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. MRODUCTIO?AND GENERAL COMMEP:T;S | ?

- Js:mmnv n?vom 7 | 7

The negotiating sessions engompassed a very broad range of subj?s, (i) market access discussions 7

mvercT.ﬁs and procurement only, as the semrices teams are focusing on prepatingsghe
implemdhtation of the 20 March agreement, (i i regulatory discussions covered all ardas ( ato,

coherence/co-operation, T? SPS and all nine sectors and (iii) al las issues covere ep 7
sustai development/labour/environment 7 which both sides aim to exchange
round alkd will work inter-sessionally.

Detafls per negotiating ar

1M Ac 7
7 .

tari
A joint 155'1011 on agricultural and industrial fofs

basket of tariff lines (T), to Pe liberalised but wpet
Furthe: fication questions were raised on
reviewl‘rt:ﬂ first tariffs offers was then cond
explanations on the rationall behi treatment of particular prgduct categories in their

respcctz offers. ‘ | 'I
cul .

The EU recalled the k s ofjthe wine text and urged the 38. to further engage on the
matter.'?] spititg esented a tex oposal on regulatory commitments,z particular
labelling. N 25 held on possible ways to addre5§7y non-tariff issues identified by

plce. The US suggested d lopmg anew
ies 1o nergonated at & later stage.
FTAs. A thorough mebuy-Pmdu“

afbling both sides to provide er

- ed ol

T

consolidated text with a view to r ing brackets. The discussion
wefie articles relagid to waiver of customs duties, reqﬂach;red goods, import & export 7
s/licensing, and definition of custun?duties. Further intersessional work ‘t?nnth parties

Most of #he discussions focused on text proposgfls. There was also a brief discussion g the way
forward n procurement tiations where the US confirmed t ey still have a time-out with 7

regard to discussing marketfaccess in procurement while they willfearry out internal consultations.
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US also .iz(ated their constitutional consu'aintjth regard to State procurement. Hm:z/er, the

negotiations ended with a relatvely constructive discussion on clarifing existing matket access

commitmI. ? T
.Repulato 1u

The EU p ted its revised text on regﬁlatory. a?puration containing a number of ¢l
regards the'scope as well as fggihe first time spec fic provisions on ggn-central regulato
US asked a number of prelimi questions with regard to the nonitml level.

readiness Tﬂciple to engage in a bilateral mo?ation mechanism from the early st9s,

including specific methods ofgxploring re gulatory compatibility in ould
need to be carefully considered. The US is also reflecting about the T ate iystitutional
structure 10 gmplement the provisions of the regu]zo_ry cooperation i fyIim-ities
for future cooperation, while flgeging the need to build on exp the SPS and TBT
¢ontext and to avoid any dupmou and overly bureaucrati
- I
Aftera er round of questiqgs and answers that d at er understanding the
respective text proposels, it \ﬂl agreed to sta apnexesfin addition, the Parties
reviewed (b state of pending applications for Yagket acdgess and discussed possible areaf for further

action. Both sides agreed to nIider jdentifying svevhere speciF\I:de concems can be solved,
e’ \

o framework, within the nex#twelve months.

in accordance with each sid

assessment, The parties ‘xussed the recent additional

Jhe EU explained its concerns some elernents of the TS

proposal. The p ssed the update o?ne US Occupational Health and Saf? Authority
third party gonfoNgi t scheme for electrical product. Thzs provided an update,
explainirg are Yeing considered in the ongoing reviewsof the scheme. A draft will be

i tion before the end of June?.owever remains unclear whether th¥U

% he addressed.

On stage s, the EU replied #h questions from the US on the recan’ladaﬁng of the Commission’s
aq on European standardisation. The E?enquired about the ongoing review ?the Office

of Manegement and Budget @geular A-119 which is the key guid document to Federal

agencies on the use of stand:?

s in support of regulation. The US coid not discuss the substance of
the revise:;l?ircul_ar, but indicated that it should sﬁmﬁsed in the coming months. On quarency,
the EU recalled its main req : it pressed the US to notify or at lewsg provide an early wartiing on
TBT relevant Congress Bills, #nd to engage ina dialogﬁe on commefits received from the EU under
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the TB'lotiﬁcation procedure, and to provide®appropriate written feedback. 7
DiscusT wete productive, Some progress t noted on two pilot projects on che.?als .

(concertling priority substagges assessment ag Well as classificatign and labelling), anfl clear

indications given about nexfsteps for a third on safety data sheets fThete was also an initial

exchanE¥of views on the EU outline for poss? chemicals provisions. 7
Cars
Progress was made ot thc?QS Agreement on global harmonisatign by establishing o 7

position paper with clear guidelines. DpenncsZ'as expressed towards exploring expe
harmonisation between selggted EU and US vehicle regulations e this $~ ported utual
research, Further discussiﬂ: needed as to the approach for mthe iy 7
tic ' _
Discussions on Good Marni:turing Practice equivalence asse sing. Audits of '
b | 7

MS GMP inspectorates o ed by US FDA took place an inueWuring 2015, EU will
audit thefUS inspectorate in Septemnber 2015.? asse i of Co of Interest ruges is also
th

ongoing. Next operationalitgps were agreed. Othe : sosimilars, generics and

international cooperation \l discussed. EU if a proposal for co-operation on 7
generic?head of next round. : 7 |

Text

Discussions on textiles labefling tile\safety requirernentsf continued, The US expressed 7

opennesghto collaborate wi ling of textile fibre names and to addjss EU

concerns on silk flammabildy. Further perﬁtion on voluntary segtile standards is under 7

djscussién. US noted progress on non-regulatoryfissues in this sector, i.e, tariffs
' 7 S |
‘ 08111 paper on medical devices recently Zblished online. The US asked for 7
Ficagd utual recognition of quqy management system audits mnoe%one of the
e hiled in the ) and its relation with the internati Medical Devices Single Audit
ittt (MDSAF). EUkoted that while committed to MDSAR work, a legal basis needs to be T
tabLif for the EU to be able to accept au&? reports carried out by US inspectors §TTIP could
serve a9 such legal basis). I?th sides took stock of progress on o other TTIP priorities
(Unique Device Identifier #UDI and Regulated Product Submissin - RPS). Next steps were agreed 7
for cac;a?opie. 7 ?
c ics |
Some difficult challenges Zahead mainly due to the fact that sezl'al cosmetics products are 7
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classified 28 over the counter drugs in the US (sighificant different way of regulating m] authoring
cosmetics products in the EU ghd in the US). There are a number ofjl filters (widely used in the
EU in dai ams or make up products) that ha t been authorized in the US. Th e, EU
products cdhtaining these UV, filters cannot enter the US market. Both sides agteed to cdntinue
scientific exchanges between BU and US experts with the aim to un stand better each other's

approach 18§ safety assessment of UV filters and'?:m:r ingredients, 7
Eggingering |

The EU and the US contmuedl discuss possible areas of regtﬂatoﬂooperanon 0
feedback Gffsome of the proposals already presenigd noting that these had raised little st
among their stakeholders. Thg LTS urged the EU & find economicallygigni eas 0
cooperation where the regulatgfy systems are similar. Both sides aﬁ er input
from i.ndus"?/. ] 7 7

ICT

The parties exchanged 'mfmxlon on the different ongoing EU/US on the areas

of e-health, Bncryption, e-labelling, cooperation arjbsurveillan d e-accessibilitf. Once
again the exchange of informaijon was positive, b no cogglusion on whether or how to
address the various issues in T P, mf

icides
The Parties had discussions
in other fora. It was agreed t?z:mhe
collaborat?m notably in the

xplore the for collabojm, without duplicating work
sional work and congolidate the basis for

idfes. 7
7 -

ions on IPR, particyfarly regarding the two text proposal;?.\bmitted

o

by the EU: pn In treaties and on IPR Customs enfi ent. Both proposals were

Zmnalled thinking along similar hxi.:loﬂl sides also exploted a
; stions on patents and plant.Fnety protection and exchanged upd?s on the
Mclative processenfor trade secrets, copyright and trad ks, The US presented new
> cooperation area, ' dressing specifically the angle of SJ:
1 ' 7 1
The U.S. side signalled strongegoncems about the revision of Lisbomegreement conducted in the
WIPO context. The EU rejectdd any linkage betweén the review ofxbon and TTIP negotiations.
The EU-si? summarised its assessment of possi¥ conflicts related to the EU's GI sho?ist on the
US territory (pre- screeninﬂarlinﬂg that the large majority of rz&es are not conflicting.

¢

Conversations on legal al ives to the trademark (TM) system cofitinned, with a focus on the

RES;‘REINT UEAU RESTRI%TEH
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"distincze products" avenue chosen by the Uj. in previous FTAs. 7
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The sed®Bn on cooperation provisions has be ly un-bracketed subject to final re'?w. '
Difficulf'axchanges took place on the core trIp:ency/exchange of information pro¥isions. The |

EU side presented further jdencc of feasibility by presenting TAD wotk on database of non- 7

2gkures, including US federal measurev

fnd Raw Materialg 7

- Cons ve and extensive discussion was helcon the potential scope of energy an

provisions and the applicatipn of horizontal or possible specific i
without prejudice to the qugtion of whether or not there should b
context G such a chapter, It was agreed to intenify work, includi ters

Mﬁ? |
The Customs and Trade Fagilitation group had a productive e
purs

the consgiidated text of the chapter and negotiafors & to ussions on f'?tters that

progress was made on 7 .

. F
e
~ would benefit from enhang? customs cooperation E?and the US. 7

ate Dispute ement
Constructive discussions cegtinued opce again on -to-gtate ﬂuta settlament advancing further
i kets. With reg

towards establishing a joinvitext ted ‘
the con?iance phase, wher op s not provide for a reasonable peﬂ?of time for
implementation and allowigignmedia ve to the authorisation afsenctions, further progress was 7

to the more contentious issues of

made in‘e:.r.ploring podshje or a compromise and in undrstanding each other’s

7 T
: PORT 1 ]
' . 7 T

2.1.1. TRADE IN GOODS A';l?l MARKET ACCESS AGRICUL?‘JRE ]

2.1.1.1. Market Access T;?m “ 7 7

Stmctnrs nf the offer ‘
In this jdint session on agricultural and industral tariffs, the U.5. side suggested amling the offer

structure with a new liberalfation basket (hamed "T") in which tq j:arties could put items destined 7

Iz
H
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" were discussed, some detailed

STREINT UEiU RESTRICTED

for full La.rz dismantling but with liberalisation
took note and raised clarificatigh questions.
Parties als®Pngaged in clarification of tariff rea in previous FTAs to better und d the
types of E concessions used by each side. The®U.S. asked a series of technical quest ns about
CETA.
The first s offers were then reviewed, focusil on product sectors with sensitive ith. E
side explm the nature of the sensitivity. All min sectors (industyjgl, agricultural and
Lid some on a more general level giveh time constrai

dalities to be determined at a later st#ge. The EU

On NAMK;roducts, the U.S. signalled readines¥¥P improve their offer on textiles bu
that ﬁ.ﬂl libéralisation at entry into force was subjEct to rules of orig]

double transformation) andm?noval of BU sanctions under the Bﬁ
denim trousgrs). In regards to sensitive product ps the U.S. indjghited Ui
pnssi'blc‘staging for ceramic gug glassware, On Footwear the U™ Was
improvements and indicated sport shoes were sensitive. §
the U.8. as gensitive along with Titanium —link
Motor vehicles — the US did give a clear indic
move cars to the proposed "T:z e
The U.S. signalled canned Tuna as sensitive foR
fishery product was discussedathis ti

EU gave an explanation to thj‘

and respn%d to U.8 reque -o?products also considered in the ong.c?.g ITA
TEVIEW. |

The U.$. also propos -zegd treatment on all wood productsf EU took note and agreed to
consult Wi?do

On agricul

‘ . indicated flexibility in the fruit egetable sector, peanuts,
le il some 'Iecﬂonery and part of the dairy se:j The U.S. also indicated
torato paste. In the dairy s;rar, the U.S. signaled sensitivity vis:¥~is the EU
weciprocity condition on the EU sideepoourages them to increase
their leverot ambition. The T.‘:z would seek full liberalization on mik protein products. On grains,
;g a zero tariff and referred to prefere?ces granted by the EUin CETA. In 1? meat
sector, the 11.8. reiterated its 1@ concetns which they see as barriemsgo entry to the EU ma:ket

The 1.8, explained that they Would wish to see further progress or e ragement on hon-tariff issues

* before the;iould indicate their approach in this Jtor. On suger, the U.S. took a defem?re

position, implying it will seelegn alternative to full tariffeliminatimzr this product.
The EU did not undertake anyfcommitment as regards potential improvement of the EU offer in the

REg}‘REINT UEgU RESTRI%I‘ED| 7
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agricultifral sector, and stressed its offensiv rest on products on which it offeredanedia.tc '
tariff elimination subject to eciprocity. Both in respect of dairy agfl wine, the EU underscored the .?

1.1.2. et Goods Z ‘l
The two sides continued fﬁ:ssims on the basis of the conso]id? text with a vie
: 7

ne:‘cintz?ve a satisfactory outcome on Gls. z
A review of the o can be expected 1 the next round, ppilding upon this ueful and
constructive exchange. ' -

remove brackets. The detaifs per article substantively discussed, describad belo

Artic:jd (classification of goods) J ,

U.S. had not & new propo agreed last rounid but wondered i icle. B 1 ‘
considér using just the noﬁlsreference to CN and HS in the anngked hich is 7
identicﬂln the U.S. proposal). 7

Article X.8 (Standstil)

Allowing for raising duties fvith GATT Art XXII reference dge overegin DS chapter so this 7
sub paraf X.5.2. b) can now be deleted. This argicle is complete 3¢ept for the d?nition of

originating goods (to be da?ed in RoO protocol). |
Article X.6 (Waiver of cugtoms duties) 7 7
EU doesghot usually use these provisions, For is a standard provision that Jerves the

purpose of subsidies agrecsagnt. The LS sces the o includesdigciplines on performance
match those related to inFestment. The EUJ will
ent" in this respect and if we have ?, system in

strictions) 7

(X10.2) is too u?row. U.S. also worried that it would?ed to consult
ecting third parties. As the speciﬁlIerance in the EU proposal to
er export and import restriction

requirement in trade in goolls

investiggfe how it defines "pgi

t for agriculture, it is to be seen w:
addressed in the agricuh?.l chapter.

v US should be clarified. EU belicweg only SPS and TBT would be
Fd asked US tofspecify if they believed otherwise. X1.4. U.8. to redraft language that
rather than understands GATT righ@nﬂ obligations, X10.5 references to?s. exceptions

(Jones Act and ngs). TSl to verify if it needs the logs excapT X10.56 Article X.11
(Remanufactured goods)

Parties afree on the substance and need to ma? sure scope is acceptable to both pm?s.

Article X.12 (Import [an®¥Export] Licensing)

EL: Noiiet ready with a rédrafied proposal. EU not against sepazﬁng the article in one export and

| BE,STREINT /11;‘.U RESTB,}CTED
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- one imporLicle. US clearly defensive on exporf'licensing for secuﬁi measures. MurZwrk 1o be

done by Bu on redraﬂing

1.1.3, iculture Z
The sessiorn focused on the following items: a) E draft chapter on ?e and spitits; b) fegulatory

provisions on spirits; ¢) non-tafiff issues.

On the dr pter on wine and spirits, the EU s{ftssed the need to ensure progress o
text and invited the 1.5, to begeady for such an ekercise in the n d, where the U!
agency (TTB) is due to parti;zte. The EU explained that a pre-:mg of the 17
Annex 11 6ife 2006 Wine Agreement showed thgflimited number of existing t
these names,

The U.S. presented a textual ;posal on regulatory commitiments 01 i
The EU ra'?d clarification questions and the Pa?s will further rey
round.

The EU stressed the importang® of finding solutions on non

cillar labelling.

]'1?16 next

ed in earlier rounds:

irect shipe of wine; duty-zﬂa:back .
requiggment, A useful exchange was
wjn approptiate,

§raquirement for EU export of pfsta to the

marketing gider for table olives; dairy impaort assefism
on wine; support to small wi d beer producers;
held that can help the EU to mpve to textual pgfpos®
Finally, thefl).S. explained that it may cease a\erg
U.S., as part of a review co ted hy U.S. Custoffie
considered. nd?

1 7

Two days of technica{sciig using on the text of the chapt disciplines applicable to

covered me ' azd Marifications of existing market access commitments. As for gext, US
presented its rech

sosalgahich concern doctmentation requi nts'and the integnity of

f ej::e, the two sides exchanged ﬁeﬁome of the main remaining
gfisions, although the discussigns remained inconclusive, Topics covlred

an¥parency, aggregaged procurement, relationship betwe ¢ services and procurement

wiormally low tendfrs, social and environmental criteria?h ‘

n Pyplic-frivate Partnerships, the US considereg that according to their interprctatfon ild-
Operate-Transfer (“BOTs") form of procurement “by any con means” and already
covered by US commitments. EU reiterated that this issue had nfver been settled in GPA and it
had mken?ijﬂemnt approach and offered specifif commitments to certain parties for wirks
concessions in its market ac schedules. The discussion will n be continued as there is still

no clarity on what the US coulll possibly cover on concessions,

7 §§REINT UEgU RESTRIQ,T ED 7
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In midizu to text discussions, there was a discdlission with a view to clarifying existi market
access commitments under JiPA and answering to the respective ghestions. The clarifications ?

focused"ffl particular on the scope of services tments, funding for procureme ses
- (such as'the funds adminisggred by the US En nmental Protection Agency ( EPT; Us
SME programs (set-asidesfd sub-contracting obligations relati US SMEs). The US finally
| reiterat?heir intetest towards market access"c@mmitments for specific EU agenme well
number of non-EU inter-ggyemmental organizations, such as E ontrol.
1
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F 3 -2l REGULAPRY COHERENCE T |

On the first day.of discussions Jhegotiators went through the consoli vetsion covering most of

the provisiggs suggested bﬁ thE EU and the US iggelation to Good Regulatory Practic

side by sidg The EU side asked questions abuu:.i

its overall concern —as expressgd in previous rounds- in light of the & etry of acts

the US prepgsal. The EU side also explained tha:.zwelcomed US' inteption to set
d

terminclogy used in the US draft anfl rghterate

third countfles as regards GRPs, but remaine convinced on the usefulney

very detailed principles. In an?event, all principles would need to b?hr #Mhin gay compatible
with both jal systems.
The US cafle back again on its core request wﬁhlgard to stakehg ghs orlaft legal

texts and draft impact assessni:ts the EU side — as done in g o3 o5, offered explanations

why this ‘j not be possible. The EU side mdlcn?d that the EU BMgr Regulation ReEI Package
wotld be piiblished in the second half of May an

the margins of the tenth nego?dng round.

provide xplanations to thefUS side in

On the secogd day, the EU presented its revisdgl & . side welcomed the pres ion of the
lar regarding the type of acts?j:red and
notes (in particular the signiffcance of framework laws).

e fact that the EU text on GRPs didegot include
iesdo TTIP. The US side also voiced ccnIu
ongtess or US States directl;? but was reassured by the EU

at Einding ob?aﬁons were drafted in a manner coT‘ent with

text and asked a number of detailed questions, 1
the interpretauon of some of

The US sidepexpressed disappos
the EU Melnber States, si
regard to obligations
side that

Tk
US law an:

5 with

cogstructive mood and covered a greate‘;vel of detail than in previous

ot remains that the two te? have little ovetlap and are quite diTt in
R of the objectives pursued. It iz als¥ apparent that there are different visiofis as to the

amework that ‘;?uld apply to the regulatory cuoperah? chapter and specific or

sector p?mmns 7 7

L 3 2. TECHNICAL BARRIERS TD?RADE |
1. Confgm ity Asseusment ‘ g
US -oposal on additional provisions on [ onformi gessmen T

Following a brief presentana?y the US, both parties went through e additional textual proposal

4-4-4--1-4-1-4444-4-—4_-4
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on contlnity assessment recently tabled by the US. The new text adds to Article 5 Jthe original

US proposal for e TTIP TBf Chapter. The EU provided prelimi comments and indicated that it T

could cﬁ?e back later on with additional quedf?ns. "T

The US proposal is the leg?translaﬁon of the well-known US posjtions on canformity assessment, T
as already discussed in previous rounds. Accoudingly, the US text puts forward as a sagin requ
that US-Homiciled conformity assessment bodifs (CABs) be granted national treatmeht as

compared with EU-domicilgl CABs. 7 ‘

1

The EU-;(plained that the US proposal, in its?rrent terms, was not acceptabl
would create an un-level Tng field between CABs, but also bTa it wlild
. i

principles established by EU conformity assegsment legislation. E

requisivﬁur US-domiciled CABs to be recbgﬁ;d in the EU woul

involved and take direct rézmsibiljty for such CABs in orde role of Member States 7
in the public supervision of notified bodies. ever, the EUMal , should the Parties be

able topiee on a mutually beneficial outcomegon ¢ ity assesspfent comprisingfas one of its
elements, a framework fm‘T mutual aceeptance ity 2¥fkssment results setting out 7
criteri the recognition 6f CABs meeting of EU law, some of ditional

provisi §s contained in the US proposal could Jmnsed g basis for discussion, althﬂdﬂmy would
require different degrees of Fdjustmagt. 7 ' T

OSHA) gave an update on the on-gojpg revision of
the Nationally Recognipedfesting Lhbdratories (NRTL) Program fThe revision is a long-term 7

projec 5 at diffi stages. |
In the z::‘er - §.2015), OSHA if working on streamlining requirementd for NRTLs,

i pagseparation of testing and caniﬁcaﬁo?mcﬁons and aligning the
qualifiiag ia wigh the Tequirements set cudyin the ISO/IEC international accredifagion standards

qz’:odies (17065). Further to a prelimi

nsultation onjp first draft published in September 2?4, (OSHA expects to publish a 7
aft Program Directive for formal Nagce and Comments around June and provide 60
nts. OSHA aims to adopt the Program Directive before the end #f 2013.
Longet-term issues, which Yould require formal rule-making, inc for instance relying mainly ot
exclusimgly on external accreditation to qualifisg"ABs, any possible changes to the uct scope of

the Progham and to the applicable third-party dbnformity assessment procedure, inclulling the issues
of factory visits and factor?urveillame, the possible introductiorgof a common NRTL mark in 7

¥
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addition to ®ach NRTL's logo, etc.
Following qﬁ:stions from thc‘;l on the operation of the current Pro OSHA explained that the
accreditati8 process for NRTLs (wholly manag?by OSHA directly and not relying o

independert accreditation bogjgs) had recently bebn improved. F improvements art expected
from the revised Program Direfftive, which will formalise the pa:s:;?fmm the obsolete ISO
GruidelineS™F5 and 65 to their successors ISOA‘ETcreditation standarda 17025 (for laBfatori

and 17065 or certification bggjes). For the time ging OSHA will ggntinue to accredit
laborataries, although appliﬂns backed by external accreditaﬁnnﬁ;l likely underg# a simp
procedure?der fhe revised Progtam Directive. ! went on to explain how stan e

referenced | recognised un NRTL program’ This is done follqgdng & t fir

stakeholder, In practice most of the requests come from the NRTL:Tf 8 Ie are
around SO'OTtandards referenced. OSHA explained that no case of % 10nof foreign
standards had been received safar. ' ‘

OSHA said that such a requejm any case, would not be dc@ e first place but by
the Americgh National Standards Institute (ANSI, scontext, corieration would b given not

only to the relevance of the mzdard to the US mar 0 as ether the standard has been
developed following the principles of opennesy
The discusgfon concluded with OSHA explai

authorities in the US States fangifferent purposes, o

d cnsus.

B NRTL Program is being used Py other

gituations. In this context, OSHAANMgted thit some States have inffoduced similar or mare
stringent r;?uircments for cepiiin TRREs O .-'i regulated by OSHA outside the NR? Program.
¢} US follow-up questibnesn the M Notified Body system \

The U8 }Jresentad sevely q_n‘the EU Notified Body Syste;: as described in Council and
European?rli g i 768/2008 on a co%mn framewoark for the marketing ot?uduct
(commonly referd to\g thesifew Legisiative Framework").- In paséjcular, the US asked how the
EU had depged frory the prizple that CABs need to be establishedfunder national law of & |

ftion to the recognition of C%dian CABs under the future CETA Pfotocol on

% eptance of thedesults of Conformity AssessmenmEU explained that these are

the gencit principles on which mutual recognition agtreements (

s) are based, and this was not

5i ea}) be a different or wider interpretatic? of ‘national law’ but a specific situa?n under an
international agreement, The'B§ clarified that, once recognised un Protocol, a Canadian
CAB would be treated for ail #htents and purposes as a notified bod registered in the
appruptia';latabase with the rest of EU nntiﬂcd?odies (this actually is not a new develpment in
EU law and it is already the cT for all CABs recognised under theTsﬁng MRAs, including the
1998 EU-US MRA). |

7
7

7

T

7

. 7
ety concerningghe use of product in specific 7
7

7

7

7

7

T
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The Us sked for an upd the Annual Unibn Work Programms (AUWP), the VZemecum on
European Standardtsaunmn the Independent Review of the Eurgpean Standardization System.
The EUgEplied that the Vademecum will s:ﬂ be available online and that it was Iﬂed
thoroughl public consultatign,in which Us holders were als icipating. The
interested in the sections ril:ding international cooperation and gpnsideration of st —

devcloT outside the EU in the development of harmonised standards, and in partic f .

examination of standards uced by US-domiciled bodies.
ew of O ir -119 7

The BU gequested an update on the on-going r iew of Ofﬁce of M
Circular A-119, the key p?y gnidance document on the use g
]

regulations, The EU recallefl its interest in baving more tr

commengcarried out for the referencing of a stahdard. priate ed notice of thefnterest of
any given agencies in the werk of a particular stand op organization could facilitate
the participation of intere:tz stakeholders. T i thaffthe revised Circular was
underg?g final inter-agency clearance. ‘ 7

3. _ Transparency

The EU asked for follow-up on

concerngion the lack of notifigatjo

sg bills, the EU requested the US t?dmﬁfy an
advanced appropriate stepimthe Co legislative process whiaj would then trigger a

offommunication in the form of an early warning to the WTO or
arties to submi put to Congress. The LS remmned?n—comnuttal.
Tepossibﬂity of conducting bilatersbdialogue after written comments
Thotifications, with the involvement of¢he bompetent US rcglﬂafors. The
1o receive a written reply $n how EU comments were taken intqcmunt no

of regulation. The aggregate answars provided under the currenf

alted final Tule) were not specific enlh to identify how EU comments

1

- 21';. SANITARY AND PHYTOSANITARY ISSUES |

Ch 'z | 7
The Postdam Group MemI States attended the meeting and tthnsolidated text of the SPS

Chapter was projected on alicreen as reference.

7
1
1
7
1
1
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The US inlduced the SPS segsion by reading ouf a statement urging the EU ‘to take rlomiblc
action’ in the GMC legislatioﬁavisw. The US chief negotiator also ghnveyed the US concem and
described M timing of the announcement on Wé8§esday 22 April as ‘unfortunate’.

The EU nebotiators expressed disappointment abdut the absence of progress on oonsollmg the
text between the 8 and 9 romﬁnd indicated appetite fur interwssioﬁl DVC’s beforé the next

T B . T |

round.

Discussioz were limited to qyastions about the l\y's text propo d 1dent1ﬁcat1on
individual articles which coﬂe metged before next round. It w:ﬁed 1o discusgdow.
proceed to?(ds the consolidation phase and to the wotk on drafting text of Ann®gls on
equivalen: (lead US), regiongljsation (lead EU), audits (EU), and ibly cation
depending from available capgpity). R7s

Specific Tra Co 5
Open discussion about what thg,two sides will be able to identifyas,

aim to solve specific trade conflerns in accordance with thei

e T

discussionsgvill be taken up inter-sessionally.

A
7

“ 7
7
7
7
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T 2240, gmmc%mc&s 7
1. Good Manufacturing Practice (GMP) in ons

Rﬁgulaﬁ’ﬁom both sides (DG SANTE and Fod and Drug Administration (FDA )7rovidcd an

update of the work carried"t so far by the task force in charge d¥issessing the equivalence of EU
and U P systems. Botll sides acknowledged that intensive wdrk took place since the last ro
gys_mﬁ:‘uug@ FDA provided positive fegfiback on the audit of Greece that tmglace i

March 2015, This audit co! d the positive experience of the it of Sweden in 20
was the frst of the 7 audititl::mhcr States jp the framework of the Joint Audit
s.chen:h:i’E for 2015 (Greece, Germany, Cro;ati?UK, Czech Republic, Hungaryag
audit of Germany will take glace in April. After reception of the aydlit repq
audits den, Greece and Germany), FDA ggll finalise the mnz‘v
necesﬁ:or the evaluation of all Member Stajes. FDA will beneff®
during the audits of the JAPRudit program (that FDA observg/fand
information already provided by the EU.

The on-fite audit of the US systam by the EU tfam
respect, FDA has submitt & information requagk:

) e 2 N b

: id-Sep‘tambeJn this

he audit reports of the US GMP
system.gigdits carried out in 2009 and 2010 in, C/S and answers o reliminary
from the EU). thT

a5 - Conflict pf} Fres

providadgn the previous ro

questi

s: Although extensive giformation has already been

exllhat it will still request clarifications g the
donflicts of interest. The finalisation DZAE FDA

ce to FDA rules is thus pgpstponed. Regarding rules

Europedh Medicines Agen

analysis.of these rules gnd \eir equi

T
[
1
1
1
7
T
T
T

applie owledg eption of the information for mosigfember
States. If was afige plate allowing #® compare US rules with Member States rules will be
used to ¢g e dy provided information, This aspe;;s hnwever no longer considered 7

e o tartmg the avaluation ofddember States. It will thus be treat the same

7

lcomed the first authorisation of aTsimﬂar by FDA produced by SandaZﬂlgrastim-

noted concerns as regards the fact thift the name given to that biosimilar is &ifferent than
’ the name adopted in the Emﬁlgrasﬁm). FDA noted that the 9.uff?‘-sndz" was a placeholder and 7
could egrbe considered as indicating the fi ' § policy on naming that will be s in the still
to be dzned draft guidance on naming of b:jnjilars.
r | In general the EU reiterate?he interest to collaborate with FDA? biosimilars and noted that TTIP 7

7 E}%STREINT ll/EU RESTB%CTEDI 7
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remains imZﬂant to support regulators to advanck further collaboration on this matter.-z)A
? indic.ated that they had the intefition to issue final versions of draft elines including the one
providing Sentific requirements and guidance T\e use of reference products that f; tes
global devélopment. The EU jgiterated its expectdtions that these gujdelines would b::?n‘:uch as
7 possible harmonised with E,Ux'zlc SU?
3. Exchang} of confidential information betweep regulators
FDA indicated that analysis ¢ appropriate w‘z to sharing inspegfion reports with fon
? governments was ongoing. ﬁf '
The EU nvg that the provisions on sharing configential/trade sccret information b
regulators should go beyond jpgpection reports and cover other infoggation to
? marketing authorization ﬁles?p ?
4. Internatgnal Conference on Harmonisation fICH) reform ang guic
The EU and the US welcom e ongoing work 1 ICH regardisf
? prospects to finalise the ICI—Ie:‘i1
£ Commoy Standards for Unique Identifiers
The FDA indicated that it w provide written an
I shortly after the round. As a cdmsequence, 1o el

idelines.

orm in June 2015,

U questipns on US rules on identifiers
jons togk place on this matter. The EU

confirmed ghe information provided in the pre W regarding the adoption of the?U

7 Delegated act: adoption is antiejpated,to take pla Summer 2017 |
6. Transp?ency in Pricin e? ‘

? The US reiterated its interqgtdeyincl sparency provisions on p?cing and reimbursement
within the TTIP simiifMNg Mynes JFU and U.S. have with Korea

'The EU ang the the=mint submission by EU and US genenieg association (EGA and GPhA

? 1 ingle clinical development program $r generics. While it was

views on the content of the?bmission, both Parties indicated that fhey would

F mikiter in detail.

Bfhmitted to subnﬁtlead of next round, a non paper to eZlore oppottunities for further

ak ra,t?‘ on generics both at bilatersl and at?temaﬁﬂnal level. The new contributigh from

r industry will be duly consideyedl for the preparation of the EU non-jyaper. FDA indicated that it

would welcome the EU writtefi submission in view of investigatin:zher oppornmities of
collaboratigh,

J

- 2.4.2. EMI
1. Review of follow-up ite 8. 7
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Both siZs reviewed the implementation of the'follow-up actions _aiecd at the 8™ roli. Most of

the agreed follow-up actionghad been delivered, including on the fwo pilot projects on priority

chemicHty as well as on classification and labéfhg. Cooperation on common p;iori? emicals,

gS 0 la Df i”ml‘l Bro1Ect

Some good progress was ~_3 ieved on the co-operation on pnnntyThemwals assessment. Overall, 7

four MTer States have confirmed their w:ﬂfness to engage with the US EPA ::T frame gk
of the pilot project. The E essed that the evaluating Member §fates as well as actors o
)i ion and labellingf

side have to respect procedytal deadlines under REACH. Clasgifight
te o f'th

The EU informed that fm‘l of the substances selected (anfraquyi

Toxicology Program) recci confirmed that they had reviewcdﬁ

conel that the document was well-construcied and made approgiate
gan;arated data. For the ofb?substances of common interest (c
which are already under re ew by NTP, & classification profps.

be subn?tad 7
2. B rojec SDS
The US OSHA announccd intention to soon g

format I content of SDS, and described wh ‘.
fully a.

also eJPected on the EU side to

be tackled in the analwely. The EU

ed with the suggested approaeh and ‘-" e UJS’ agreement to share tie document,

when available, with EU 5 and stakeholders for revigw, Co-operation on new and
The US ts interested to rfteive an onfthe ongoing EU Imy act Assessment fof criteria to
xdennfy endocrine disg The EY informed about a conferen planned in June and mwted

U.S. 7

1'"‘* accepted an agenda item to d:scuss? EU's proposal for an Outline
ica)s Provisions in TTIP. Hgagever, the US questions raised stayedyery general.

¢ US side to provide further fomments on the draft outline in w:'vritiie

al phone cc?erence ahead of the next TTIP munq 7

ot consider

E)) fioted that given the very significant i?erest of stakeholders (notably on thc?G{) side) in

the TTIP pilot projects, it smpuld be considered to make more i ation public, notably with

regard to the identity of thefsubstances i in the pilot projects. The U indicated this would require 7
furthcr?scussmns The EU recalled that all s%stances covered by the pilot project ¥ already

inclided in publicly availa# lists on both sides; making more s public could create large

benefits without risking th fdisclosure of any confidential i 111:15'01'3J 7
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2.2.4

7
1, Discussion on the EU Positgon Paper on Medical Devices ?
The EU piagented its position paper on medical dgyices recently published in the web site, The US
asked clariffcations on the mutual récogwﬁﬁon ofdzl Hz: US
view, such an objective has nTeen explicitly discussed in the TTIg:gotmnons but rather the

internationalMedical Devices Single Audit Pro e (MDSAP) EU noted tbat
committed fo MDSAP work, a legal basis needs tj be established for the EU to be ablc

et reprs i ot USlspeiors (TP conld e e o
T %

7 N

, *2\

G} T
T
T
T

ity management gystem audits. In

¥ |
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2. Medll Device Single Apdit Program SAP) 7

The US welcomed the EU uncement of obseﬁcr status in th;zilot project at the MDSAP and 7
active :?icipaﬁon in relevant meetings in To'Zo in March 2015. Regarding future Tdantiality

e EU onthe FDA?proposal and formal signature at |

- 1

arrangetiients, the US expegts an answer from

Commission level as soon g possible.

3) UD
The EU thanked the US fogaving shared the fechnical dossier fagthe implementation of #glIDI
system/data base, EU's IT will study the dossier and will gpme back to the U A W1 7

questiongif necessary. The EU is going to startipreparatory technical worlc to avoid d
the two systems in the futuze, The EU asked the US for access to :'
4) RPS rU‘?

EU infoghed that EU is in charge of comﬂma the IMDRF glc

Project. In addition, EU willgorocesd with the unplementatl :
The US':F\sed the issue of transparency and edical devidpe'which cnnt es t0 be of
c&ncern for US industry. EU asked more inforrmiMgnMout 21 Century Cure 111 us
informed that the draft bill #vill be discussed inySena Ty : l le on the Congress web site. 7
7 T
smentgf cosmetics ingredients, in particular UV-filters 7
Both sides agreed to continue sgd s between EU and US experts wi aim to
undersj; better each o fifty assessment of UV filters. A pilot pjbject on safety
assessment of UV filtegs he objective is to compage the EU and U.8. requirements 7
and th iled for anjngredient approval 1n each jurisdicti e pilot
wouldi ol n e e ncrete UV filtegalready approved in the EU (togetherjvith the data
submitted WEU wiN\proWNgafterms of reference. 7 7
My e=d that the issue of hannonizatil of labelling requirements is not a togpriority of the
‘ any longer. Practical solutions (su? a3 labelling meeting both 7
nts) have been implemented by the Tus{:ry 7
US prasented the topics th:iwish ta be dealt in ICCR. such as al?gens, microbiolgical 7
contamiments and in silico modelling to repl imal testing, US will submit a posion paper on |

ICCR witth the objectives on these three items #n May ahead of the [CCR meeting INbvember

2015). 7 ? | - 7
7 m,sTREINT Il/EU RESTB,}CTED 7
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" The US informed about a link fith guidance on animal testing on thefFDA web site providing
: infonnaﬁ? manufacturers on available altem!?'e methods to animal testing. 7

. The following four items were fliscussed:

STREINT UE

(?U RESTRICTED)

T

4) Alternle methods to apjmal testing

- .2.4.5. TOR VE

Concerai 1998 Agreement, agreement has achieved between US, JP and ELT ap
to be sul ed to be discussed at the next WP.2%0session at the UN in Geneva in June.

On equivalence, the parties firgf exchanged views on the methodolog¥ proposed by th in
consultan . Second, NHTSA provided E;Jitten teaction on the 2™ Test C an
re

noted that # used a pragmatic approach in its sis. They identified in a fir 5i

joint work was deemed possilla?, notably on harmonization rather t}q e the US
point of v?r, but also hinting at the possibility :s?.llnwing altemativy,
A .

requiremeris,

With regard to bilateral ‘expedfted’ harmonization, they pro "
obj ectivevd an update of current domestic woskgon the followin, items: Axlva.T

ion of possible

Emergency®Braking, Adaptive Driving Beam, 5 inders/Interlocks. In additién they
submitted a proposal for a co-gtdinated rul - flowe etween US and EU, notably
to align ones and to benefit from comm pHt received from stakeholderrt set
times. '

On research, the parties rcfer¥ to ngoing exchanges and poaitli; contributions to the

establishnTt of the respectiv ch 8. | 7
2.4%6. o

1. Stan
st 1o explosadhe possibility for closer cooperatio standards
Mg products (ISO and ASTM), In this context, the UDSIresented a
‘ d ISO standards, The table classifieaffhe standards as: 1. technically
hnighlly similar or 3. not e-quivjnt. Most of the standards are used onTsinass to

Meons (i.e. to demonstrate product qudlity) with no government interventionde.g.
entioned in re?lations). Still busineas aperators rna;?on that tests have to be

tisfy EU and US clients. EU will 5375 the contents of the table inc:luding-r

isodf clagsification :

2. Fibre es
EU presenttd ideas on a possible coordinated welo deal with applications for the reclition and
designation of new fibres sub?lttad by economic operators to EU D;FS administration. The main

S e o e T B e I B e e
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fibre (useful fl&belling

objccﬁ\Zs that both admipistrations give the dhme name to the sgme
Sﬁhe EU labels is different than

purposes). Currently for a‘?m fibre, sometimes the name used i
the one yded in the US (e.g. elastane in EU an@ pandex in the US), US gave a posiu?
consideration to this propoggl, subject to the oZ:ion/detailed ass ent by FTC (Fefleral Trade
Commission). u? | ?ﬂ

In addl?’l US would also like to open a debaf&bn "eco-friendly certification” not jifrelated

final product but also takinggnto consideration all production s
3, Market Access ‘ j

Us note?‘mtcrest for coo ion in certain areas (for instance tegtmethods

apparel, water proof apparefand textiles used in medical devices)gEU
would bgneeded to engage in a discussion and Jo assess whether U UCHE, are
4, Silk flammability 7 & |

7
7
7
7
7
7
o h“"“fm 7
7

7

7

7

7

7

-

The European Silk Associatipn (ATUFASS) sZmi
Safety Commission) requj:; an amendmenty61 1
condiﬁ%g) defined in the US Standard for B
1610. In this context, CPS@ussued a Motice of DTN
June 8™ 7

5. Care?helling (FTC rul

¥billty of Clothing Textlles, 1§ CFR part
for Rulem?ing. Deadline for comments is

) cate of compliance rule 7

12 Federal Trade Commissilln (FTC) proposal on care

The EU asked for an the
1abeuin?that ufacturers to bdable to'use either ASTM ocare symbc.s? or, & an
alternative, ISQ ).

:zte of play of CPSC certificates of clpliance draft rule, US noted that

er but that will not happen during zor fiscal year. CPSC staff is
Photice to commnts to call for volunteers to participat® in a pilot of electronic filing for

. 7
| by recalling the proposals forz-operation that had already been preSghted,
including those brought fcmard by industry recently which we ady discussed during the

previous rounds. In particujpr the EU recalled the proposal that wis forwarded to the US on Road

L BESTREINT ll/zEslU REST]&}CTEDI 7
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Circulatiolf Self Propelted machinery, which its aimed at regulating how that kind clquipment

iording to the feedback
received the industry, more joint proposals ?uld be available soon.
The US stafted by noting tha had analysed tfie proposal on Self Propelled machinefy that the
EU had sent to them, and also pther proposals that the EUJ had presci‘d before. They noted,
however, this type of machinery is not regul?d at a federal level, States régulate ? are
very light ffianner. Therefore gf first sight it does fiot look like an nrg?hat would be sui r

P

must meet the environmental rfquirements. The EU elso noted that

~ cooperation, The US noted sogfie industry interest in the LED lighting proposel issue #/howev

interest re to energy efficiency aspects. The U5 asked whether there is a willings nE

side to look into these. The El?lmd that there is a general willing
aspects under TTIP, n?

The US weit on to explain that it is being difficultffor them to identyfy are: IZ
cooperation. The US regulatogy, framework in the sector differs EU. The

US does not have any sort of Wide scope legislation with es
USs noted,?wever, that there could be some pm?cts
Testing Laboratories (NRTL eme, and also so
Safety Commission (CPSC) thitt maybe could J& tach

tionally Recogrgsed
ovcredj' the Consumer Product
US weit on to note that in order to

‘cooperate iffwould be necessary to identify spAifif ared) which are economically signififant and

where there exists a similar fnzewn of reg
in discussions only if those pr
Both sides7bted that joint i

M both sides. Kggould be possible to engage
ted at federal lev017

8 s¢f far have mostly raised issues of a hogfzontal
nature, normally address r th chapter, like the use of 1 C intemational standards.

Both sides agreed to AT for possible examples with tle assistance from industry.
o 7 1

ng tfle state of play regarding the prepara?ns for the US/EU e=health
# take place in May, Thiz e¥¥t will also provide the opportunity ve

how the Roadmép has delivered so far and which obje&tives
@think should be qj;eted next, Parties went on to discusf the possibility of bringing the
iZagon work into international fora invo, other countries, which would be ™ ideal
?waverfas expressed by both parties tHls will depend on the different areas of activity
being tackled. s? LT

Encryption

The issue of encryption wasﬂﬂy discussed. TEIEU explained L}?\Aember State auz:rities
uri

ome,

were concertied about how thif could affect their information sec policies, but also about how it
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would lct international standards. 7

On their side the U.S. noteghat this is a third country issue. The?& further added that once TPP 7
is finisfE they could present the text that has?en agreed, but not before. 7

E ggg:?bihm

The US made & brief descr;mn of the state of play. The Access Eard has issued their Notice for 7
Propos&@Rulemaking on the e-accessibility for Section 508 of the Rehabll?tmn A |
they arzf_:.o used for the ypgate of the Section’255 of the Telecogg Act. )
The US and the EU agreeﬂat this was a good apportunity to hﬂi:mze standards, i 7
at the highest possible levels of accessibility. US standards are of compulsory
while tI? EU standards f voluntary character, hence objecti Ak
compatible and cohercnt:?not alming both texts to be identical
The p s concluded by discussing the possibgiity of the Europe
an IS0 standard. The EU ggjed that there was not any formal d
initiative was in the hand:rthe European standardization bidi
the ide?ituation would be an ISO standard t? wouldd agre
E-labelhng

The Federal Cnmmunicatil Commission (F
allowingfe-labelling for products under their ji§§
currently alveady allowed r guidgnce issuad DY , the se step is now to formalise this
through an official rule mx: CC &pects to have th?:xle published in summer 2015, 7
The EU grovided update on Jdtive. Currently all options are still undgr analysis

Jate on rule making process for 7
having an integrated display £E-labelling is '

stakeholders. The Cuzﬂssion intends t0 decide on the
. 7

ires whether e-labelling is of s-compliance initiative and

negd.z decide whether and in which forma?coopemtion should be part of 7
it as an opportunity but itfs necessary to further elaborate on thefformat,

arnes priefly discussz oiher items of co-opei-ation that had ®een suggested by the EU in the 7
gingtying paper: The common charger, Spc?'m Absorption Rates (SAR) for mobil§ phones and
software defined radio. TheyEU provided an update on state of pl? | 7

- 4.9. PESTICID
The Paries had discussions to further explore?e scope far collaboration, without dﬂrlcatmg work
in other Tora,

In the field of Maximum rJdue limits (MRLs) both sides had al?ady exchanged information on 7

7 IB%STREINT ‘E/EU REST]&}CTED’ 7
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accommodate a joint submi

discuss methodological aspects at expert level, EU agreed to discus
technical level. It was agreedﬁ

Commissioff, Member States, EFSA and EPA.

From an EPA perspective, ible pilot subjects Telated to pestici

positive erx%erience. 7
1

-
7
7
7
7

] ]
)

|

1
1
T

1 1
! 1

and joint evaluation for an MRL or

methodolSgks for the MRL evaluation would hayto be aligned. As a first step, it was
ethodological isslles at

organise a video conference with all fhe interested parties, ie

dimetylamine (apples), fos (almonds), chlorothalonil (cranberrigh).
As regards gbllaboration in international fora inclyfling CODEX and OECD, both side
collaboration in these fora usufy functions quite well. US would b:'Ttercs build onYs

e BN B e T

7

wd e wd md wd ] wd wd
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timelines l schedules for Ni reviews. Some (ialogue is also ongoing with EFSA, ’Z
88i

F

port tolerances,

idues could inel

1
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| - 2.3.1. TRADE IN ENBRGY AND RAW MATERIALS
The EU?nd the

US discussed energy and raw ghaterials very extensively in this roun
Parties exarined the scope @ be covered and reviewed the differeg areas of the energy and raw
materi tor. In that context, negotiators a sed specific trade issues (bilateral thu'd
cnuntryhlza:ics) that would need to be examine in TTIP. The US referred to clean c? olog
and befter extracting techn?gy of coal, civil nuclear and renewé?. energy as potenti
interes
Asto r:matcﬁals, the US mentioned that thleﬁn.itinn should be more speg)
be clear what raw material?nould be covered. Parties also discu;?d in thi

materialznd conflict minerals.
s took place on some hoﬁzuntal'mlpeciﬁc discipli

Discuss
and third country trade issugp. Parties reviewsd horizontal digsSy ar 10 assess the
adequemsgor inadequacy to deal with the speci i . DisciMions took placesgn how the

US Market Access/EU Trade in Goods C ergy issues thdl were

jidentified, In this context, ?re were discussions
extensi-Eiscussion on export and import lices

icing issue. Parties had another
usfions also started on the atory
jtems, nitably the licensing of hydrocarbon ex§ and production. TLL‘

As follow up EU and US ﬂgleed to,#ghange 4 series of documen?and information and the EU and
the USegeeed to continue the si is round by means of an intei—sessimr (tentatively

scheduldd for the week of §fJune).

- 3. SME'S 'E
e compromise fanguage was found on drafting issues¥Both sides

ted version reflecting this.

accghs to mfonnatinn, the Egbgresented UNCTAD work on a data of N’I‘Ms,
§ code, which illustrates thatz Ierad with
(estimated ;Ft for UNCTAD to prepare the US d?base, only at federal level, is

request is reasonable and can be d

Silvas enthusiastic about the UNCTAD froject but believed that in this contex#any wotk

- from their side not necessq if UNCTAD does it the US gavex?xcnt should not duplicate it, and

EU sta?nlders would already benefit from l'lz
The EUltressed that the scope of the UNCTA® project as too limited, and explamelat it was
indispensable to have a co?mtment from the US w deliver and ;mtam their own information

T BELSTREINT ll/EU RESTRICTED) 1
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tool, so as.Zensura that the database is updated o¥er time (even if this does not nccessle 1
duplication of existing resourcgs).

| l - z.s?cusrroms ANZTRADE FACIL?‘iI‘ION

%

The Cus and Trade Pacilitation group had asfgitful one and a half-day meeting, WT
incrementaf progress was made on the consolidateki text of the chapter.

Discusgions touched upon the?llowing:

S

A led presentation and discussion of B€fcustoms ¢learance procedures, In
simflified procedures, of relevance to sevggal proposed articles in the ¢
goods, expedited shipaagnis, facilitations/simplifications - da-agnimigh.

A review of the text on rfflease of goods. Further exchanges \:17‘

related information of traders,

Pre %ﬂﬁbﬂﬁ on advance rulings, with an egfphasis on the re
pubfication and related confidentiality asptots. Discussi
validity and issuance offrulings.

An article on risk managment was agreed.

progress was made on data and do -
a ed discussion on penalties allowed fg yfgregs towards 4 common text. Oyiistanding

issues include consid?,i‘nn of mitigating

ﬂ

voluntary disclosure offbreaches / recorg®
On ?ew and appeals, discussion will

1

decigions. ,

- Exchlinges are to contigue on fees and chal

US free trade agreemergs.
Negotiators also agreed to corti

Procus on the transparency.? related

th consideration of existing wai%ers in other

toWgrsue discussions on topics would benefit from a
jon eq the EU and US (data requitements, qsted trader
th reporting of practical raTd discussions between

process ot?.hame:d custo

programmes, single wind

e . e T B

regulators. 7
- 225, L AL PROPERTY RIGHTS, INCLUPING GEOGRAFPHICAL
' INDICATIONS :
on ok place over two days, in®ffiding half a day dedicated to GIs. Thz.iscussiun

#8ns of copyright, patents, plant variSties, trade secrets, customs enforcemetat,
-i'd cooperation (voluntary stakeholdef initiatives and SMEs).
presented its text proposal listing ternational agreements to which bt sides
it in TTIP, and the U.S. gave preli teactions, latgely positive. The :Z of treaties
? thus does not appesr to be & cghtentious issue, although some of the.?eaﬁes are difficult for either
side (Ron!tonvention for the U.8,, Cybercrim®fonvention and Brussels Conventio the EU).
The US colfitmed their contipued preference for'oral discussion and do not intend to prtsent a
? counter-proposal in writing ﬂﬁ nearest future.

ft data protection

! RESTREINT UE'%U RESTRI%’[EQ 1
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"gtakeholder, remain predomxant!y negative and made reference

concerns expressed against fntroducing grace periods on the EU s)
" I
~ Both sides also worked technical questions with re

STREINT UE/EU RESTRICTED)

The EUZso handed to the US and presented a’hew text proposal on IPR customs Jcement. The
US gave a preliminary posigve reaction since the draft proposal isfilong the lines of the concept
paper p¥Pented to the US previously, Detailef$iscussion on substance i3 expected ﬂTp: next -
round affer the 1S has had ce to consuluz

On patents, both sides explgfed a range of technical questmns in g areas of interest previously
indicatiy the US. The EU reiterated the difffulty of discussing these complex m?rs wi
concret xt_proposals; TITJS stated that a nltmber of their posgjble future requests

in the patent sections of theff previous FTAs (ex; KORUS). The inquired whethe;
positiorzn patent grace periods had evolved fifther: EU explained again the views Ol

raised 8 number of issues cghcerning implementation of NagQyz Wgtocol Jd the corresponding
draft legilation in the EU. The EU signalled 1? the lipits with IPR tenuous, b?pfoposed to
establish a contact betweegal/S and EU officials re

On cooperation activities,i US made some g

SME acalss 1o IPRs. The Parties will come ball

QZﬁle
esifons on measures to improve

sue in subsequent rounds, TiE US also

gave a preseutation about & countaxfeiting (with focus on payment
ss on similar inithtives in the EU (which have

In addition, the US showed interest iffaddressing in

processing companies) andfnqui

been unced in recent E

1
T

the IPR Chapter the issue facilitatind€search/finding treatmestafor rare discases, namely through 7

Negotiatrs als s on the devel@pment of their ;'espective trade secret§legislative

1 1
bmplained gly about the proposed revision ofwige Lishon Agreement for the
*appellations #f origin”. The U.S. argued that if it i:zv

ig would have distupting effects on? tatks within TTIP.

The EU side took note of fivg position, strongly rejected any i with TTIP and reaffirmed that
the Lisbon review ﬁmcess as conducted in complete transparendd and in full compliance with
intema.qnal law. | 7 . 7

The EU side presented thesethodology followed for pre-scre EU GI names against a set of
griteria %uch as registered ¥M from an EU GI holder or anothmjz

[B_%STREINT ﬁ}/EU REST&}CTEDW

t given full negotiating right at

erator, prior use, plant variety

T
T
1
1
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iginal language of the GI and/or in tlslation)

and made a non-name- pummary of pre-screening outcome fof instance number of conflicts

| pet typolo¥§ without prejudice. It resulted that, H? of the totality of names, the large n?mty do

not present'any conflict.

On potential alternatives to th system for providing GI pmt:cﬁ? to EU names, the EU raised
a number Mhuestions on the protection that U.S ghve to distinctive products in other 5. T

1.8 partially answered those ?;aﬁons, makmg clear that they do nﬁee that solution of an

IP discussion,

- 2.3.%TATE TO STAE‘Z DISPUTE SE

Constructive discussions contiued and good progress was made on
language iz:hose provisions where the EU and 9 proposal are fai

further profress on consolidated texts if still parti 1y bracketed 3 ¥
committed to be constructive ghd flexible in order to advancefe | gsible on issue where
we share M same objective. The EU presented er gvisions on pan
composinz T i d final panel report whicHwere

, establishment of the roster and for
largely accepted by the US. A

proposed ?ﬂw US and agreed with smal] chegd®
cBnsultations and pﬁl establishment ¥

mpromise propoEs vision gh rules of procedure was
ofapromise developed during" e last

tound on rmed by both sides with smalithanges.

{1 10 the gespective proposals fgr the compliance phase. Based
sented further elements for a compaz:lse on the
sanclions proceedings. The underlying ratitnale for the
iod gf time and immediate sanntinns;z;uest possible) is that the

ble exert pressure of the responding party (to implcment?fcr) and

Discussions also reverted in
on the dis?sions during the
issue of "séquencing” of

US proposal (no reas

complaining p

to “rebalance’ igation under the agreement, this is,fg shift the “costs” of the breach
to the p Tourfl to be inconsistent with the agreemenf. The US suggested to provide
for e

erged compliance and sa:zons proceedings (similar to what wasggreed in
as quickly as pogsiple to the authorisation of
j EU during the last round, the
ropo included an option of having complifince proceedings only without havin?c put
forward a request for sanctio st. Both sides engaged constructivgly in bringing out
commonalities and trying to nﬁ;

he omplaining pagly wishes to proc

sanctioMmiwever, in ordet t§ address the concemns expressed by

dge the difference. While reserving ofir position and linking our
potential ﬁ?ﬂbilitics to the US position on includfg an RPT, we engaged constructivelyoutlining
further areas of improvementiga compromise was to be found. On ig RPT, the EU proposed some

elements for a possible comprdmise on the reasonable period of timneffor implementation: some

7 BES%‘REINT UE.%U RESTRIQ’TEDI 7
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qualitat-ila elemenis to provide guidance on the'length of the RPT and information olhe state of

play of implementation durifig the RPT. While the US kept repeatifig that their position is to have
no RPT™%here seems reasonable scope for a pS§fible opening if a broader compromi¥®@ktan be found
including the sequencing igsue. The US suggid to further look into the possibility 8f the original
panel remaining on duty andf deciding the RPT in a swift manner gfice the panel report has been
issued (8¥d incompliance with the Agreement?a found). The EU referred to the inffirtance
Z?me for the respquding party to consdlt internally on thg possible approach ‘
implementation and the necffssary measures and to nbt foreclose wpassibility of the, 5
agreeing pn an RPT without arbitration, whiﬂ the WTO is the case for the major g

Both sides agreed to axplﬁﬁmher options and flexibilities for L?next 0

ensurin,

wond o

~d ] el
wd md wed ] ] ol
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LIST OF VIATIO

ATA: Carytt System - Passpott
ATMs: Alternative Test Me :-.,i; :
BOT: BuifdfOperate-Transfer 7

CABs: Corlformity AssessmegfBodies

CABs: Conformity Assessmerf Bodies 7
CARE: EU accidents database 7

w

Col rules: (pnflict of interest rules
CoRAP: Community RollingAgtion Plan
CPC: Central Product Classimon
CSR: Corpgrate chial Responsibility

EMA.: Buropean Medicines cy
EPA: Environmental Protectioh Agency
EPA: Unitefl States Environmental Protection

!
]
7
!
o Bt iy
]
f
f
7

ETSI: European Telecom O SN

FACA: Fedfral Advisory Copigit®

GTR. Global Technical Re ions

?
7
7
7
7
7

ICCR: International Cooperatfon on Cosmetics Regulation
ICH: Inteationﬁl Conference on Hmmonisatimq

IEC: The International Ele chnical Commission

1LAC: International Labor::IAccreditation Cieraﬁun 7

ﬂ
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“NTP: National Toxicolo gram
OJEU: Official Journal of tife European Union
OSHA "Yecupational Safety and Health Admingstratio

ﬁTREINT l};ﬁ‘j_/EU RESTRICTED|

ILAF: lmﬁonal Accreditation Forum
IMDRF; Intemnational Meﬂal Device Regulators Forutn 7

1SO: nternational Organisation for StandMlisation 7
ITA: Information Technology Agreement ®. |
JAP: Joint Audit Progr 7

MRL: imum Residue Level

NHTSAY National Highway Traffic Safety Adthinistration
NIST: National Institute of Ptandards and Technology 7
NRTL:"tionally Recognized Testing Labor?ry

MDSATedical Device Single Audit Progr 7 .
MEAs: Fultilateral Environmental Agreemen
MRA: Mutual Recognition Zgg_er_ngm 7 ' @

QTCs: Over the Counter s Product Specific R )
PPPs: Public-Private Part ips 7
PSR: PF?uct Specific Rules

QMS: Quality Mmgemexz'iy
RAC: Rgrulatory Authority

of Identity
Ngue Device IdenJcation
fidhe Identifiers

US Office of Managemeniepd Budget OMB
IJSDA: 118, Department ;]ggn'gmnn'g
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