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1. What are the major challenges for Korean medical device manufacturers
under the KORUS FTA? Do you expect to see a significant increase of
U.S. imports?

1) The effect of tariffs elimination
- Previous Tariff was 8% for Korea and 2% for USA. lifting tariffs will make to
increase imports into Korea but it would not be a dramatic rise
reason)
» the effect of tariffs elimination does't reflect all the import prices.
> the riffle effect will not happen suddenly because lowering tariffs doesn't apply
squally.
»a major competitor European, also they lower the price of the goods similarly
so even we made FTA deal with USA, it will not make a dramatic rise.

2) The effect of Non-tariff barriers negotiation
- @ demand for eliminating the discrimination of [used medical devices) between two nations.
Now for exports, the used medical devices are taking all of process for check.
meanwhile imports goods are not taking any checks. it's unfair and S. Korea is
requiring revision of the law about used medical devices.
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What are the business opportunities for Korean medical device
manufacturers under the KORUS FTA? Do you think there will be more
U.S. investment and cooperation after the FTA?

A) it's hard to say there is a direct increase of investment cooperation
although there it is. however the FTA deal with USA influenced

domestic _medical devices manufacturers to do best for a (global
marketing)) Also the government is managing to provide support
medical device industry.

Korea medical devices manufacturers know domestic market is too
small so it's essential to grow into a world—-class corporation by
exports. And it seems to make domestic market competitive with FTA
deal.
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3. Is the Korean government providing any assistance, grants and other
measures to assist the industry?

A) the Government's support isn't big along the FTA deal with USA,
European Countries. Government has set 10 billion for R&D(eg.
supporting marketing, consulting license) but considering as an amount,

it's small.

Ans.) 0=, REDS FTA MZ0 G= 2ARI10] 20t F£S NS QUK IXEs %8,
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TBT agreement between Kor-US and Kor-EU FTA

TBT agreements between Kor-US and Kor-EU FTA

I. Kor-US FTA

] Safety Standards

0 Each car manufacturer with annual sales of less than
25,000 vehicles in Korea complying with U.S. Federal
Motor Vehicle Safety Standards(FMVSS) shall be
deemed to comply with Korean Motor Vehicle Safety
Standards(KMVSS).

o When the annual sales by car manufacturers are
approaching 25,000 vehicles threshold, a review to
consider further acceptance of safety standards shall
be conducted.

[] Emissions ;‘%éi#g"(f%;ﬁ'

o Car manufacturers selling vehicles in Korea will be allowed
to comply with the following Fleet Average System(FAS)
of emission standards applied by State of California, US.

Sales by each manufacturer | Average Emission Standards
vV below 4,500 units LEV(NMOG(0.047g/km)
+/4,500~10,000 units LEV/ULEV(NMOG 0.037g/km)

over 10,000 units ULEV(NMOG 0.024g/km)

II. Korea-EU FTA

[] Technical Regulations

o 32 items out of 42 KMVSS will recognize EU technical
regulations as complying with Korean regulations.

o 29 KMVSS shall be harmonized with UN-ECE

Mo 2 1

AV X FRAAE RS 0e
10000




regulations and GTR within 5 vears of the entry into
force of the Kor-EU FTA.
o Further regulatory convergence shall be reviewed every
3 years from the entry into force of the Kor-EU FTA.

[ OBD(On-Board Diagnostic system) £ 2541 %/

o From 2014, Gasoline-powered vehicles complying with
Euro 6 OBD shall be accepted as complying with
Korea LEV and ULEV OBD.

o Until the end of 2013 or the introduction of Euro 6 OBD,
EU manufacturers will be allowed to sell vehicles with
Euro 5 OBD in Korea as per the table below.

Xear o 20100 [ 200 L2 ) oS
1. A manufacturer with sales exceeding 800 units in 2008
Units [ 1,200 [ 1,500 | 1,800 | 1,800

2. A manufacturer with averaged annual sales exceeding
750 units during 2005 to 2008

Units | 1,000/year
3. Other manufacturers
Units | max. 1,500/year

[0 Emissions

o Until the entry into force of the Kor-US FTA, Car
manufacturers with annual sales of no more than
10,000 units in Korea shall comply with the following
eased Korean emission requirements.

o After the Kor-US FTA is in effect, the Emission
regulations shall be subject to US California’'s FAS, P [ocal &

mpor fe/ol
Sales by each manufacturer Emission Requirements o qﬁ, 5
Below 250 units NMOG 0.047g/km :
251~4,000 units NMOG 0.039g/km
4,001~10,000 units NMOG 0.030g/km
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