposal ensures a high and sultable level of protection.
The suppression of this certification option was not
justified In particular In view of the difficulties which
would result as a consequence for the medium-sized size
undertaking which needs the flexibllity of this alternative
route, ’

- an amendment which aimed to suppress the obligation of the
manufacturers to establish a post-marketing survelillance
system. The Iincidents experienced in the past with certain
implants (cardlac valves, breast Iimplants) showed that the
manufacturers of such sensitlive products have to take post-

" marketing survelllance measures to be able to react quickly,
when problems arise after marketing, and in order to Ilimit
the possiblilities for repetition of similar procblems,

- some amemdments covering changes of an editorial nature,
dealing in particular with only one lingulstic version and
not providing any overall Improvement. :

Iin summary, the Commisslion accepted, entirely or partly, 36 of
the 62 amendments approved by Parllament.
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Amended proposal for a
COUNCIL DIRECTIVE

relating to the medical devlices



On the left side you will find the Initiail text of the "Whereas", articles and
annexes of the proposal for a Counclil Directive on medical devices COM(91) 287
final SYN 353.

On the right side you will find the modifications proposed by the Commission.
Initial text Modified text

FOURTH RECITAL

Whereas. the harmonized provisions must
be distlinguish from the measures
adopted by the Member States to manage
the funding of public health and
sickness insurance schemes relating
directly or indirectily to such devices;
whereas, therefore, these provislions do
not affect the ability of the Member
States to Implement the abovementioned
measures provided Community law is

- complied with;

. health and

FOURTH RECITAL

Whereas the harmonlized provisions must
be distingulsh from the measures
adopted by the Member States to manage
the funding of public health and
slckness insurance schemes relating
directly or indirectiy to such devices;
whereas, therefore, these provisions do
not affect the abliiity of the Member
States to implement the abovementioned
measures provided Community law is
complied with; whereas this means inter
alia that Member States may determine
which categorles and types of device
are eligible for reimbursement under
such public health and sickness
Insurance schemes, but once those
categories and types of device are
determined, all devices within those
categories or of those types which
comply with the provisions of thls
present directlve should In principle
be relmbursable under such public
Insurance schemes;



iInitlial text
SIXTR RECITAL

Whereas certain medical devices are
intended to administer mediclnal
products within the meaning of Counclil!
Directlive 65/65/EEC of 26 January 1965
on the approximation of provisions lald
down by law, regulation or
administrative actlon relating to
proprietary medicinal products, as last
amended by Directive 89/381/EEC;
whereas, In such cases, the placing of
the medicinal product on the markset lIs
governed by Directlve 65/65/EEC;

whereas a distinction must be drawn
between the above mentioned devices and
medical devices incorporating, Inter
alla, substances which, |If used
separately, may be considered to be a
medicinal substance within the meanlng
of Dlrectlve 65/65/EEC;

whereas, In such cases, If the
substances are Incorporated in the
medical devices to help them operate,
the pltacing of the devices on the
market Is governed by this Dlrectlive;

Modified text

SIXTH RECITAL

Whereas certain medical devices are
Intended to adminlster medicinal
products within the meaning of Council
Directive 65/65/EEC of 26 January 1965 -

on the approximation of provisions laid
down by law, regulation or
administrative action relating to
propriletary medicinal products, as last

amended by Directlve 92/27/EEC (1);
whereas, In such cases, the placlng of
the medicinal product on the market Is
governed by Directive 65/65/EEC and the
placing of the device on the market by
this present Directlive;

whereas a distinctlion must be drawn
between the above mentioned devices and
medical devices incorporating
substances which, while not designed to
be administered as a medicinal product,
are bloavailable with the meaning of
this Directive and iIf used separately,
may be considered to bs a medicinal
substance within the meaning of
Directive 65/65/EEC;

whereas, In such cases, if such
substances are Incorporated In a
medical device to Improve Its safety,
quality or performance, the placing of
such devices on the market is governed
by this present Directive;

(1) OJ L 113 of 30 April 1992, page 8.



inltial fext
6TH RECITAL (folliow)

Whereas, In this context, In the event.

of the bloavaliablillty of such
substances, the safety, quallty and
usefulness of the substances must be
verified by analogy with the

appropr late methods speclifled In
Council Directive 75/318/EEC of 20 May
1975 on the approximation of the laws
of the Member States relating to
analytical, pharmaco-toxicological and
clinical standards and protocols In
respect of the testing of proprietary
mediclinal products, as last amended by
Directive 89/341/EEC;

TWENTY-SECOND RECITAL

Whereas the appllication of some
provisions of this Directive must be
facl!itated by means of guldelines
pubiished by the Commission;

Modifled text
6TH RECITAL (follow)

Whereas, In this context, In the event
of the bloavallabllity of such
substances, the safety, quality and

"‘usefulness of the substances must be

veriflied by means of control systems
which may be analogous to the
approprliate methods specified In
Councl! Directive 75/318/EEC of 20 May
1975 on the approximatlion of the laws
of the Member States relating to
analytical, pharmaco-toxicologlical and
clinical standards and protocols In
respect of the testing of proprietary
medicinal products, as last amended by
Directive 91/507/EEC;

RECITAL 7a (new)

Whereas the "essential reguirements"
and requirements set out in the Annexes
to this Directive, incliuding any
reference to "minimising” or "reducing”
risk must |lkewlse be Interpreted and
applled in such a way as to take
account of technology and practice
existing at the time of design and of
technical, and economical )
considerations, bearing in mind the
relationship between risk and cost and
what may reasonably be expected In all
clrcumstances by intended users of
medical devices. :

TWENTY-SECOND RECITAL

Whereas the application of some
provisions of this Directive must be
facllitated by means of guldel ines
published by the Commission; and by
making avallable resources enabling the
Commission successfully to carry out
information programmes at natlonal
level;



Inltial text
ARTICLE 1

1. This Dlrective shall apply to
medical devices. It also covers the
accessories to which the provislons for
medical devices apply.

-

2. For the purposes éf this Directive,
the following definltlons shall apply :

a) medical devlce (herelnafter referred
to as "devices") means any Instrument,
apparatus, applliance, material or other
‘article, Including software, whether

- used alone or In combination, intended
by the manufacturer to be used for
human beings solely or prlnclpally for
the purpose of

- dlagnosis, pfeventlon. monltoring,
treatment or alleviation of disease,
Injury or handlcap,

- Investlgatlon replacement or
modification of the anatomy or of a
physlologlcal process,

- control of conceptlon,

and which does not achieve Its
principal Intended action in or on the
human body by pharmacological,
Immunological or metabolic means, but
which may be assisted In Its function
by such means;

b) “"accessory" means an article which,
while not a device, Is required,
according to the intended purpose
attributed to It by the manufacturer,
to enable the devlce to be used as
speclfled

Modified text
ARTICLE 1

1. This Directive shall apply to
medical devices. It also covers the
accessories to which the provisions for
medlical devices apply, particularly the
provisions governing the class to which
these accessorles belong.

2. unchanged

a) unchanged

- dlagnosls, prevention, monltoring,
treatment or alleviation of disease,

- dlagnosls, monitoring, treatment or
alleviation of injury or handicap,

- unchanged

- unchanged

unchanged

b) “"accessory" means an article which,
whiie not belng a device, is Intended
specifically by Its manufacturer to be
used together with a device to enable
It to be used In accordance with the
manufacturer s intentions;



inltial text
ARTICLE 1 (2)

(g) "manufacturer" means the natural or

legal person with overall
responsibliity for the design,
manufacturer, packaging and labelling
of a device before it Is placed on the
market on his own behalf, regardless of
whether these.operatlions are carrled
out by that person himself or on hils

. behalf by a third party.

The natural or legal person who
assembles, packages, processes and/or
labels one or more ready-made products
and/or assigns them to their intended
purpose as a device with a view to
thelr belng placed on the market on his
own behalf Is also considered to be a
manufacturer. This sub-paragraph does
not apply to the person, who, whiie not
a manufacturer within the meaning of
the first sub-paragraph assembles or
adapts devices already on the market to
their intended purpose for an
individual patient.

ARTICLE 1 (3)

3. Where a device is Intended to
administer a substance deflned as a
medicinal product within the meaning of
Articie 1 of Directive 65/65/EEC, that
substance shall be subject to the
marketing authorization system provided
for in that Directive.

-packages, processes and/or

Modified text
ARTICLE 1 (2)

(g) “manufacturer" means the natural or
legal person with responsiblility for
the design, manufacturer, packaging and
fabelling of a device before It is
placed on the market on his own behalf,
regardiess of whether these operations
are carrled out by that person himself
or on his behalf by a third party.

The obllgations Imposed on
manufacturers under the terms of this
Directive shall aiso apply to the
natural or legal person who assembles,
labels one
or more ready-made products and/or
assigns them to their Intended purpose
as a device with a view to their being
placed on the market on his own behaif.

"This sub-paragraph does not apply to

the person, who, while not a
manufacturer within the meaning of the
first sub-paragraph assembles or adapts
devices already on the market to their

intended purpose for an indlvidual
patient.

ARTICLE 1 (3)

3. Where a device Iis intended to

administer a substance deflned as a
medicinal product within the meaning of
Article 1 of Directive 65/65/EEC, that
substance shall be subject to the
marketing authorization system provided
for in that Directive.

If such a device is placed on the
market or put into service by the
manufacturer separately from the
medicinal product, It shall be governed
by this present Directive.

If, on the other hand, such a device is
placed on the market by the
manufacturer in such a way that the
device and the medicinal product form a
single unit, the combined product shall
be governed by Directive 65/65/EEC and
this present Directive respectively.



" ARTICLE 10

1. Member States shall take the
necessary steps to ensure that any
information brought -to thelr knowledge,
in accordance with the provislons of
this Directive, regarding the Incldents
mentioned below involving a class |la,
b or 11l device Is recorded and
evaluated in a centrallzed manner

a) any deterioration in the
characteristics and/or performance of a
device, as well as any lInaccuracles in
the labelling or the instruction
leafliet which might lead to or might
have led to the death of a patient or
user or to a serious deterloration In
his state of health;

b) any technical or medical reason
"connected wlth the device leadling to
systematic recall of devices of the
same type by the manufacturer.

‘how It

Modified text
ARTICLE 1
S5a (new)

This Directive does not apply to’
personal protective equipment covered
by Directive 89/686/EEC. The assessment
of whether a product falls under the -
aforesald Directive or under this
Directive shall in particular take
account of the principal intended
purpose of the product and where and

Is to be used.

ARTICLE 10

1. unchanged

a) any malfunction of or deterlioration
in the characteristics and/or
performance of a device as specified by
the manufacturer, as well as any
inaccuracles in the labelling or the
Instructlon leafiet which might lead to
or might have led to the death of a
patient or user or to a serlous
deterloration in hils state of health;

b) any technical or medical reason to
do with the characteristics or
performance of a device leadlng, for
the reasons referred to In subparagraph
(a) above, to systematic recal! of
devices of the same type by the
manufacturer.



Initial text
ARTICLE 11

9. Decisions taken by the notified
bodles in accordance with Annexes |1
and il shall be valld for a maximum of
five ysars and may be extended on
appliication for further perlods of flve
years.

ARTICLE 12

1. Any natural or legal person who
assembles devices bearing the EC mark
for their Intended purpose and within
the limits of use speciflied by the
manufacturers with regard to their
compatibllity with other devices In
order to put them on the market In the
form of a system, kit or operation pack
" shall draw up a declaration In which he
states that :

a) he has verifled the mutual
compatiblility of the devices which make
up the system, kit or operation pack In
accordance with the manufacturers’
Instructlions and that assembliy has been
carried out In accordance with these
instructlions;

b) the system, kit or operatlon pack
has, where applicable, been packaged in
accordance with the manufacturers’
Instructions or the limits applicable
to the various devices;

Modified text

ARTICLE 11

9. Declisions taken by the notlfled
bodies In accordance with Annexes ||
and 111 shall be vallid for a maximum of
five years and may be extended on
application for further periods of five
years. These declsions must be conveyed
in good time.

ARTICLE 12

1. Any nafural or legal person who
assembles devices bearing the EC mark
for thelr intended purpose and within
the limits.of use specified by the
manufacturers with regard to their
compatibliity with other devices in
order to put them on the market in the
form of or as part of a system, kit or
procedure pack wlth, when appropriate,
any other compatlible product shall
inform the competent authority In
accordance with the provisions of
Article 14 that he Is engaged In such
an activity In general and shall draw
up a declaration in which he states
that :

a) he has verified the mutual
compatibility of the devices and any
other products which make up the

-.gystem, kit or procedure pack In

accordance with any Instructions from
the manufacturers and that assembly has
been carrled cut In accordance with
these Instructions;

b) the system, kit or procedure pack
has, where appllicable, been packaged In
accordance with any relevant
Instructlions from the manufacturers or
the limits appllicable to the varlous
devices or other products as the case
may be;
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lnltial text
ARTICLE 14

1. Any manufacturer who, oh his own
bghaifr, places devices on the market In
accordance with the procedures referred
to in Article 11(4) and (5) shall
inform the competent authorities of the
Member State In which he has his
registered place of busl!ness of ths
address of the reglstered place of
business and the category of devices
concerned.

ARTICLE 15

1. In the case of devices falling
within ciasses |, 1la and 1Ib which are
intended for clinlcal investigations,
the manuracturer,  or hls authorized
representative establ Ished
Commiinlty, shall Tollow the procsdure
referrad to In Annex Vi1l angd keep the
statement concerned at ths disposal of
the competent authorities. '

2. In the case of devices falling
within. e¢tass I1)] and Implantable
devices falllng within class Ila or 11b
Intended for c¢liinlcal .investigatlons,
the manufacturer, or hls authorized
repreggsentative . establlshed in the
Community, shall foliow the procedure
referred to In Annex Vill and, at least
45 days before the commencement® of the
investigations, submit the statement
referred to in the abovementionad Annex
to the competent authoritlies of the

Member State in which the
investlgations are to beg conducted.
The manufacturer may <¢ommsnoce the

relsvant clini¢a!l Investigationg at the
end of a perliod of 45 days after
notlfleation, unless the competent
authorities have notified him within
that pericd of a decision to the

contrary based on consideratlions of
public

health or publlie order.

In the -

-

Mod1fled text
ARTICLE 14

1. Any manufacturer who, on his own
behalf, places devices on the market ‘in
accordancewiththeproceduresreterred
to In Article 11(4) and (5) shall
inform the competent authoritles of the
Member State in which he has his
registered place of busliness of the
address of the reglstered place of'
business and the designation of the
devices. concerned.

ARTICLE 15

1. In the case of devices falling
withinclasses I, lla and 11bwhich are
intendad for clinleal investigations
duly justified In accordance with the
provisions of Annex Vill, point 2.2,
the manufaecturer, or his authorlzed
representative established In the
Community, shall fo!low the procedure
referred to In Apnex V111 and keep the
statement concerned at the disposal of

the competent authorities. '

2. In the case of devices falling
within ¢lass 111 and implantable
devices fallingwlithinclass llaer 11lb
which are Intended for e¢llinlcal
-investigations duly justified iIn
accordancewith the provislons of Annex
viii, point 2.2, the manufacturer, or
his author ized representative
established In the Commun!ty, shall
follow the procedure referred to in
Annex Vi1l and, at least 45 days bofore
thacommencement of the invastigations,

. submit the statement referred to in the

ahovement Ioned Annex to the competent
autherities of the Member Stata in
which the Investigations are to be
conducted.

unchanged




Initial text

ARTICLE 15 (following)

ARTICLE 17

2. The EC mark of conformity, as shown
in Annex X111, must appear in a visible,
leglble and Indelible form on the
device, where practicable and
approprlate, and/or on the sales
packaging and the Instruction leaflet.

it shall be accompanied by the
identification number of the notiflied
body responsible for Iimpiementation of
the procedures set out in Annexes I,
1V, V and VI and the last two digits of
the year In which the mark was affixed.

Modified text
ARTICLE 15 (following)

without prejudice to the power of the
competent authorlities to take the final
decision, there is generalily no reason
for them to intervene on the basis of
the previous subparagraph in sofar as
the ethics committee concerned has
issued a favourable opinion of the
programme of investigations in
question, referred to In Annex X.

ARTICLE 17

2. unchanged

{t shall be accompanied by the
identiflication number of the notifled
body responsible for Implementation of
the procedures set out in Annexes i1,
iV, V. and VI.

ARTICLE 17a (new)

The Commission shall take the necessary
steps to create and ensure the
operation of a Community register
containing the necessary Iinformation
for conslistent Implementation of this
Directlve.
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Initial text
ARTICLE 19

2. In the event of a decislion to
withdraw devices from the market, the
manufacturer, or his authorized
representative established In the
Communlty, shall have an opportunity to
put forward his viewpoint In advance,
unless such consultation Is not’
possible because of the urgency of the
measure to be taken. '

ARTICLE 22

3. The following paragraph 6 Is added
to Article 1 of Dlrective 90/385/EEC :

"6. The following provisions of Council
Directive .../.../EEC [on medlcal
devices] also apply to active
implantable medical devices : Article
1(2) g) and 1); Article 11(8), (8) and
(9); Article 13(1)(¢c) coupled with
Article 7; Article 17(3); Article
19(2); Article 21 polints (a) and (¢) of
the first paragraph".

Modifled text
ARTICLE 19

2. In the event of a decision referred
to In paragraph 1, the manufacturer, or
his authorized representative
established in the Community, shall
have an oppertunity to put forward his
viewpoint In advance, unless such
consultation Is not possible because of
the urgency of the measure to be taken.

ARTICLE 22

3. The definition In Article 1(2)(a) of
Council Directive 90/38B5/EEC shall be
replaced by the definltion In Article
1(2)(2) of this present Directlve;

Followlng paragraph 6 is added to
Article 1 of Directive 90/385/EEC :

"6. The following provislons of Council
Directive .../.../EEC [on medical
devices] also apply to active
implantable medical devices : Article
1(2) b), g) and i); Article 11(6), (8)
and (9); Article 13(1)(c) coupied wlth
Article 7; Article 17(3); Article
19(2); Article 21 points (a) and (c¢) of
the first paragraph"
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initlal text
ARTICLE 23

4. In the case of devices which, for
the purposes of this Directive, must be
the subject of one of the procedures
referred to In Annexes Il to VI, Member
States shal! accept the placing on the
market and putting into service of
devices which.conform to the rules In
force In their terrlitory on 30 June
1994 during the perlod up to 30 June
1997. In the case of other devices
lawfully placed on the market before

30 June 1994, Member States shall
accept thelr being put Into service
during the perlod up to 30 June 199S5.

ANNEX 1 PARAGRAPH |

1. The devices must be designed and
manufactured In such a way that, when
used under the conditions and for the
purposes intended, they wil!ll not
compromise the clinical condition or
the safety of the patients, users and,
where applicable, other persons. The
risks assoclated with the devices must
be reduced to an acceptable level
compatible with a high level of
protection of health and safety.

ANNEX | PARAGRAPH |

5. The devices must be designed,
manufactured and packed in such a way
that their characteristics and
performances durling their intended use
are not adversely affected In the
storage and transport conditions
(temperature, humidity, etc) tald down
by the manufacturer.

Modified texi
ARTICLE 23

4. In the case of devices which, for
the purposes of this Directive, must be
the subject of one of the procedures
referred to in Annexes Il to VI, Member
States shall accept the placing on the
market and putting into service of
dev.ices which conform to the rules in
force In thelr territory on 30 June
1994 during the period up to 30 June
1997. In the case of other devices
lawfully placed on the market before
30 June 1994, Member States shall
accept their being put into service
durlng the period up to 30 June 1996.

ANNEX | PARAGRAPH |

1. The devices must be designed and
manufactured in such a way that, when
used under the conditions and for the
purposes intended, they will not
compromise the ¢clinical condition or
the safety of the patients, users and,
where applicable, other persons, when
used under the conditions and for the .
purposes intended provided that any
risks which may be assocliated with
their use constitute acceptable risks
when welighed against the benefits to
the patient and are compatible with a
high level of protection of health and
safety.

ANNEX 1 PARAGRAPH |

5. The devices must be designed,
manufactured and packed in such a way
that thelr characteristics and
performances durlng their Intended use
will not be adversely affected In the
transport and storage taking account of
the Instructions and Informatlion
provided by the manufacturer.
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Initial text
ANNEX | PARAGRAPH (1

7.5 The devices must be designed and
manufactured In such a way as.to
minimize the health risks posed by
substances leaking from the device
dur Ing use. ‘ :

ANNEX | PARAGRAPH 11

8.3 Sterile devices must be desligned,
manufactured and packed In a non-
reusable pack and/or according to
appropriate procedures to ensure that

" they are sterile when placed on the
market and remaln sterile, under the
storage and transport conditions lald
down, until the protective packaging is
damaged or opened. :

ANNEX I'PARAGRAPH t

11.5 Instruments, apparatus or
appllances emitting radiation must be
fitted with visual displays and/or
audible warnings of radiation
emissions.

ANNEX 1 PARAGRAPH 11

12.1 Devices depending on software must
be designed in such a way as to
“minimize the risks arlsing from errors
In the programms. .

Modifled text
ANNEX | PARAGRAPH 11

7.5 The devices must be designed and
manufactured In such a way as to
minimize risks posed by substances
leaking from the device during use.

ANNEX | PARAGRAPH 11

8.3 Sterlle devices must be designed,
manufactured and packed In a non- )
reusable pack and/or according to f
approprlate procedures to ensure that

- they are sterile when placed on the

market and remain sterile, under normal
storage and transport conditions as
described in the instructions and
Information supplled by the
manufactured, unti! the protective
packaging is damaged or opened.

ANNEX 1 PARAGRAPH 11

11.5 Devices intended to emit
Invisible, potentially hazardous
radiation must be fitted with visual
displays and/or audible warnings of
radlation emissions.

ANNEX | PARAGRAPH 11

12.1 Devices incorporating programmable
electronlc systems must be designed In
such a way as to avoid so far as
reasonably practicable risks arising
from random and/or systematic fallures.
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Initial text
ANNEX | PARAGRAPH 11

12.7.5. Accessible parts of the devices
and thelr surroundings must not attain
potentially dangerous temperatures
under normal use.

ANNEX | PARAGRAPH 11

12.8.2 Devices must be fitted with an
Inter lock and/or alarm system to
prevent and/or indicate any
Inadequacies In the fiow rate which
could pose a danger.

ANNEX 1| PARAGRAPH 11

12.9 The function of the controls and
" visual displays must be clearly
specified on the devices.

ANNEX | PARAGRAPH i1

13.3 The label must bear the following
particulars : '

a) the name or trade name and address
of the manufacturer;

b) the detalls strictly necessary for
the user to Identify the device and the
contents of the packaging; ‘

¢) where approprlate, the word
"STERILE"; o

d) where appropriate, the batch code,
preceded by the word "LOT", or the
serlal number;

Modified text

ANNEX | PARAGRAPH 11

12.7.5. Accessible parts of the devices
(excluding any parts or areas Intended
to supply heat or attain a high
temperature) and their surroundings
must not attain potentially dangerous
temperatures under normal use.

ANNEX | PARAGRAPH 11

12.8.2 Devices must be fitted with
means to prevent and/or Indlqate any
Inadequacies In the commanded output
whlich could pose a danger.

ANNEX | PARAGRAPH 11

12.9 The function of the controls and
Indicators must be clearly speciflied on
the devices.

ANNEX | PARAGRAPH 11

13.3 unchanged
a) unchanged

b) unchanged

c) where approprlate, the symbol

STERILE};

d) where appropriate, the batch code,

preceded by the symbol |LOT|, or the
serial number;




- 14 -

Initial text

ANNEX | PARAGRAPH 11

ANNEX 11

2. The declaratlion of conformity |s the
procedure whereby the manufacturer who
fulflls the obllgations imposed by
Sectlion 1 ensures and declares that the
products concerned meet the provislons
of this Directive which apply to them.

The manufacturer shal!l affix the EC
mark In accordance with Article 17 and
shall draw up a written declaration of
conformity. This declaration of
conformlty shall cover a glven number
of identifled specimens of the products
manufactured and shall be kept by the
manufacturer. The EC mark shall be
accompanied by the ldentification
number of the notifled body which
performs the tasks referred to In this
Annex. ’

3. Quallty system

3.1 The manufacturer shall lodge an
appllication for assessment of his
quallty system with a notify body.

The application shall include

- the name and address of the
manufacturer,

- all the relevant Information on the
product or product category covered by
the procedure, -

- a written declaration that no
application has been lodged with any
other notlfied body for the same
products;

_ mark

Modifled text
ANNEX | PARAGRAPH 11

13.6a (new) . -
The Instructions for use shall contain
an expllicit request to the user or
patlent to inform his/her doctor or
medlcal Institution of any slde-effect
not referred to In the instructions for
use.

ANNEX 11

2. unchanged

The manufacturer shall affix the EC

In accordance with Article 17 and
shall draw up a written declaration of
conformity. This declaration of
conformity shall cover a glven number
of products manufactured on the baslis
of the approval of the quallity system
and shall be kept by the manufacturer.

3. Quallty system

(2]

.1 unchanged

unchanged

unchanged

- a written declaration that no such
apptication has been lodged with any
other notiflied body for the same
products;
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Initial texi
ANNEX V

2. The declaratlon of conformity Is the
part of the procedure whereby the
manufacturer who fulfils the
obllgations Imposed by Sectlion 1
ensures and declares that the products
concerned conform to the type described
in the EC type-examlnation certificate
and meet the provislons of this
Directive which apply to them.

The manufacturer shall affix the EC
mark In accordance with Article 17 and
shall draw up a written declaratlion of
conformlty. This declaration of
conformity shall cover a glven number
of identifled speclmens of the products
manufactured and shall be kept by the
manufacturer. The EC mark shall be
accompanied by the identificatlion
number of the notified body which
performs the tasks referred to in this
Annex.

3. Quallty system

3.1 The manufacturer shall lodge an
applicatlion for assessment of his
quallty system with a notify body.
The appllication shall Include

- the name and address of the
manufacturer,

- all the relevant information on the
product or product category covered by
the procedure,

- a written declaration that no
appllcatlion has been iodged with any
other notified body for the same
products;

Modifled text

ANNEX V

2. unchanged

The manufacturer shall affix the EC
mark In accordance with Article 17 and
shall draw up a written declaration of

conformity. Thils declaration of

conformity shall cover a glven number
of products manufactured on the basis
of the approval of the quality system
and shall be kept by the manufacturer.

3. Quallity system

3.1 unchanged

unchanged

unchanged

- a written declaration that no such
application has been lodged with any
other notified body for the same
products;



ANNEX VI A
. : \ )
2. The declaratlon of conformlty Is the
part of the procedure whereby the.
manufacturer who fuifils the
obiigations Imposed by Section 1
ensures and declares that the products
concerned conform to the type described
In the EC type-examination certificate
and meet the provisions of this
Directive which apply to.them.

The manufacturer shall affix the EC
mark in accordance wlth Article 17 and
shall draw up a written declaration of
conformity. This declaration of
conformity shall cover a given number
of ldentlfled specimens of the products
manufactured and shall be kept by the
manufacturer. The EC'mark shall be.
accompanled by the identiflicatlion
number of the notified body which
performs the tasks referred to In thls
Annex. S . C

3. Quallty svstem

3.1 The manufacturer shail lodge an
appllcation for assessment of his
quallty system with a notify body.

The appllcation shall Include :

- the name and address of the
manufacturer,

- all the relevant information on the
product or product category covered by
the procedure,

~ a written declaration that no
application has been lodged with any
other notifled body for the same
products;

ANNEX Vi1
2.2 For devices intended for the

clinical Investigations covered by
Annex X ‘ '
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. Modifled text

ANNEX V1

2. unchanged .

The manufacturer sha!l affix the EC
mark in accordance with Article 17 and
shall draw up a written declaration of
conformlty. This declaration of
conformity sha!l cover a glven number
of products manufactured on the baslis
of the approval of the quality system
and shal!l be kept by the manufacturer.

3. Quallty system

3.1 unchanged

unchanged

unchanged

- a written declaration that no such
application has been lodged wlth any
other notified body for the same
products;

ANNEX VI 11

2,2 unchanged
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Initial text
- data allowing ldentificat:ion of the
device In question,

- an investigation plan stating In
particular the purpose, scope and
number- of devices concerned,

- the opinion.of the ethlics committee
concerned and detalls of the aspects
covered by its opinion,

- the name of the medical specialist or
other authorlized person and of the
institution responsible for the
investigations,

- the place; starting date and
scheduled duration for the
investigatlions,

- a statement that the device in
question conforms to the essential
requirements apart from the aspects
covered by the investligations and that,
with regard to those aspects, every
precaution has been taken to protect
the health and safety of the patient.

ANNEX IX PARAGRAPH I

2.4 Rule 8

All implantable device and long-term
surglically Invasive devices are In

class |lb unless they are intended :

- to be placed in the teeth, In which

case they are in class lla,

Modified text

= unchanged

- an Investigatlion pian stating In
particular the purpose, scientific,
technical or medical Justiflication,
scope and number of devices concerned,

unchanged

unchanged

unchanged

unchanged

ANNEX 1X PARAGRAPH | .

2.4 unchanged

- to be placed in or on the teeth or
dentai protheses, in which case they
are In class Ila;



-

ANNEX IX PARAGRAPRH t”(followlng)

- to be used Iin direct contact with the
heart, the central cirgulatory system
or the centra! nervous system, iIn thch
case they are.in class tir,

- to undergo chemical change in the
body, to be blologlcally agtive, to be
wholly or mainly absorbed, to stpply
energy in the form of lonizing
radlation or to administer medicines,
In which case they are In class I|It,

_except If the devices are placed in the

teeth.

ANNEX IX PARAGRAPH § (following)

- unghapged

- unchanged
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