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Article QQ.E.17:

1. Where a Party requires or permits, as a condition of approving the marketing of a pharmaceutical product,
persons, other than the person originally submitting safety or efficacy information, to rely on that information or
on evidence concerning safety or efficacy information for a product that was previously approved, such as
evidence of prior marketing approval in another territory, each Party shall: 114

(a) provide a transparent and effective system to:
(i) identify a patent or patents covering an approved pharmaceutical product or its approved method of use; and

(ii) provide notice to a patent holder of the identity of another person who intends to market, during the term
of the identified patent or patents, a product that is the same as, or similar to, the approved pharmaceutical
product referenced in subparagraph 5(a)(i).

(b) unless such other person agrees to defer the marketing of the product until after the expiration of an
identified patent, ensure that a patent holder may seek, prior to granting of marketing approval to an allegedly
infringing product, available remedies by providing:

(i) an automatic delay of the grant of marketing approval that remains in place for a period of time designed to
ensure sufficient opportunity to adjudicate 1> disputes concerning the validity or infringement of allegedly
infringed patents; and

(ii) judicial or administrative procedures, including effective provisional measures, to allow for the timely
adjudication of disputes concerning the validity or infringement of an allegedly infringed patent.

(c) If such other person's product has been found to infringe a valid patent identified pursuant to subparagraph
(a), provide measures that operate to prohibit the unauthorized marketing of that product prior to the
expiration of the patent.

(d) when a Party delays the grant of marketing approval consistent with subparagraph 5(b)(i), provide an
effective reward, consistent with the provisions of this Agreement, for the successful challenge of the validity or
applicability of the patent. 116
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Article QQ.E.17:

2. In implementing subparagraph 5(b)(i), and as a condition for providing the automatic delay of the grant of
marketing approval specified in subparagraph 5(b)(i) for a new pharmaceutical product approved consistent with
subparagraph 2(b) or 2(d), a Party may require that an applicant that has submitted an application for
marketing approval consistent with subparagraph 2(b) or 2(d) to commence the process of obtaining marketing
approval for that new pharmaceutical in the Party within [X] years of the date of first marketing approval of the
pharmaceutical product in another Party.
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TPP STATE OF PLAY AFTER SALT LAKE CITY 19-24 NOVEMBER 2013 ROUND OF
NEGOTIATIONS (I®ER - &M 1)

This document is excerpts from intermational government commentary on the state of the TPP negotiations. Extracts have been selected and
minor editing of the material has been undertaken to protect the identity of the author country. Wording in square brackets has been added
for clarification.

COBHIE. TPPTHENIRRICET 2. ERBFEERFENSORMTHD. SIAR. BRESNTRD, REEDREERITILHICIYA T —1ER
FZ7oTN3. AFEMROXEL. BERIEDZHENSNIZ.

[Intellectual property ]

..Intellectual Property Group to review the work that had developed during the previous days in SLC. This work is reflected in the Non Paper
from the Chair(USA) which includes “landing Zones” in each of the pending Chapter issues... Some countries reinserted their positions or
brackets on all these issues in order to display a more objective assessment in each one of them... In general, the “landing zones” from the
Chair showed a solution coming from the U.S. position. Therefore, it was crucial for other countries to reinsert their positions to avoid losing
their positions in a text that can be used by the United States, later to try to reach agreement...

IPTIL=TE. SLCICRITDHBEDIEEESICONNTULEa— Uiz, COEERSIE. BR CKE) [CXKBthe Non paperlCRitsn., ZNICIE
RSP D ChapterDEBBEZNZNICDIVTD “landing zones” B2 FEN D, - —ZOBEIE. ZO—DFDICKH U TKDEBHNRMBEERZD &
IRTOEBAICDNT, BADORI Y3 VDTSTy FEBEBALUR. ELUT, BENSD “landing zones”d, KEDIIHN SDERREET
LIZBDREsZ. ZOEH. BRICELIDE. DBIC. KBICK > TEHASNERTFRAFODT, BEDOMRIY 3 YHBEHNRINKDIC,
BEDOMRYY I VEBRBATRICEE. OBERICES>TETEEETHOE...

...As a general consideration, the meeting served to confirm the large differences that continue in most areas of the chapter, which introduces
serious doubts as to what will happen in Singapore. Clearly this Non Paper cannot be presented for consideration by the Ministers. What the
U.S. aims for is that the Ministers adopt directives or guidelines on which the Group can then continue working to reach a conclusion. Similar
to what happened in SOEs, implicitly, it is admitted that it will not be possible to conclude this issue in Singapore. However, counties must be
prepared for attempts deployed by the U.S. to force closure of different areas of the Chapter during that time...

—BHBREBELT. TO (WUILEL—=DOTO) &8I NHEDEFEEAEDRERICSIESHEIAETEBENBIC EEER T BDICEIIB.
Y YAR=I TR DDICE U TRRBESESIEERC LTINS, BBSDNT, TDNon paperld, BEICKBIBRFIDIZHICRISNIDED
TlE730, KEBDRSE, B5DTIL—THZ0EOBRICEETIEDICEEEHFIDCENTERLDIC, BEEBICTILIT 1T
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$§§E'§?§é;‘;§ﬁﬁ)6h‘cméc LU, RFER. ZOBIC. ¥EHIMNPEOSEILEEENDIEERB LIS ETIHAMIUT, B2
RINERSR0N...
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..In IP, the CNs got together with the Chair and Leads to organize work for the coming days. With respect to the Non Papers/ Landing Zones,...
they should not supplant the positions of the countries and it does not seem right... to not have a clear attribution of the positions. The Chair
aims to reduce the number of the 119 outstanding issues. It was agreed that there will be ongoing communication with CNs and daily updates
about the progress of the Group. The United States indicated that the idea is to leave the most important or sensitive for Singapore...
<IPICDUT, EFBSE(CNs)E. R (chain) EEfE(Leads) E EBICTND SHBREDEEZRE LZ, S IR=/S—=/SYF 1 VITI—-VIC
BLTIE, ... ZNBHRBEDORY Y 3 VICEH > TRODBIANETIERL, MYV 3 UNAETHBICLKBDENENDHEE>EDSEHRE\DEHD
LW, BRENIDKBROBEOHZRSI CEZBIEL TS,

EFBZHEDE TEIT LU TODRDAREINDCERKUVIT IV —TTOEBNBREFEINDCEICDNTERSINE. KEBIR. BSESFHEE
BYYTF 4 TREELY VAR-IVCIHEEH-IDANZTHDICEERUE...

... In connection with the discussion of pharmaceuticals, U.S. and JP presented their non paper to the rest of the delegations... It is worth
noting that delegations AU, SG and CL made interventions pointing out that there were elements and language from the proposal that they
recognized from their respective standards from bilateral with U.S., but that in the majority of these obligations, these were above the
agreed standard. In this context, none of the three delegations indicated that they were in conditions to go beyond its bilateral...
EEROERBICEEL T, KBLBXE, BORKRDIC. DM S Dnon paperz LHUTE...

AU, SG, CLO3RKRD . KEEMBERBRBEICRBITIZNZNDRI VST — R, TOR—FILICRITIBROIEELTEOHNTNDID, <
NEOEBOREDESBSNERAI VI —RFRDETLEE> TNBENSEBNAZLTNBCEFFBICET D,

COXIRND'S. 3NKEE. —EBEBREEBADRHERDOTNENCTEEZLHLTIS.

... In this context, delegations made comments on the submitted text and presented language to be able to reflect the standards from their
respective bilateral or legislation...

S CORIBRRICBNT, AR, BRESNEFFRAFETSNEXER. ZNZNO_EBEBRECEREDRY VY — RIRRSNED
EDTHDEHASELE...

...Singapore said to the rest of the small Group that it will work on the bases of ideas of the U.S., which means it is leaving the Group. In the
same vein, Canada has also been receiving high-level pressure to not file a counter proposal. Finally, the Australian position is unclear and
begins to show some weakness in its support of the small Group. In conclusion, cracks in the Group cohesion were noticed...

Y YUHR=IVE. BODNTIL=-TCxt L. SEEKEOEZAEELCHKCEERZALD ZhE. YVHR—ILDZONTIL—TH S8
RIBCEEREKLTND, BUKDRODFIT. AFFEMRERE LURIKDIC, BUNILOELZEZTTEE, |EC, 7—XSUP
DIUBRE>EOETF, NIV —TCXHUTHIR— FOBFEINDLE>TER, DED. JIL—TORBRICEHHSTBHSNE...
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NEGOTIATIONS (I®ER - ZMD 3)

[Transparency Annex on Medicines)

...Some bad news was that the United States revived the Transparency Annex on Medicines now in a revised version that it had worked on with
Australia and Japan. Some countries expressed annoyance for the way that they resubmitted a text that had been strongly rejected in the
past... The U.S. reiterated that it does not apply to all countries and was asked to put a footnote that says that. That’s where it was left...

= N<DHDENZ2
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— I, HKEH'. Transparency Annex on Medicines (EERICRT DEBM) &, T—ARSUPEBREEELUREHET
—ZDBEIF. BECEBSKRIUETFRACEBREUEZDVVAICHRBERBLE. XEBRIIXNTOETER

ENBDDITTRIRNCEZRDTRBEL, ZNZWFELUTANDTEZERSNE. SEEEDHOZBFAICTHS. ..
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Article QQ.E. 13 107108; fFxceptions / Regulatory Review Exception}

[US/NZ/PE/CA/MX/JP propose: Consistent with paragraph [QQ.E.5] (patent exceptions and limitations), each
Party shall permit] [CL/SG/MY/AU/VN/BN propose: Where a Party permits] a third person to use the subject
matter of a subsisting patent to [US/NZ/PE/AU/MX/VN/BN/JP] propose: generate information necessary to]
support an application for [AU/CA/MX/VN/BN propose: regulatory or] marketing approval
[CL/NZ/PE/SG/MY/AU/CA/MX/VN/BN propose: or sanitary permit] of a [AU/CA/VN/BN oppose: pharmaceutical]
product [PE propose: or agricultural chemical product], [US/NZ/PE/SG/MY/MX/JP propose: and shall further]
[CL/AU/CA/VN/BN propose: that Party may also] provide that any product produced under such authority
[CL/AU/CA/VN/BN propose: may be] [US/NZ/PE/SG/MY/MX/JP propose: shall not be] made, [CA propose:
constructed,] [CL/PE/VN/BN propose: offered for sale], [PE/VN/BN propose: imported,] used, or sold in its
territory [US/NZ/PE/SG/MY/MX/JP propose: other than] for purposes related to [US/NZ/PE/AU/MX/VN/BN/JP
propose: generating such information to support an application for] meeting [AU/CA/MX/VN/BN propose:
regulatory or] marketing approval [CL/NZ/PE/SG/MY/AU/CA/MX/VN/BN propose: or sanitary permit]
requirements of that Party [NZ/SG/MY/AU/CA/MX/CL/VN/BN propose: or anather country].
[US/SG/MY/PE/MX/CL propose;109 NZ/AU/CA/VN/BN oppose: If the Party permits exportation of such a product,
the Party shall provide that the product shall only]] [NZ/CA/BN propose: Each Party shall permit a product to]
[AU/VN propose: Each Party may permit such a product to] be exported outside its territory
[US/NZ/PE/AU/MX/VN/BN propose: for purposes of generating information] to support an application for
meeting [AU/CA/MX/VN/BN propose: regulatory or] marketing approval [CL/NZ/SG/MY/PE/AU/CA/MX/VN/BN
propose: or sanitary approval] requirements of that Party [CL/NZ/SG/MY/AU/CA/MX/VN/BN propose: or

another country].
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Article QQ.E.14: [US propose; 10 AU/NZ/CL/PE/MY/SG/BN/VN/CA/MX oppose:

6. (a) Each Party shall make best efforts to process patent applications and marketing approval applications
expeditiously with a view to avoiding unreasonable or unnecessary delays.

(c) Each Party, at the request of the patent owner, shall make available an adjustment of the patent term of a
patent which covers a new pharmaceutical product "' or a patent that covers a method of making or using a
pharmaceutical product, to compensate the patent owner of unreasonable curtailment of the effective patent
term as a result of the marketing approval process.

(d) In implementing subparagraph 6(c), a Party may:
(i) limit the applicability of subparagraph 6(c) to a single patent term adjustment for each new
pharmaceutical product that is being reviewed for marketing approval;

(ii) require the basis for the adjustment to be the first marketing approval granted to the pharmaceutical
product in that Party; and

(iii) limit the period of the adjustment to no more than 5 years.

{e) In implementing subparagraph 6(c), and as a condition for providing the adjustment set forth in subparagraph
6(c) for a new pharmaceutical product approved consistent with Article 9.2(b) or Article 9.2(d), a Party may
require an applicant that has submitted an application for marketing approval consistent with Article 9.2(b) or
Article 9.2(d) to commence the process of obtaining marketing approval for that new pharmaceutical product in
the Party within [X] vears of the date of the first marketing approval of the same pharmaceutical product in
another Party.112

(f) Any adjustment under subparagraph 6(c) shall confer all of the exclusive rights, subject to the same
limitations and exceptions, of the patent claims of the product, its method of use, or its method of manufacture
in the originally issued patent as applicable to the product and the approved method of use of the product.]] ]
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