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ORIGIN: Commission,@rade, Unit E.1 and F.3

Hiddo HOUBEN /S/
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+322 295 2863

lgnacio.lruarriza

Pl ER@ec.europa.eu . ‘/p
OBJECTIVE: For information E @

REMARKS : <<\

Member States will find enclosed in clean and ln track changes the EU's first proposal foRan

annex on cosmetics in TTIP. The EU proposal has been finalised following consultation wit@t
2 ’,/>\ :
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‘laking account of comments of Member States (DS 1324/16) and the TTIP Advisory Group. The

(3\1 is 1o be submitted to the United States in advance of the next negotiation round (taking place in

e week of 11 July 2016). This proposal is withaut prejudice to the right of the EU to modify or

comyrdement it at a later stage.

3
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§ il'c, - i 1 .
) " NOTE: The EU reserves the right to make subsequent modifications 1o this text and to

/‘fzmrp!emcm it at a later stage, by modifving, supplementing or withdrawing all, or any

p@ any time.

The r@nship between sectorial annexes gnd the architecture of TTIP, including 1}
applicahiﬂ@not of general exceptions and dispute settlement, will be considepfd™ar a

later stage. @

e

F@loms,u‘ FOR AN ANNEX ON COSMETIL

Article 1
« Ggdferal principles and obj

either Party. ThePartiefghare the intenu{a achieving a high level of protection

ect th§ abilit@ch Party to apply its

2.
¢ciples governing regulatory measures-n its jurisdiction, for
risk assessment and risk maﬂ@ncntl.
3 nnex shall affect Lhe ability of cach Party 19 take appropr'iate and
te feasures when it determines that a product-‘fgﬁg under the scope of
t X is not safe for the consumer or does not comply«€ith jts regulatory
amework. Such measures may inéﬁxde withdrawing the pro u?ﬂm the market
Or prohibiting its placement in the market.
4, . The objectives of this Annex are, in j;anioular, to promote: 7

! For the EU, such principles include those established in the Treaty on the Functioniny
of the European Union as well as in Regulations and Directives adopted pursuant to,o7
Article 289 of theTreaty on the Functioning of the European Union. /

& 4
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O a)  convergence of technical requirements and relc»cmt standards applicable to

products falling under the scope of this Annex:
dlA b)  alignment of ingredients labelling;

<<{ use of validated alternative methods to animal testing;

d) aexisting multilateral and bilateral regulatory cooperation relating _to
/pgulatmn of products falling undler the scope of this Annex: ;

@ratmn on the review and assessment of ingredients subje
au -

att

) coop ati;ryn new and emerging issues and on any oth

interest t th&%ies
¢)  cooperation related tp safety assessment metho

while ensuring legitimate polic

health and consumers' safety and ad‘/ﬁ-lbutmg to romotion

competitiveness and trade in produc@é

nnovatian,

scope of this Annex.

e

3

‘Medicinal product not subject to prescnplwn means, in the context of this An

., ]~.mclur.15 under Chapters 33 and 34 of the Ha:mom?ed System (HS) of tariff {;é‘

nomenclature which a Party classifies as a ‘medicinal product® and which can be sold {o

consumer without a prescription from a healthcare professional. {;\ ;
- ¥ [l’ g{f
v
s Vs
d
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~ 'Ingredients subject to market authorisation' means a chemical element and its
iy

‘) ° compounds in the natural state or obtained by manufacturing process, for which a market
Ap roval is required prior to their use in a cosmetic product or in a product considered by

ogﬁ\the Partics as ‘medicinal product not subject to prescription’.

'Rcs@le authorities' means the Eurqp‘é}au Commission and the competent

authofitic 1@ EU Member States and the US Food and Drug Administration.

'lntetnationa@pcration on Cosmétics Regulation (ICCRY
international gr u;g?cosmetics regulatory authorities from different gbuntyies that o
on an annual basisfo disguss common issues on cosmetics safety

INCI' is the Internatienal Nomenclature of Cosmetic Ingredi

This Annex applies to pr
System (HS) of tariff n
‘cosmetic product’ o

de apters 33 and 34 of the Harmonized
rdless o " whather they are classified in a Party as
rodugt not s§bjget to prescription’.

Article 4 g
vant international grganisationa’@wdies

tics rogog se “that international organisations an(;%es in particular the

opcrati%n on Cosmetics Regulation (ICCR). A@)rg&nisaﬁon for
: ‘ooperation and Devekopmenf?{OECD), the Internatiogal Organisation for
andardisation (ISO). the International Nomenclature of Cosmetic Ifgredients (INCI)
tlee are relevan‘tjfor developing scientific and technical guidelmes or ;tandards

whith respect to products falling under the scope of this Annex.

Article 5
Participation in releyant international organisations and bodies and regulamfg’\

convergence

6 - =
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O" [. Each Party shall actively participate, in the development of scientific or technical
guidelines with respect to the assessment and the rcgu]élion of products falling
P Q under the scope of this Annex in the International Cooperation on Cosmetics
) Regulation. -

2. _Ahe Parties shall cooperate with a view to strengthcn.ing,"'developing and promoting
the adoption and implementation of internationally agreed scientific or technica

guidtines relating to products fallig

g under the scope of this Annex includj
feasible, through the presentation of joint initiatives, proposg,
apy n@?in the International Cooperation on Cosmetics Regulation.

&5

3. Each Party shall implement guidefines of the International
Cosmetic ulation, unless such guidelines would be ineffect]
for the achievew of the Party's legitimate objectives.

4. Each Party shall@.mge active.participation of 5 isg¥flon. bodies
located within (heff respective territories in t
Organisation for Stand4ry;
international level, of st
this Annex,

gidards applicable to products falling
tandards are not yet available or would

totuse or formally recognise, for

N gopd manufacturing practices for
nternational standard on the

cooperate on arcas, of relevance for a@ulaiion of products
scope of this Annex, such as allergens labelling, traces or

0,

Article 6 :
afety assessment of ingredients subject to market authoris; if%,' :
Each Party's responsible authorities shall inform the other Party's res le
authorities when updating the list of ingredients subject to market authorisati %

which the Party intends to carry out a safety assessment and possibly t

regulatory action.
5 . : 2N\

.. Upon request of a Party, the responsible authorities of the Parties shall enter into {:}’"" 1 .
discussions when an ingredient subject to current or future market authorisation, is 7
being assessed by one of the Parties' scientific experts or-bodies. Those discussions w " .
: . f x
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may entail sharing of the latest available scientific data concerning the safety
assessment of that ingredient and of preliminary scientific findings and assessments
relating to that ingredient.

. Partics shall not be obliged to achieve any particular joint outcome regarding
fety assessment and subsequent regulatory action regarding a given ingredient

subjeg to market authorisation.

No Party shall be required to advance, suspend or delay its activities related &
safety assegsment of an ingredient and subsequent regulatory action as a rghu of
request for disi:ssions in accordance with paragraph 2.

y Article 7
A, Safety assessment methodologies

responsible

guidance documents of relevgfioe to the regulati
authorisation.

‘Upon request of a Party, the F@%

methodologies aré reviewed or te

iesireferred o Vﬁclc 4, where relevant.

advance, suspend or dgkfy its activities related to the
dologies of ingredients as jf result of a request for

rdance with paraggaph 2. O

Article 8 y
Labelling T 7

Ah Party shall support international efforts to establish and main@ a globally
pdrmonised nomenclature for labelling products falling under the’seOpe of this
Annex, in particnflar by active participation in the work of the ]n&eqéagpnal
Nomenclature of Cosmetic Ingredients Committee. N2

% L
Y 3
o

Each Party shall take all necessary steps 1o align, to the'grcatest extent possib‘i'é;‘:its

labelling requirements for products falling under the scope of this Annex with t@r@"‘m

International Nomenclature of Cosmetic Ingredients Committee nomenclature.

: 8
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o - Article 9
~ i » Cooperation on standards relevant to products falling under the scope of this Annex

The Parties shall encourage cooperation between the standardisation bodies located
P

;;,,;-f);gyithin their respective territories and with standardisation bodies from other
'W;fj[jﬂcmational Cooperation on Cosmetics Regulation members, with a view to
{;J‘joi ly developing new international standards and adopting them, to the greates

e)g&lﬂpossibfc. This cooperation mdy include sharing information, at an y

stage, regarding standards to be developed or referenced in each Party’s legj

&

2. “iThe Parti%lsl;’;y) encourage cooperation between the standardisation bodies
e

within theiwTespective territories with a view to further aligpt heir cxisphg
standards with &slaﬂdards adopted by the Internatio isation for

Standardisation.

Arti&‘le 10
iAltema;:E?ethods to ani

I~ “Each Party shall continue to act
and regulatory aceeptance of alte

research, development, validation
to animal testing.

A

%

2. Each Party shall accept, for the pur} e, safety assessment of products falling
under the scope of this ex, lest rest erated from validated alternatives to

animal testing,. d‘) q

3. No Party shall odﬁi;t falling undef’ the definition of a cosmetic
product in this@nnex beytested on animals to determi the safety of that product.

4 umstances, where serious concerns arisi as l;ygards the safety of

cosmetic ingredient, a derogation from the reqbizerfients in paragraph 3

capable of performing a similar function, or

he ingredient is in wide uses and cannot be replaced by Mé E‘zgredienl

b. the specific human health problem is substantiated and the ficed~10
conduct animal test is justified and is supported by a detailed i *carcéh
protocol proposed as the basis for the evaluation. ' ’\;‘;/
: ‘ v
Article 11 A ¢
Cooperation on emerging issues L ‘»*%_; )]
.!”p,;-'m\‘."
¢l'-'v.—_\w;‘fﬁ'}

9
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. The Parties shall enter into discussions, if so requested by either Party, on scientific
information and data in the context of new and emerging issues related to the
regulation of products falling under the scope of this Annex, with a view to creating
a common pool of knowledge and promoting, if feasible and to the extent possible.

#a common understanding of the science and safety concerns related to such ISSuCs.

A

2\“’ & IE__;_;,@LQ Party shall inform the other Party when it considers adopting regulatory

n}}:ﬁurtq with regard to such new and emerging issues. I{ both Parties consider

a&opf@uch regulatory measures, discussions shall be organised in order t

avoid{f? if feasible and being mindful of the general princip.les in Article 1L4gyer
s

regulato@

;/

8 Article 12
Exchag of regulatory information betwee

proaches which could create unnecessary barriers to tr

The Parties shall ensure that their responsible a

#¢ntial information of commercial,

12

e secrets, which is not in the public

t arty, if and in so far as that
islation on access to information

text, Article 4 of Regulation (EC) n° 104 9@? as interpreted by the

Cour sticyof The ﬁémpean Union] /p
Article 13 (

‘ Regulatory cooperation
/B this Article may need to be adjusted as. discussions on {he'Ins!irmionarg;mml
and Final Provisions Chapter and on the Rr.;'ﬁgulalory Cooperation Chapter proceeg. This
Article is to be read in conjunction with the functions and roles of the Joint Commifiee.

the Transatlantic Regulators’ Forum and the Working Group on sectors as defined i1 hé

Chapter on Institutional, General and F inal Provisions] J;.r-‘”f
, /7
174
10 P
F
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A\ 4 :
— _ : . . i .- .
~ L T'he regulatory cooperation between the responsible authorities of the Parties shall

{ ’~-:;i )] be guided by a joint regulatory cooperation work plan which sets out short and
' )\ - medium term priorities for regulatory cooperation under this Annex.

~

2. Jhe joint regulatory cooperation work plan shall be endorsed by the responsible
-{{\ duthorities of the Parties at political level. :

4. The respynsible _ authorities of the Parties shall regular
regulatory cogp€ration work plar. In this review, the respogible

Parties shall tak@ccount, inter alia, progress achigne

years| and consider dew areas that would benefit Cooperation.
For the review of the jeint regulatory cooperatj ¢ responsible
authorities of each P II consult stakeholge mall and medium

size enterprises, empl
groups.

(jj/and workers represenf@igves ‘and public interest

<

1l |
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NOTE: The EU reserves the right to make subsequent modifications 10 this text and to

&R §
# complement it at a later stage. by modifying, supplementing or withdrawing all. or any

N
perh, arany time.
\ o

‘;;N,:g N

% !A‘.M‘: S Frr q A
The relgf!mnﬁ;fp hetween sectorial annexes and the architecture of TTIP, including 1}

' N\ ,
applicabitil ozt of general exceptions and dispute settlement, will be consideyfdat a

later stage. ("’{\‘
N\

%

ﬁl\;\omsfm FOR AN ANNEX ON COSMETI

;& Article 1
¢ G ;l:l! principles and obj

such as the protection of' workers' and

protection of the environment, as consider B her Party. The Parties

of each Party to apply its fundamental

in its jurisdic li\gn, for example in the areas of

4

i j i ex shall affect Lhe ability of each Pglv take appropfi-ate and

R Ayt is not safe for the consumer or does not comply 4Vithits regulatory
amework. Such measures may inclpde withdrawing the pro u?m the market

br prohibiting its placement in the market.

24, The objectives of this Annex are, in particular, to promote:

#,

N\
* For.the EU. such principles include those“established in the Treaty on the ¥ unc1im1ih<\ )
" of the European Union as well as in Regulations and Directives adopted pursuant %f

Article 289 of the'Treaty on the Functioning of the European Union.

B 12 § )
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m h)  convergence of technical requirements and relevant standards applicable to
products falling under the scopeof this Annex:

" 1) alignment of ingredients labelling;
O\
( <4*'1} use of validated alternative methods to animal testing;

| ) Xisting internationalmultilateral and bilateral regulatory cooperation g
t ulation of products falling under the scope of this Annex;

) cdoper; k;? on the review and assessment of ingredients s
authbyrization;

interest to

m) caoperal%w and emerging issues and on any offCommon
Pard

es
n)  cooperationrela ) safety assessment me

e

i

of protection of public

Art;fc[e 2 @

Definitions

level

()
<
g
d
E
=
-
@
=3
43
751
wy
o0
=
o
-
=
=N
g ']
S.
=
o)
=
<
—
7]
g
—_
=
=
(=]
=
=]
y Ol
Y
| W
o
o
o
o
=
(¢
LS
I‘ﬁ
=
-_.-
@
E
0
25

For the p

his Annex: .
. 4 A

uct' means any substance or mixture intended to be plaeéﬁ}ig}onta'ct

external parts of the human body (epidermis, hair system, nails, ]ifas;g;d" external

organs) or with the teeth and the mucous membranes of'the oral cavityswith a

-~

a4
! K 4

yew exclusively or mainly to cleaning them, perfuming them, changing their Y

: 5,3 . £ 3
appearance, protecting them, keeping them in good condition or correcting body odougs?/
i

1':“'77—:;4‘
"Medicinal product not subject to prescription” means, in the context of this Annex,

products under Chapters 33 and 34 of the Harmonized System (HS) of tariff
| | 13 ?‘
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nomenclature which a Party classifies as a *medicinal product’ and which can besold to a

consumer without a preseription from a healthcare professional. Such-productsmay
Y

Aﬂ"\f‘ 2“';“: I."i‘lf!l'l‘! Latatat
=1 AN

Ry .
F N . - gk
,‘-“me‘_h:}ée e Ihe 1IC cnmecoraane raduets-oF ants
¢ = SHRASCFEeRSProaHcty ot OoiiaTHat SR poThy

2 » WY
NN
L ‘i‘

'Ingredients subject to market authorisation' means a chemical element and its

comﬁol_.}’-i'fd% in the natural state or obtained by manufacturing process, for which a matg
approval waé:tzyircd prior to their use ina cosmetic product or in a product considgsed
) ;

one of the Particsas ‘medicinal product not subject to prescription’. -t
3“»‘*1\ % ] P P

Tnaradiantc 3 1&‘:‘«; Pa)
T 133 \-I\IJH\' -~

A I flters-as-well asias

larantc nracart:abing e
1 v v TITTCT O Ay vy e did

1 AL
Hty Prose iyt yeds§

@
I

'International Cooperation on Cest
international group of cosmetics regug

. Ingredients.
Article 3 d‘)
Scope

sroducts falling under Chapters“33%and 34 of the Harmonized

iff nomenclature, rcgard]%ss of whether they arg.glassified in a Party as
as a ‘medicinal product not subject to pﬁtion’.

Article 4 "ﬁ

Relevant international organisations and bod.ié' /

The Parties recognise that international organisations and ‘bodies, in‘ﬁ?&ular the

ternational Cooperation on Cosmetics Regulation (ICCR), the Orga 1satipp  for
Economic Cooperation and Development (éECD),aﬂé—the [nternational Organis:
Standardisation (ISO)._the International Nomenclature of Cosmetic Ingredients 4

Committee are relevant for developing scientific and technical guidelines or stan
with respect to products falling under the scope of this Annex.

1 14
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p—d Article 5
Participation in relevant international organisations and bodies and regulatory
Nt 4 :
convergence
A\ rg
é"m‘:\v
7.{:"‘Ezich Party shall actively participate, in the development of scientific or technica
guidéhnes with respect to the assessment and the regulation of products falld
undgr-the scope of this Annex- in the International Cooperation on Cog

Regula CCRY, :

¢s shak cooperate with a view to strengthening, developing and prof
the adopti implementation of internationally agreed scigdfific or techni¥al
guidelines relating’to products falling under the scope of
where feasible, ti h the presentation of joint inifia
} approaches in the i@lional Cooperation on Cosme

als and

Y. Fach Party shall impleme guidelines of t crnati Cooperalion on
[ Cosmetics Regulation (J€CR) unless & st i
guidelines would be ineffectife or Inapprog ievement of the Party's
legitimate objectives. (\ §

10.  Each Party shall encourage ac

International Organisation for Stand¥igeon (FSO3-in order to contribute to the
harmonization. at-interpdjonal level, of stafdards applicable to products falling

ount 'the relevan tmational Organisation for
when developing it technical regulations and
ogghlures and referencing standards applicable to products

1. 'Fach Party sh
Standardisatior

cope of this Annex, unless those stan rc not yet available
e ineffective or inappropriate for the achievement of the f"-i’arty's
obpettives. In particular, each Party shall ._,scekvﬁ?se or formally
for t{egulalory purposes, the internatio_nal standard, on good
ring practices for products falling under the scope of thi g x.and the
mational standard on the efficacy of sunscreen products testing. ¢ s

: The Parties shall cooperate on areas of relevance for the rtgj:ation of
products falling under the scope of this Annex, such as allersens labelling, trices or

£

microbial contaminants.

i

. | 15 A
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: F—ﬁ—fﬁ-ﬁ‘-ﬁdﬁe’tmwﬂ
-1t ke{——m—ac—eeféaﬂte w&h is—relevanteeal
ation-provided-by-the

o cnnne—ot-thic CARRex
-J\-U]J\- o T TIOTLOR oTT ILJ lliul

g - . ¥ . -~

X i lls fFarmatinn. latad to nafaty ofRpass: ang A ana aftha Mﬂdﬁ%’r

b{'&g‘lx‘nﬂg HHS ahofFerded oo e PR gHIgaoyahaustoRTHIT P =
= ¥

|n"na‘f-:’3htv O3

~ ) rROaT
et ll%ll "*?3"‘““ Tosar

. 1
dy—any cmaa%ar that-may-directly—

market authorisation

i I ies shall inform the other. Party's
""rcsponmble authesity—authoriti Mhipdlating the list of ingredients subject to
market authonsatmn fi ich the Party4fitends to cariy out a safety assessment

spormbie au@ce of the Parties shall enter into
en an ingredient subject t@ current or future market

sessed by one of the Partiey sientific experts or bodies.
discussions may.cntail sharing o Iatcst available scientific

ing the safety assessment of that ingredi and of preliminary
indpffesand assessments relating to that ingredic

g€s shall not be obliged to achieve any particular jﬁ?’? inpoltcome regarding
safety assessment and subsequent: regulatory action regarding ?L n ingredient
ject to market aulhonsanon

Jh No Party shall be rgqmrcd to advance. suspend or delay'its a‘umu@ed to the
* safety assessment of an ingredient anﬂ subseguent regulatory action as’a result of a

‘ request for dlsumsmns in accordance ‘with paragraph 2. J—
' w-‘p’w A
: & \,
Article 87 N A
Safety assessment methodologies. < |
16
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~ 5. Each Party's responsible authority—authorities shall inform the other Party
}’t . responsible  anthority—authorities -when reviewing the safety assessment
a}\ methodologies or technical guidance documents of relevance to the regulation of asn
” iggrediemg subject to market authorisation.

NN i ;
(1.< \Upon request of a Party, the Parties shall enter into eonsultations-discussions whe

gysesspent methodologies are reviewed or technical guidance documen ¢

deye oped or reviewed by either Pafty, with a view o
divergeficey, where feasible while aiming at a high level of protection.

7. When pd' ng, or reviewing safety assessment methodologj
guidance cuments, cach Party shall take into account th

international orgdhisations and bodies referred to in Article t.
7-8. _No Party shall be mcd to advance, suspend or del 5 A i ated to the

It 0¥ a request for

. \-" - - 3
safety assessment methgdologies of ingredients
discussions in accordafice with paragraph 2.

(9%

steps 1o align—“‘i%hﬁghe—mé‘{—nemeaelaﬂﬁe, to
nt possible, its labelling requirm for products falling
. this Annex_with the International N clature of Closmetic

Wommittee nomenclature. “”??

¢ A,
Article +89 ‘  »
pition on standards relevant to products falling under the scope of,;?\his Annex

The Parties shall encourage cooperation between their standardisattio;.djtr B_}a{lies
located within their respective territories and with standardisation bodié’s¢'f{9;1ﬁ?
other International Cooperation on Cosmetics RegulationfCCR members, withs: .
view to jointly developing new international standards and adopting them, to thé
highest-greatest extent possible. T his cooperation may include sharing information,
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at an carly stage, regarding standards to be developed or referenced in each Party’s

legislation.
4. _The Parties shall encourage cooperation between theiz—_standardisation bodies
&\ located within their respective territories with a view. 1o further aligning their

N exisling standards with the standards adopted by the International Organisation lor
wﬁ}ﬂgﬂardisaﬁoms@.
“ﬂp " Article 4410 :
{\ Alternative methods to animal testing
o
5. Each Party,ogﬁgll continue to actively support the researcly
validation and pégulatory acceptance of alternative methods

6.  Each Party shall acﬁf};ﬁgr the purpo&%e of the safet
under the scope of thi€” Annex, test results gener

animal testing.

7. 'No Party shall require th&‘g?)rodu&;ﬁt ' der the definition of a casmetic
product seepe-of i this Anne» Lnals to determine the safety of that

Mproduct; unless

7.8, =In exceptional circumstghces. where’seriogs concerns arise as regards the safety

of an existing cosgietipingredient. A\deYogation from the requirements in

__paragra h 3 mav be® , ere @
the Mgr ﬁ ' is in wide use mde(-mand cannot be replaced by

M oredient capable of performing & sitear function, or

. i
- ~
o .

b. the specific human health problem is substantiated ,&ﬁ'c’i the reed to
conduct “animal test is justified and is supporfed by a etailed research

protocol proposed as the basis for the evaluation.

P

Ar!ig_{e £277 ' 6\
Cooperation on emerging issues o
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When detached from jrs enclosures, this cover note

such issues.
#

hD

7 Justice of the European Union) '

i [NB: this Article may need to be adjusted as discussions on the. Institutional, General

RESTREINT UE/EU RESTRICTED) |
: is unclassified, and should be treated as Limited
The Parties shall enter into _c_iiscussionseeﬂs&kaﬁem;, if so requested by either Party,
on scientific information and data in the context of new and emerging issues related
to the regulation of products falling under the scope of this Annex, with a view to
creating a common pool of knowledgé and -promoting, if feasible and to the extent
possible, a common understanding of the science and safety concerns related to

%

R,

oy

ch Party sh
4

uy ch with regard to such new and emerging issues. If both Parties consid

ad pﬁ%ﬁd] regulatory measures, esnsukations-discussions shall be or

all inform the other Party when it considers :adopting regulatory

————

order toavoid, if feasible and being mindful of the general principles in Art

divergent €gnlatory approaches which could create unnecessary Jarriers to tra

O Arlic!je 4372

Exchange of pegulatory information b

The Parties shall ensure thit the spogibleguthorities are allowed to exchange
relevantregulatory infbrmati(;b,g i

commercial, technical or scientifif

¥

A Party shall g6t publi iselose confidential ilgfsjtion of commercial.
technical g sc@nitific n ture. including trade secrets, which is not in the public
domgy

i as received from the other Party,iaf in so far as that

W is protected under its applicable legislation on access to information

-2
s to Mocuments. W‘{:/

¢ fﬁ\

he EU context, Article 4 q['Regu[éﬁrm (EC) n® 10492001 as z’nte;fni'ezgﬂ by the

Article 413
Regulatory cooperation

k. & - ES &d - ."".\
‘ cwid Final Provisions ¢ hapter and on the Regulatory Cooperation Chapter proceed This

( Article is to be read in conjunction wirkh the functions and roles of the Joint Committee.
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the Transatlantic Regulators’ Forum and the Working Group on seclors as defined in the

- Chapter on Institutional, :"(;'enercti and Final Provisions/

h?

AN will
o ®

'Ufﬂ reculatory cooperation between the responsible authorities of the Parties shall be
ided by E joint regulatorv cooperation work plan which sets out short and medium term

srivritiesAor regulatory cooperation under this Annex.
FaY
The ?%mm ,,xwu[amrv cooperation work | pldn shall be endorsed by the resporfs
authontmsﬁg the Parties at political level,
/

3. The responsi
work plan to |

cooperation work plan. Th thisareview, the fesponsible authc
into account. inrer alia, nreﬁ%@chicvcd [during the prg

areas thdl would bunem f] regulatory Loopcm{i

d consider new
iew of the joint
Partv shall consult

4——1—he—re%pmbie—m&he&&es-e4=—eaeh—?aﬁy -shall- pubh%h—l-he—i-eml—r
- cooperation work plairon-theirrespeetive-websites:
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€€ ter-workpl
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(\E Council of the European Union

—_— General Secretariat

Brussels, 20 July 2016
(OR. en)

DS 1397/16

MEETING DOCUMENT /7 7

From: GenerakSecretariat of the Council
To: Delegatio P
Subject: TTIP: Dec!as&%atjgn of meeting documents

e

Delegations are herewith informed that @lowing EU RESTRICTED documents have been

declassified: O
2
DS 1310/16 EU offer on Financial Servipd,
DS 1353/16 EU proposal on provisions on;ﬁ‘:’nate aspects of the TTIP Trade and sustainable
Development chapter
DS§1379/16 EU's proposal for an annex on médical devices in TTIP
DS1380/16 EU's proposal for an annex on textiles ing ™[ 1P
DS1381/16 EU's proposal for an annex on chemidals)id 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 TTIRy,
DS 1344/16 REV 1 | EU Proposal for Institutional, General and Fif@\Ppovisions
DS 1389/16 EU's proposal for an annex on engineering in TTIP
/%/

DS 1397/16 MBT/hp 1
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