CHAPTER FIVE
PHARMACEUTICAL PRODUCTS AND MEDICAL DEVICES

ARTICLE 5.1: GENERAL PROVISIONS

The Parties recognize that while there are differences between each Party’s health care
system, the Parties share a commitment to promoting the development of and facilitating
access to high-quality patented and generic pharmaceutical products and medical devices, as
a means of continuing to improve the health of their nationals. In pursuing these objectives,
the Parties affirm the importance of:

@) adequate access to pharmaceutical products and medical devices in providing
high quality health care;

(b) patented and generic pharmaceutical products and medical devices in
reducing other more costly medical expenditures;

(c) sound economic incentives and competitive markets for the efficient
development of and access to patented and generic pharmaceutical products
and medical devices;

(d) appropriate government support of research and development in academic and
commercial laboratories, intellectual property protections, and other
incentives for innovation in the research and development of pharmaceutical
products and medical devices;

(e) promoting innovation and timely and affordable access to safe and effective
pharmaceutical products and medical devices through transparent and
accountable procedures, without impeding a Party’s ability to apply
appropriate standards of quality, safety, and efficacy;

()] ethical practices by pharmaceutical and medical device manufacturers and
suppliers and by health care providers on a global basis in order to achieve
open, transparent, accountable, and reasonable health care decision-making;
and

(0) cooperation between the Parties, including each Party’s regulatory authorities,
to improve the safety and efficacy of pharmaceutical products and medical
devices.

ARTICLE 5.2: ACCESS TO INNOVATION
To the extent that health care authorities at a Party’s central level of government operate or

maintain procedures for listing pharmaceutical products, medical devices, or indications for
reimbursement, or setting the amount of reimbursement for pharmaceutical products or
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medical devices, under health care programs operated by its central level of government,*
the Party shall:

€)) ensure that the procedures, rules, criteria, and guidelines that apply to the
listing of pharmaceutical products, medical devices, or indications for
reimbursement, or setting the amount of reimbursement for pharmaceutical
products or medical devices are fair, reasonable, and non-discriminatory;

(b) ensure that the Party’s determination, if any, of the reimbursement amount for
a pharmaceutical product or medical device, once approved by the appropriate
regulatory authority as safe and effective, is based on competitive market-
derived prices; or if its determination is not based on competitive market-
derived prices, then that Party shall:

Q) appropriately recognize the value of the patented pharmaceutical
product or medical device in the amount of reimbursement it provides;

(i) permit a manufacturer of the pharmaceutical product or medical
device to apply, based on evidence of safety or efficacy, for an
increased amount of reimbursement over that provided for comparator
products, if any, used to determine the amount of reimbursement; and

(iii)  permit a manufacturer of the pharmaceutical product or medical
device, after a decision on a reimbursement amount is made, to apply
for an increased amount of reimbursement for the product based on
evidence the manufacturer provides on the product’s safety or
efficacy; and

(©) permit a manufacturer of the pharmaceutical product or medical device to
apply for reimbursement of additional medical indications for the product,
based on evidence the manufacturer provides on the product’s safety or
efficacy.

ARTICLE 5.3: TRANSPARENCY

1. Each Party shall ensure that its laws, regulations, and procedures of general
application respecting any matter related to the pricing, reimbursement, or regulation of
pharmaceutical products or medical devices are promptly published or otherwise made
available in such a manner as to enable interested persons and the other Party to become
acquainted with them.

2. To the extent possible, each Party shall:

! Pharmaceutical formulary development and management shall be considered to be an aspect of
government procurement of pharmaceutical products for health care agencies that engage in government
procurement. Chapter Seventeen (Government Procurement), rather than this Chapter, shall apply to
government procurement of pharmaceutical products.
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@) publish in advance any such measures that it proposes to adopt; and

(b) provide interested persons and the other Party a reasonable opportunity to
comment on such proposed measures.

3. With respect to proposed regulations of general application of its central level of
government respecting any matter related to the pricing, reimbursement, or regulation of

pharmaceutical products or medical devices that are published in accordance with paragraph

2(a), each Party:

@) shall publish the proposed regulations, including an explanation of the
purpose of those regulations, in a single official journal of national
circulation,” and encourage their distribution through additional outlets;

(b) should in most cases publish the proposed regulations not less than 60 days
before the date public comments are due; and

(©) shall, at the time it adopts final regulations, address in writing significant,
substantive comments received from interested persons during the comment
period and explain any substantive revision it made to the proposed
regulations.

4. To the extent possible, each Party should allow reasonable time between publication
of final regulations of general application of its central level of government respecting any
matter related to the pricing, reimbursement, or regulation of pharmaceutical products or
medical devices and their effective date.

5. To the extent that health care authorities at a Party’s central level of government
operate or maintain procedures for listing pharmaceutical products, medical devices, or
indications for reimbursement, or setting the amount of reimbursement for pharmaceutical
products or medical devices, under health care programs operated by its central level of
government, a Party shall:

@) ensure that consideration of all formal requests for the pricing or approval of
pharmaceutical products or medical devices for reimbursement is completed
within a reasonable, specified period;

(b) disclose to applicants within a reasonable, specified period all procedural
rules, methodologies, principles, criteria (including those used, if any, to
determine comparator products), and guidelines used to determine pricing
and reimbursement of pharmaceutical products or medical devices;

2 Notwithstanding subparagraph (a), health care authorities at a Party’s central level of government that are
not authorized under the Party’s law to publish their regulations in the official journal shall publish their
proposed regulations, including explanations of the purpose of the proposed regulations, on prominent
locations on their official Internet sites.
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(©) afford applicants timely and meaningful opportunities to provide comments at
relevant points in the pricing and reimbursement decision-making processes
for pharmaceutical products or medical devices;

(d) within a reasonable, specified period, provide applicants with
meaningful, detailed written information regarding the basis for
recommendations or determinations of the pricing and reimbursement of
pharmaceutical products or medical devices, including citations to any expert
opinions or academic studies relied upon in making such recommendations or
determinations;

(e make available an independent review process that may be invoked at the
request of an applicant directly affected by a recommendation or determination;

)] make all reimbursement decision-making bodies open to all stakeholders,
including innovative and generic companies; and

(9) make publicly available the membership list of all committees related to pricing
or reimbursement of pharmaceutical products or medical devices.

6. Each Party shall ensure that all measures of general application respecting any matter
related to the pricing, reimbursement, or regulation of pharmaceutical products or medical
devices are administered in a reasonable, objective, and impartial manner.

ARTICLE 5.4: DISSEMINATION OF INFORMATION

Each Party shall permit a pharmaceutical manufacturer to disseminate through the
manufacturer’s official Internet site registered in the Party’s territory and through medical
journal Internet sites registered in the Party’s territory, that include direct links to the
manufacturer’s official Internet site, truthful and not misleading information regarding the
manufacturer’s pharmaceutical product, provided that the product has marketing approval in the
Party’s territory and the information includes a balance of risks and benefits and is limited to
indications for which the Party’s competent regulatory authorities have granted market approval
for that product.

ARTICLE 5.5: ETHICAL BUSINESS PRACTICES

1. Each Party shall adopt or maintain appropriate measures to prohibit pharmaceutical
product or medical device manufacturers and suppliers from providing improper
inducements to health care professionals or institutions for the listing, purchasing, or
prescribing of pharmaceutical or medical device products eligible for reimbursement under
health care programs operated by its central level of government.

2. Each Party shall adopt or maintain appropriate penalties and procedures to enforce
the measures that it adopts or maintains in conformity with paragraph 1.

ARTICLE 5.6: REGULATORY COOPERATION
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1. Consistent with Article 9.8 (Committee on Technical Barriers to Trade), a Party will
facilitate consideration of a request to recognize the results of conformity assessment
procedures conducted by bodies in the other Party’s territory, including a request for the
negotiation of an agreement with respect to Good Manufacturing Practices, Good Laboratory
Practices, and marketing approval of generic drugs.

2. The Parties shall report on the feasibility and appropriateness of granting any such
request to the Medicines and Medical Devices Committee and to the Committee on
Technical Barriers to Trade established under Article 9.8.

ARTICLE 5.7: MEDICINES AND MEDICAL DEVICES COMMITTEE

1. The Parties hereby establish a Medicines and Medical Devices Committee.

2. The functions of the Committee shall be to:

@ monitor and support the implementation of this Chapter;

(b) promote discussion and mutual understanding of issues related to this
Chapter; and

(c) explore opportunities for collaboration on issues related to this Chapter.
3. The Committee shall:

@) comprise officials of central level government agencies responsible for central
level health care programs and other appropriate central level government
officials, and shall be co-chaired by health and trade officials of each Party;

(b) meet at least once a year unless the Parties otherwise agree; and

(© report the results of each meeting to the Joint Committee.

4. The Committee may establish, and determine the scope and mandate of, working
groups to address technical aspects of issues related to this Chapter, including those related
to regulatory cooperation.

Article 5.8: DEFINITIONS

For purposes of this Chapter:

health care authorities at a Party’s central level of government means entities that are
part of or have been established by a Party’s central level of government to operate or

administer its health care programs;

health care programs operated by a Party’s central level of government means health
care programs in which the health care authorities of a Party’s central level of government
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make the decisions regarding matters to which this Chapter applies;* and ARSI STt e ; 2 H

pharmaceutical product or medical device means a pharmaceutical, biologic, medical 2 mE T T AR Y. Y. BT AR REGS W .
device, or diagnostic product.

® For greater certainty, Medicaid is a regional level of government health care program in the United S OREERBARRRIL, BRI AN R SE E O X R T A BURF R SRE TR, R R BOR Z A TR
States, not a central level of government program.
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[TRANSLATION]

June 30, 2007

The Honorable Susan C. Schwab
United States Trade Representative
Washington, D.C.

Dear Ambassador Schwab:

I have the honor to confirm the following understanding reached between the delegations of the
Republic of Korea and the United States of America during the course of negotiations regarding
Chapter Five (Pharmaceutical Products and Medical Devices) of the Free Trade Agreement
between our two Governments signed this day:

1.

In implementing Article 5.3.5(e) (Transparency), Korea shall:

()

(b)

(©)

(d)

establish and maintain a body to review, at the request of an applicant that is
directly affected, recommendations or determinations regarding the pricing and
reimbursement of pharmaceutical products or medical devices;*

ensure that the body referred to in subparagraph (a) is independent of the health
care authorities at its central level of government that operate or maintain
procedures for listing pharmaceutical products, medical devices, or indications for
reimbursement, or for setting the amount of reimbursement for pharmaceutical
products or medical devices;

when providing applicants for reimbursement with the meaningful, detailed
written information required in Article 5.3.5(d), inform those applicants of their
right to seek independent review and the procedures for seeking that review; and

ensure that the review is completed within a reasonable, specified period.

Members of the review body referred to in paragraph 1(a) shall:

(a)
(b)

(©)

be comprised of professionals with relevant expertise and experience;

not be employees or members of the health care authorities at Korea’s central
level of government that operate or maintain procedures for listing pharmaceutical
products, medical devices, or indications for reimbursement, or for setting the
amount of reimbursement for pharmaceutical products or medical devices;

have no pecuniary, professional, or personal interest in the outcome of the review
that might affect their conduct or decisions with respect to the review; and

! The definitions set out in Article 5.8 (Definitions) apply to this letter.
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(d)  be appointed for a fixed period and may not be subject to removal by the health (d) BEaEE AR, BASHEEPRBUT REIZE S4BT aimEdk

care authorities at Korea’s central level of government that operate or maintain WS TS SRR, BRI 2 BN T SR Y S AR (R S T AR
procedures for listing pharmaceutical products, medical devices, or indications for ’

the reimbursement, or for setting the amount of reimbursement for pharmaceutical o
products or for medical devices.
I have the honor to propose that this letter and your letter in reply confirming that your BoRFEHIRIN, AR AR TIAREBUTIAR AN E R, il C(BEHRS
Government shares this understanding shall constitute an integral part of the Free Trade WY A4 EIH—ER 5
Agreement.
Sincerely, I3,
[SGN/] [SGN/1E X

Hyun Chong Kim



June 30, 2007 20074E6 H30H

The Honorable Hyun Chong Kim BEWSXRE T ASEK

Minister for Trade =N

Seoul, Republic of Korea ’

Dear Minister Kim: 27 (SR At N

I have the honor to acknowledge receipt of your letter of this date, which reads as follows: BRFEHFAREIES HRRE, AAWT:
I have the honor to confirm the following understanding reached between the delegations PR RE R E S ERN R ERERERATERTHEBINSHEZR (HH
of the Republic of Korea and the United States of America during the course of RAHE) BHE (ZRMESFSEM 1HE AR FE T DL TR 5

negotiations regarding Chapter Five (Pharmaceutical Products and Medical Devices) of
the Free Trade Agreement between our two Governments signed this day:

1. In implementing Article 5.3.5(e) (Transparency), Korea shall: 1. fESLHi55.3.5(e) 5% GERHEE) I, #E M-
(@)  establish and maintain a body to review, at the request of an applicant that (@) IR — I, DAV BERE2ii RIE NIEK, FEXT295mE
is directly affected, recommendations or determinations regarding the BT B M SR B N B e M(b) WeR(a) TR IR M LM S s7 T e

pricing and reimbursement of pharmaceutical products or medical
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devices;*
SR T A AR B B ARG BT (o) FETRIR B R IR R 3658
(b) EnSlIJrhe that thehboq¥ referred to in Istjbpa}ra?raph (a) is indﬁpendent of the 5.3.5(d)&ERMAEZ N, FEMPBEEERN, SHIXERIE AN EGIER
ealth care authorities at its central level of government that operate or P R IR s DUR(A) B R 1 & BT L HRR P 2R

maintain procedures for listing pharmaceutical products, medical devices,
or indications for reimbursement, or for setting the amount of
reimbursement for pharmaceutical products or medical devices;

(©) when providing applicants for reimbursement with the meaningful,
detailed written information required in Article 5.3.5(d), inform those
applicants of their right to seek independent review and the procedures for
seeking that review; and

(d) ensure that the review is completed within a reasonable, specified period.

2. Members of the review body referred to in paragraph 1(a) shall: 2. FB1FR (@) T He B BN AT AL BN -
(@)  be comprised of professionals with relevant expertise and experience; (a) HEAME XL WAENIRMAR LA TAHA; (b) AEEE A REUMN E

IBEBAE ), BT asEIR G NIETE AR, BURE ) MhE R T A%
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(b) not be employees or members of the health care authorities at Korea’s
central level of government that operate or maintain procedures for listing

! The definitions set out in Article 5.8 (Definitions) apply to this letter. ' 55.8%% (B HFIHIIE OB T A,



The Honorable Hyun Chong Kim

Page Two

(©)

(d)

(€)

pharmaceutical products, medical devices, or indications for
reimbursement, or for setting the amount of reimbursement for
pharmaceutical products or medical devices;

have no pecuniary, professional, or personal interest in the outcome of the
review that might affect their conduct or decisions with respect to the
review; and

be appointed for a fixed period and may not be subject to removal by the
health care authorities at Korea’s central level of government that operate
or maintain procedures for listing pharmaceutical products, medical
devices, or indications for the reimbursement, or for setting the amount of
reimbursement for pharmaceutical products or for medical devices.

I have the honor to propose that this letter and your letter in reply confirming that your
Government shares this understanding shall constitute an integral part of the Free Trade

Agreement.

I have the further honor to confirm that my Government shares this understanding and that your
letter and this letter in reply shall constitute an integral part of the Free Trade Agreement.

Sincerely,

Susan C. Schwab
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