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OBJECTIVE: For information | '@

REMARKS:
Member States will find enclosed in clean and m track changes the EU's first proposal for an %
annex on medical devices in TTIP. The EU prbposal has been finalised following consultation

, " A
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S When detached from its enclosures, this cover note is unclassified, and should be treated as Lipited
ith and taking account of comments of Member States (DS 1314/16) and the TTIP Advisory

{? The text is to be submitted to the United States in advance of the next negotiation round
(12 "%ce on the week of 11 July 2016). Thisiproposal is without prejudice to the right of the EU

to médify or complement it at a later stage.

o
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f’ 4
§?
V;)%OTE The EU reserves rhe right to make subsequent modifications to this text and (0
&emem it at a later srage by modzj}mg supplementing or wrthdf awing ail, or any

rt, at any time. = )
A A
f : o
: . N R
The ;-elqg' Ip between seclorial annexes ‘and the architec ture of TTIP, including phe 93"{,:,: o
J -‘,m“k ) At
y

of of genet -al exceptions and dispute settlement, will be considered at

7

later stage.

Crisk asqeesment and risk managemem

i Annex shall affect the ability of each Party to take appropnalc and

placement in the market of that medical device.

The ol::jeciives..pf this Annex are, m particular, to: %(\

! For the EU, such principles include thosé' established in the Treaty on the Functioning il
of the European-Union as well as in Regulations and Directives adopted pursuant to

Article 289 of the Treaty on the Functioning of the European Union. /)\
4
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promote ¢onvergence of technical and clinical requirements applicable to
medical devices;
)\ e remove unnecessary duplications of data submission and devices: testing

and to avoid duplications of inspections of manufacturing sites; )
promote convergence of standards relevant to medical devices; A
e promote existing multilateral and bilateral regulatory cooperation relating ,.{

to medical devices: = s
promote cooperation on any other matter of common interest to the -ﬂv‘-’i‘ \}af

while ensurinjegitima& policy objectives such as a high level of protection of publi i

S

health and patiens' Saféty and contributing | ’to the promotion of i mnovatlo L7
competitiveness and gad% in medical devices.

O

Artj’c[e 2
Definitions

For the purposes of this Annex: d)

“medical device’ means any instrument, #ppare

material or other similar or related articlgy

my or of a physiologi-
g -' cal process m’ state; ;

di mformauon by means of n v1trowexa‘¥ion of specimens
b and tissue

iTiGle or metabollc means, in or-on the human body, bm whmh may e assisted in

' s specifically intended for the cleanmg,, disinfection or sterilisation of med1§l 4
“Hfevices and devices for the purpose of control or support of conceptlon shall be considetgd
‘F medical devices. e

g&@*ﬂ’v “in vitro diagnostic (IVD) medical devu:e means a medical device, which is a n,a;?cnt ﬂ% N\

reagent product, calibrator, control materlal kit, instrument, apparatus, equmenl |

il i
software or system, whether used alone or in combination, intended by the manufacturer 17

‘ N

3 3
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¢ T} Lo be used in-vitro for thé examination of specimens, including'\:hlood and tissue
St

nations, derived from the human body, aolely or pnncxpally for the purpose of

K;\c}mg information: :
° concerniné a physiological or pathological proccés or state; -

»  concerning congenital physical or mental impairments;
@conceming the predisposition to a medical condition or a disease:

to etermine the safety and compatibility with potential recipients; ’

e ¢ tovpredict treatment reqponsa“or reactions;
e o Mle or monitor therapeutic measures. )
Specimen receptacle@onmdered to be in vitro dlagnostlc medlc

ptacle means dev

:-f" ;'.- J by

the human body for the purpow in vitro diagnostic examinaugn.

‘Medical Device Single Audit v(ggkam (MDS A8)™

B .AS a series o{\i?ncn'c or alphanumeric characters
y accepted device ide‘n/t@mm and coding standards

iguous jdentification,of specific device¥on the market.

Rubmission (RPS)’ is 2 message standard ;or lectronic
A g ;

Roduct information between a company and a regulat °?§ncy for the

“Rarket approval or conformity assessmentiof a medical device on a Party market

onsible authoritj’ is an organisation or regulatory authority, responsibé 1‘01‘;

authorities of EU Member States, EU Notified Bodies and the U S. Food and Drug

Administration. ! V

for market surveiliance such as the European Commission, lhe competent national <<\
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{International Medical Devices Regulators Forum (IM])RF)’ is a volunta.ry group of
@edlcal device regulators from around the world that has the aim to acce]erate
j;cxanonal medical device regulatory harmomzat:on and convergence.

‘Naéﬁg Competent Authority Report (NCAR) Exchange Program’ is an initiative \
’ !

devgloped by the International Medical Devices Regulators Forum with the aim to

exchange jm{ormation relating to significant concerns or potential trends regarding
medical s that individual authorities have observed in their jurisdictions, but h '
1 5

not yet resplted | :f recalls or field safety corrective actions.

Article 3

<<\\ Scope
T'his Annex applies to medicaldevices and in vitro diagnostic megdi .. §
use falling under Chaptetg 28730, 38, 84, 87 and 90 of the Haffggni
tariff"'nomenclatre. V=

: 1/ Article 4
Relevant interfiatiopal organigagi

The Parties recognise that international/fevg
International Medical Devices Regulatogs

fons and ‘bodies, in particular the
IR ) the Intematlonal Orgamsalmn

convgrgence

arty Shd_ll. actively participate in the development;ot sci;/i?ﬁr technical

ol Fwith respect to the regulaﬁon of medical devices in the Jit€rnational
:_':-' al Dcv:c;s Regulators Forum." i (

The Parties shall cooperate with a view to strengthening. developing and ;

promoting the adoption and m'lplementatlon of mternauonallv agreed scientific,or__,

) 1

i 4

&#W technical guidelines relating to medical devices mcludmg,, where feasible, thro A,
the presentation of joint initiatives, ’grc)posals and approaches i in the International <§ ‘

]
Medical Devices Regulators Forum.

¥ RESTREINT UE/EU RESTRICTED
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» O) 3. Each Party shall implement the International Medical Devices Regulators Forum
Nt , guidelines unless those would be uleffectwc or inappropriate for the achievement
@#‘:&" ~ of their legitimate objectives. %
<<\ Each Party shall éncourage active participation of the standardisation bodies located
ﬁin their respccf’tive territories in the work of the International Organisation for
a

g
ndardisation and of the Intematlonal Electrotechnical Commission in orderto e
!—

jte to the harmonization, at international level, of standards apphcablxﬁ@k ‘é‘?__\ Qs

ices.

.....

and referencing standards apphcabie:‘to medlcal dewce e
of E;“‘O

not yet available
ytw‘es

cach Party's legitimz
6. - The Parties shall booperatmvolvjng

© to medical devices regulati

[Place holder for Medi

% Ait}ele 7
Unique Device Identification of medical @s

' support inlernationjg} efforts and actively pﬁ/ppét in the

: ational Medical Devices Regtﬁators Forum work on establ@g and
mntaining a glgbally harmonised approach on the idéﬁtiﬁcaﬁon of @al
devices and establish and maintain‘a globally accepted unique device
identification system for medical devices. @

2. Each Party shall align, to the greatest extent possible, its rules and requirements
on unique device identification with the guidance documents adopted by the
International Medical Devices Regulators Forum. ’)\
8
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@ International Medical Devices Regulators Forum.

;.)\ In order to ensure the interoperabilitﬁ of unique device identification databases at
<<g\)bal level, each Party shall develop its unique device identification database in ,.aigﬁ
* lingswith the guidance documents adopted by the International Medical Devices
coxmnﬁPwatfpr data exchange between unique deﬁ;:e identification
: databases, : ake into account relevant specifications and semanti
existing 1@
Article 8

Data submissiu&iegu]ateﬂ Products Sub Ssioh ,

ators Forum. For that purpose:,éf?:ach Party shall promote the use of a

ls Each Party shall actively pam/c:lpate in the effons of the” ifj__!,l ational Mcdica!

[

O : " g
o '._' A
w *y %
(b TP
$

h—

&

B

[¢]

ag

E.

§‘

(]

.

Article 9 '-l ;

ation, w'th regard to exchange of information on non-comy it medical

@ 4 demccs J (

ThL rcaponmbln. authont:eq of the Parties shall endeavour to cooperate m,Y

assessing potential risks posed by medlcal devices before they recall such’ edlc

devices from their market or before thcy adopt field safety corrective actions? /=
(’% N\
2 The responsible authorities of the P'c}}'lies shall exchange relevant post-market ‘\x ™
safety informatiqp on non-complian% devices and recalls primarily through the use ﬁ;ﬂ P
‘ ‘}“
9 P -
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developed and operated by the International Medical Devices Regulators Forum.

Artile 10

@ Cooperation on standards relevant to medieal devices
1, arties shall encourage coopcratmn between the standardisation bodies Iucau.d" %
thin their respective territories and with standardisation bodies from her

Interfigtignal Medical Devices Regulators Forum members in view of 40 1) N
develgping new medical devices standards and adopting, to the extent possiblé )’
:commm&malmnal standards. .:,,__1'1 his cooperation may mclmig hha.rm-_. o
‘informatlgn, at an early stage, regarding new medical devices s ds to be 5
developed ors€ferenced in each Party’s legislation and Tfacilitatiif Ha ief] ‘h(‘p of
a Party’s standa@mn bodies in the standardisation actlwu $of the ¢ ther Pzg;y.

2. The Parties shall”ideptify and explore possibilities rg; ocess of
developing internad®rigl standards used for regulater ¢ medical
technology domain. i

3. disation bodies located

ther aligning their existing medical
&by the International Organisation for
feal Commission.
between the Parties

1. heis csponmbl@ormes are allowed to exchange

clu ng confidential and trade secret information related

2 : '3'_-;-_, disclose confidential informalioi of commercial,

Court of Justice of the European Union]

chnical or scientific nature, including trade secrets, which 4 in the public
dom¥in, and which it has received ff@m the other Party, if and in {(ar as that

mation is protected under its applicable leglslatlon, on access to information

W oraccess Lo documents.

% ‘;z [NB: In the Elj context; Article 4 Qf'Regul&fi(m (EC) n° 10492001 as in!erprvhﬂ%’o

Article 12 : ‘ﬁ,:/)\

RESTREINT UE/EU RESTRICTED

www.parlament.gv.at



RESTREINT UE/EU RESTRICTED|

(p Article 12

Regulatory? cooperation
/. M{@» Article may need to be adjusted as discussions on the Institutional, General
w/:lﬁwsiom Chapter and on the Regulatory ("oopercrtfon Chapter proceed. Thisj

and

Article ¢ read in conjunction with the j"wzcmms and roles of the Joint Committeg®

the 1 mn.mfw@egutaror s ' Forum and the Working Group on sectors as defined g
InStitut )

Chapter on [, General and F. znal Provisions]

L. The rcgulatou{é:) eration between the responsible authont' 68 ',._- el }
be guided by a J@aulalory cooperation work plan w shof
medium term pridsities for reﬂulatogy cooperation underthis A

2. The joint regulatory coopefation work plan shallBelg
authorities of the Parties at ppfitical level. %

3 The responsible authonhes@ s shall transmit the joint regulatory
cooperation work plan to the ansatlaf .. R g ators Forum /established under
the Ins’utuhonal General and Fi ;-?t'- 1STQHS Chapter] and publish it on their

4. The responsiblc authorities of I' shall regularly review the joint
: thissrCview, the responsible authorities of the

@s achieved [during the preceding
would enefit from regulatory cooperation.
b regfilatory coope(ggl work plan, the responsible
shalPconsult stakeholders mcludmg small and medium
and workers represantatwfs and public interest

2
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e

¢ ’\ 3 5
NO,,}% The EU reserves the .-zghr to make vubsequen! modifications to this text and to complement

P
il at a lager stage, by moduﬁxmg supplementing or withdrawing a!l or any part, al any fime.

The relatjafship between sectorial annexes and the architecture of TTIP, including the applicc ﬂ;n

or not of géneralexceptions and dispute settlement, will be considered ar a later stage. . *

<<\li\,l.l PROPOSAL FOR AN ANNEX ON MEDICAL DEVICES

O Article | .
General principles and objectives .,

.i Y. W - b a SERTCTAL GO s Y= o MR
3 vy = v o S

1. Co-operation activities between the Pames sl St improvine. and not reduc,ln;._.~

undermmmg or otherwise comnmmlsmg the &) m ection in ubhc ©olicy areas such as the

protection of workers' and wnsum s’ health publl\ alth, and Lh@motcumn of the environment.

as considered appropriate by ¢ ifier P3 The B rties sharé ﬁ; intention of achieving a high level

of rOILCfIOI‘l in these areas
2. Nothing in this Anne Shail affect 3. ab111 of each Partv to , its fundamental principles

governing regulatefymedBures in i mr:sdlct]mil for example in the areas of risk assessment and
risk managements N, " s;

3. Nothing in thig Anje shall affect the abilityt of each Party to take appr :?and_immediale

esWghen itfietermines that a medical dcvme is not safe for the consumgr or does not comply

ulatnry ﬁ'amewoqk. Such measures may include mthdramm: 2 the me!ﬁ@evicc from

or prohibiting the placement in the market of that medical device.

S B 7

' For the I"U such principles include those estabhshed in the T 1ea1y onthe F unumnmt' of the
European Union as well as in Regulations and Directives addmed pursuant to Article 289 of />\

the Treaty on the Functioning of the Eump_ean Union.
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&d@}t&: objectives of this Annex are, in particular, to:

<<\promote convergence of technical and clinical requ:rsements applicable to—the—mafk%

medical dcv:ccs

medical devices.

For the purposcs of this Annex:

g

implant;

the manufacturer to be s

$, monitoring, trcal:mcnf,‘é— alleviation of or compens§¢?>r‘an injury_or

physiological or pathological process or state:;

e estigation, replacement or; modlﬁcation-e§~sag-peﬂ of the a%y or of a

£y l 7 :l - i o
., # o o e o 5 ; : ¢ N\,
el o disinfection-of medical-devices; AN
e providing information by means’ of in vitro examination of specimens derived "fmm v
the human body. including organ. blood and tissue donatmns : : -
i
and which does not achieve its privary-principal intended action by gharmacological, immunological ¥ \
} ff %
13
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Foo, _ - * & - il I . -
{ ot metabolic means, in or on the human body, but which may be assisted in its intended function by

o suc mcam
Predudts specifically intended for the cleaning, dls:nfectmn or sterilisation of medical devices and

device%\n‘ { the purpose of control or support of conceplmn shall be considered medical devices.

\. 5 ] & :hr"u;.. -
@ -“in vitro diagnostic (IVD) medical device’ means a medical devicedd, ;
which is a feagent. reagent product. calibrator. control material, kit. instrument, apparatus. ., .‘
equipment, § or system. whether used alone or in combinatien, intended by the ma uia LlI'Ll’ \{3;5}. J:
to be used in-vitro for the examination of specimens, including blood and tissue4 f e
derwed from the hue a body, solely or pnncxpa.lly for the purpose olw prov idinge mfmma % —é'ef,lf“

'ﬁ
=

Y
o b rapiioiad o aatibilie cnncas IND medi .

o
g
a
!
s
g
o
s
a
!

e concemingap@iggﬂ or pathological

e concerning cdngenitgﬁi_nysical or mental impait

e __concerning the predisppsifig toamedic.

e to determine the safety and com ‘nb' iy w;t‘h potentmi recipients:

e to predict treatment responsg

~ e to define or monitor therapeun gicas,

hecimen receptacles are comldued to be in

(MDSAP) is an injtcveloped by the International

. It allows a single audit of a medica] device manufacturer’s

urisdictions. Each

Ban dedide when and for which purpose the single audit wi ed i the process of

reated rough internationally accepted device identification and coding standards : hatallows

ugambiguous identification of specific devices on the market. <<\

‘ ‘Regulated Product Submission (RPS)’ isa rﬁessage standard for the electronic submission

product information between a company and a regulatory agency for the purpose of gaining market ’f’)\

14

RESTREINT UE/EU RESTRICTED

www.parlament.gv.at



Q RESTREINT UE/EU RESTRICTEDI

oval or conformity assessmentavthorization.

pd%\blc authority’ is arr organisation or regulalory authority, responsible for market approval
or co!ll-owf\h\a‘;qesqmcnl of a medical device on a Party market andx{-’er-p{-l{-ﬁﬂ"-m&e—cerwee-ei-a (.s;':_

med—xe&lgeﬂ for market survc1llance%aﬁ’f+ﬂg—em-m§peeﬁeﬂs such as the Luropean
Lummisszox@ompewnt national authorities of EU Member %tates EU Notified

L1.S. Food and D&

device regulators from arc‘)yrﬁ' tht world that has the aim to accelerate integ

regulatory harmonization and gemyergence.
‘National Competent AuthQ ort (N(‘AR) Exchange u" W}, js7an Mitiafive developed
| by the International Medical ' SRE withy, fim to exchange
information relating to significan serriedical devnccs that
individual authorities have observed i t
field safety corrective actions.

o

falling under Chapters 28, 30. 38, 84, th Harr,_gonmc,d System (HS) of tariff
nomenclature. % : "

. cognise, thart €mational orga%isations and bodies, j icular the' International
Medical Dgfi - “Regtlatprs Forum (IMDRF), the Intematmnal“«ﬁr8$

sation for Standardisation
([%()) ané—the Intematmnai Electrotechnical Commission (IEC) and the al Medical Device
M Agency -are relevant-international organisations for'd€veloping scientific

eliries as well as standards with respect to medical devices. (

E

Article 5 %E
ti ipation in relevant international orgaéjsations and bodies and regulatory gncc

k \@%ﬂ“{ ¢ Fach Party shall actively participate in the development of scientific or technical guidelines y@

respect to the regulation of medical devices in tlf_ic International Medical Devices Regulators Forum. A

2. T'he Parties shall cooperate with a view to strengthening, developing and promoting the adoption /:?"-‘%%_
15

RESTREINT UE/EU RESTRICTED)

www.parlament.gv.at



filg.l implementation of intern'ational]y agreed scientific or technical guidelines relating to medical
“Adevices including, where icasxble. through the plcsentduon of joint initiatives, proposals and
approaches in the International Medical Devices Regulators Forum.

3. Each Parly\shall impleménl the International Medical Devices Regulators Forum guidelihes
unless thos

4. Each Party s encourau%: actively participateion_of the standzirdisation bodies [dcat

and—and of the Ir?fkr:nu?al Electrotechnical Commmsmn—(—lﬂ«} ~in ord::éfiq?tnbute tofithe

harmonization, at intermétional level, of standards applicable to medical devices _;_\% &
L "

5. Each Party shall take int ¢ Internati igati I anc%isatimﬂgg
dﬂd— and International Elec “hpice 51 standat i Ve opmg its own
technical regulations and corifo andSgeferencingistandards applicable to
medical devices unless those standa)d/arc not yet available oﬂwou kbe ineffective or inappropriate
for the achievement of each Party's le%@c obiccuve 3% :

6. The Parties shall cooperaté on evolvin

devices regulation.

Ak

[RESTREINT UR/EL
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(dfpfﬁ—fegufraﬂen and-marketapproval.

Article 76
- Quality management system audits ’

[Place hoid@/lcdical Devices Single Auditj

Article 87
Unique Device Identification of medical deyiges

erffilicationt/B} databases at global
TP database in line with the

f&mational Medical Devices Regulators Forum. For that

Amc!e 98 (

Data submission - Regulated Products Submlssu)n (RPS) )

"';' shall actively panicxpale in the efforts of the Imematmnai Medical Dwuﬁ@
Rﬁé!._uldl(.‘)rb ForumIMBRE lo establish a globally harmonised format -tRegulated Products \
Subrmssmn RPSY Standard-) for the clectromc:«:‘submxssmn, by the manufacturers, of ’ghe pr()t@% ;
information and data ncede__%i for the assessment and-market-approval-of a medical device by the ” .
responsible au%hapi{-y—authoﬁtics of each Party. 1
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¢ O

\rﬁ :}E Party shall develop premete the-use-ofaits submission database whieh-is in line with the
idan

g ce documents and technical c:peclﬁca‘uonsadopted by the International Medical Devices

I Regufat ‘orum in order to ensure the interoperability of data submitted at a glabal level.

: Artigle 469

uoperat@fh regard to exchange of information on non-compliant medical"'

1 1. The resmmsnbi::ﬁ{ﬁ@uu.s of the Parties shall'endeavour to cooperate in asscwﬁg potentm a ks’
posed by medical dev1§§s‘5e{orﬁ. they recall such medical devices from Lhur_u%‘ Q&before the\

- . o . . ,_5;5. . N E‘I
adoplt field safety correcu@ons. R N Y

| 1 ; - 4
5‘1 ;%sﬁ ,{‘ “fﬁ;)\ ‘19"
2. The responsible authorities of arties shall exchange rclcv 1poqt_1%a‘ ket gafew Enbormation

on non-compliant devices and recal}?ﬁlmdn]y through the use oi e Nation: ( ompetent

Authority Re ort Exchange Program
Medical Dcwces Regulators .,Eorum}MDRE

1. The Parties shall cncouraga., COAPEE i We i standardisation bodies located within their
respective territories and wighs Aidisati i wother International Médical Devices
Regulators ForumIMBRE me in view eloping new medical devices standards
and adopting. to the extgfit e ( ards. This cooperation may include
sharmg mfomlanon at @ .“f' : @ standards to be developed or

! 1 mn and faeilitating paruc1pat1on of a Party’s standardisation

and explore possibilities to 1mpmve t ocess of developing
ed for regulatory purposes in the medical technolgey domain.

.fl encourage cooperation belWeen their standardisation bodies located within their
Slive temitdTics in view of further aligning their existing medical dewccs stapgdards with the
adopted by the International Orgamsanon for Standardisation ¢ e International

ical Commission.HECH é
Article 4211

Fxchange of regulatory mformatlon bctwecn the Parties <<\

1. The Parties shall ensure that their responsiblé' authorities are allowed to exchange relevant %

e

regulatory information, inclﬁding confidential and trade secret information related to conformity

RESTREINT UE/EU RESTRICTED
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t dsgﬁ sment. the-approval and supervision of medical devices.

2AE }&%\ shall not publicly disclose conﬁdent:al information of commercial, lCLhﬂlLal or scientific
nature, an trade secrets, which is not in the public domain, and which it has received from 4

the otherParty, j{ and in so far as that information is protected under its applicable legislation on¢ %,

access to info on or access to documents.

[NB: Inthe EU co :qucze 4 of Regulation (EC) n® 1049/2001 as interpreted by the

Justice of the Europecw Union]

Article 1312
egulatory cooperation

INB: this Article may need {o be aa’iz ed as discussions on thasTrsk

Provisions Chapter and on the Regufaw/ C oopeml:an Chapter procee

in conjunction with the fzmuzon.s and ro[%

ities of the Parties shall be suided by a
short and medium term priorities for

3. The responsiblé attho Aties offthe Parties shall transmit the joint regulatory cooperation work
nsatlantice col ators Forum fcﬁtabhshcd under the [

! @onal. General and Final

plan, the
redium size
ﬁ;f
-\'ﬂ
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Council of the European Union
General Secretariat

Brussels, 20 July 2016
(OR. en)

DS 1397/16

&

'

MEETING DOCUMENT /7 7\

From: GenerikSecretariat of the Council
To: Delegatio L
Subject: TTIP: Declasaﬁf:at_i{gn of meeting documents

e

Delegations are herewith informed that @!owing EU RESTRICTED documents have been

declassified: O
pd
DS 1310/16 EU offer on Financial Servipé8,
DS 1353/16 EU proposal on provisions on agﬁﬂ-late aspects of the TTIP Trade and sustainable
Development chapter
DS1379/16 EU's proposal for an annex on m&dical devices in TTIP
DS1380/16 EU's proposal for an annex on textiles ing N[ 1P
DSI1381/16 EU's proposal for an annex on chemidals)i! TTIP
DS1382/16 EU's proposal for an annex on motor vehicles and motor vehicles’ parts in TTIP
DS1383/16 EU's proposal for an annex on cosmetics in TTIBy,
DS 1344/16 REV | | EU Proposal for Institutional, General and Fif8\Pgovisions
DS 1389/16 EU's proposal for an annex on engineering in TTIP
/ (
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