10
1z
rdl
e

EXNH H|37S

L CEDRRER EREL:
PR EDREE RRE:

2015. 3
1 24 =
. O e
2. AAFE
7}, 4% 2l PiRlol Bt
LY. 45 Aol BIR| ChAIRIQH CHSAE
. BN A2l iR &G Y
2t e Al eiRlo| o8 3|
3. O|=2| "3 ChiAut HI&THH|H,

2 2 o)A

NATIONAL ASSEMBLY LIBRARY

HEEH A




#|o]X|(d], nanet, go . kr) H =3]

e
=]

sl

Al
=

#|0]X](law,. nanet, go. kr) oA %= K

e
=]

HEEAR

<|1
R

&




2015, 3



2. /\]/\].;(E%'

L A& o) WA iAFRRRE T EmTE

2} w)geu]

ZH
ZH

e

REL



02
1)l

1L

ol &t vloleiie F4 GATHS 4o Hio|HARA AMYEO|
25~00%°] o|E= = zrgdo|th 20143 39 7)Y o)A HAYTE AjofiL
27} of gt vlolg A 201549 24 209 HA oF 2wk 33 ofA| wt
HEFATED 15 AR 7L ol Eet viol A gt HRIE 915 =

SR AR, vhgRt ARAZE fu ARA elepEe Fit W ohuge

Seuete] ofstAolAL 20308 #7109 A AAE 7y e

& 20109 1ol T oY 9 o] gt e A4 THA

D Ay e 5 o Eefufo] g A v 2 27| (hitp://www.cdc.go.kr/CDC/cms/content/76/27776
view.html, 2015.3.6. &) Zx%.

2) AT, AF JAEFAA 73 tiv] T WA et i A A E A
2007, 291 2 62,

3) FrAel o W o] B HE) (ME A1244435, 2014. 3. 18, LHIHD
Ado2(FEEH A Soll thrlgh ook & An]o] v O HAEA| g3 AEH Y
A W 2 Y] AAE Y tffage] S EE Yo HoE AA o X]E— «]Ok*
A 4] 59 F5& Asto] vg HSSAY A7] FHiE QR AokE Y & 5
<A 2010.1. 18>
@ BABA AT Topa) A312ol| = Estal AEEH 2 olv 1 Hhe] a9
tiraio] =W o2 7 oJoRES Agsto] ook AxPANAl AatetA & = Uk
<A 2010.1. 18>
(.‘.)

A7NNZ(AGHF Soll W2 Faje] F7tEAD O F7h= A4z L A5z wet s

L

[

ZaEaz-1



AR TR 'V

LI A3 AL9 2.0 Ajar

i
=

2015 1ol TefARHy Alg52o20 Fjgors R HbYo]

i
32
+

a2y g o] od 9 Te]of e HE EL ToRH o AEE)
s R T gre] e diasl Alel EAEAREAE] Z|A

4)

1Yoz XN8E %P% *}%: ZmH] Mo 2 Aol 7]

Oﬂ et A EA T E A ]

E= AP AP EeEe] ooy AR

of A FHo TAGe] i ALHE E=

Oﬂﬂ* Xli 4‘”%& Fojdke zog %6@4 WS s 24 B AEX]EAo] Q1 Ast=
Aoz sl <7|A 2010. 1. 18>

QD)

A 722 AL HT] JA 5 O F7h= gHFFE2] ool ddE 3

A}, oA 2 = oJekEe] Rz} 5 A3ALe] 119 = AR QIste] A|71x0| wE T E

S RS wol= B o] W Rjof| A BHARS 'S Algdo] A|3Zof tfste] 7hA|= =sfjul

ATEE At

QD)

FORAIH | (B A|131143, 2015. 1. 28, AXEI4A)

A8 27 A3 5ol A9 oA A= QoFEof Hgt S O 4] F2JoFEd A%t

S o] oy 9 Jﬁrmﬂ Jﬂrﬂ HEof & A ddads 9 1 ko] e

g5 B AEAL 5o W 9 WAy WA A ARRANFA TS wE AL

Au|A; Astel s A str] fote] A FAe] Fol e o whet th 7 39| o]

stto sl FHE T 4 STk

L AB1xA R = B8kl F557H HAY #5405 5HA] ofYe oJofES QofE
Az Qx| A A ztA Sh= P

2. A2z A1 = Eqtstal 5357 WAY F5410LE SR o3t ofokEE 4Rt
oA +=dstA st= A4

3. ojn] FE37HE AU FH5AILE g
S8 550 D AV &
FAANA =45 sk B

QRAEARGTLE 7ol o) & wajof wat

oekF o] Fav|IeE dFste = Hol=

QA3 2= oh;}_

® 2] F o] oFZ A A A2 A|28)o] uf

A, a7 A o A A%

2 3T = Q.

[ ZA1 2015.1.28] [APY : 2015.9.29]

L:l:‘.

O

lj
o

1

olokgo] tfate] 37} E Al gt ohe
ool olokE Aol Al AxsA sl

£y A40RAIF wet vl S
qBolrELA Aol a7 AAE

o REVIZ1Y AFS AHT 5 Y R FF-
27, 71 Sl Bokol Wash AR FelYo

2| Heye



wheh OJopE AZQAL AZTE OfopEe] TR WA FHL FA ek
7] wjEol, "Ry A20%50] AEAele] Zakelo] WAE=x]
WY, A7S0ED olste] B 2
BEGsT ol M197x - Tao] B WE A2uxIe} SFolR

43t e Aszeoold SFREAR 5o WA AL WY

u:E
o
4
>:4=11
0o,
|o
il
4
1
e
i)
i
rr
N

o

5) T8, (HE A|128983, 2014. 12. 30, AEI|A)
A0 G Wl o3t 9] = AF2 A Ay 71EF AEAF] HuiE A
olysl= P 9= HekA] ofydict.

0) HFo) gt Y= T, A20=2] FFP Qo ZFHE=R] o= HFH o= WU A
st A "ok oo HWafjA thH Y, 2014. 8. 20, AL 2012%14360 BA xR

7) TH, (HE A1288135, 2014. 12. 30, YA
A7502(EH Y] W8 119 E= AR QIS AR ERIA EFE 7iet A=
1 J_BHE HH/\PEI— iﬂolo] O]q

8) AXFA}F B F-5ARL] I, A750% ofst Eay$iol ot Sajuigaid-e
o] ofjit & Fejof TSt HE A71RCETHFE Foll 2 F§jo] I7tEADof mE &4
Ao g WA= Aol ofyel T A72Z2(E AL AT BA S0 whel &3
HFAA7E gofAtol A FJREE vH]= Aot

9 M194% - F-gof T3 HE) (HE A128443, 2014. 11. 19, EFH/NAD)
A242(F2 - FFETOR A3 Fo| ) oS 7 59 oL Fhutof st Aot
TEITFEETOR Qlst] aFRAE Ao 0|24 3 49 1 F2FgEE 5ol 27
Hta F2-FFUY SolA Sdidt Zalo] gl wols I FAE AEste] Ty,
2602 5E A208271A) 9] & HHTAY WAT 4 STt
1. Al4zA3ge| wet §FGAdste] A3t e F2AE FESHAY A =X & g A
2. A3zA1Ege] et FRAggEE 3 A

10) SFolgo] B3 HE (HE x1]13106§ 2015. 1. 28, AR A
ZﬂSXJZ(*HA o 5o tish W) Ayrgo] H%ﬂ SEEAA oS ZF 59 o=
slte] sl st STZHE = Sa9A ile A sste] WA A4t L3)ek *W(?E 5ol
giste] 1o = Foigh Bl gl A I YA WA Asl(EE)el it
FAHN LS A 2] ofhm Apgo] EH?SP 04*}&“%13 ZrAstc) <714 2011. 3.8, 2011. 8. 4>
1. EPQ Zk o] ol gle) sgalA] ofyst= A7t 3 S A A
7t SEEEARAL
L f 4?&% Algozo] w2 Auko] A 2] @A), M19z-go] B3t HE, A0

zo| & gl 5 & Wl wet % A AgeFE 7H 2
2. SFYEFTAAE ‘ﬁ—‘%#!i Zo] obd uj Eolo] vke W] Ei= 2129 H|oA
0;14&

3. AllsupEof w2 SFAH ] AlFoRE 7H At dFed Fol obd wof 3 -SFA A
HAERA 2011. 8. 4]

Z|= A 3



AlAlaL ™ g
LI A3 AL9 2.0 Ajar

i
ofl=et ol Zol G diwdolu AEvldd ol et
gujR e ARt 4l WAl A WSS FEstAY AleFAAL
7F 71 Hi+t2 FARE SfjoF she Al Aol YA T]oll= ool
U Aoz Holrh

ol wlsto] 2005 wmlmolA ARE  FFTHHI BAgTHH,
(Public Readiness and Emergency Preparedness AcDS 7l tf-g.a10]
U AEEEddgel dinfsty] #1gt i+ (Countermeasure)i} o]
A A 1A S T Aok o] e v=dilAd Ald2E
:

=1 A7 2 EX|(42 US.Code)o] HYILH & 20134 3t 219 7HA

< AA A HEEA 1 7| FAsL glom, 20149 12¢ 3Y
o=k HAZAE(US. Department of Health & Human Services)= 3%
2

2 Bl TiE o wheh AEE olEet viole s WAl ARGl wE

®
3 919, @A Ao WA WA deiw, OE HY WA He

el @WA Aol WAl obg FAo] sl Avna G QU A

11) http://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title42-section247d-6d&num=
0&edition=prelim(2015. 2. 16. &)

12) http://www.federalregister.gov/articles/2014/12/10/2014-28856/ebola-virus-disease-vaccines
(2015. 2. 23. &)

4| wegEA



AAHE

7h ©X Q] FAof ot AL

)= HASAIE(US. Department of Health & Human Services) %3
< =Y A= SEEA stAY Ee Aol HEEA & dEet A
o] Qi BTl AW EE Eel ofdl 4T Tee A%

E =
off A 54T MUt E= Fol &3 AFFA AT A=

Lt S MY HA| CixHm2SXhet iS4t

ol=r TFFdiRat vjAgiEE o wel o] HAEE mE SR
(Covered Person)+= W]|=rgH e} G5, AZAXHAD, F-5 HAHTEAD,
718 A F A Program Plannen)(THA]), ZA| - Fof - 2 Eof gt A4

13) 42 U.S.Code §247d-6d (b)

23=Mn- 5



o Mt

T

o

AlAlap ™A ﬂv’

Lt A3l At 2

7}

I

>

r

al

e Al di=lel - Akg-Qleld. 19

5

= AHEAD,
BT H s of whe

4

I HgiH o] B

H

g

o

[¢)

31 317

[¢)

Az=d2h 2=el, <

o v "

| .
=l

T

X
=

]_

o]

T

=
T

AR o] A

o]
s Tt

TEotal Q= Aol W

=
L Tok

=
o

T

E

71
we} s

L
T

E

=

At Eo] wMrEA7t FuE 7|7F Yol of

1)

sk At

sfo]

&

L Fo EL A}
I, B Aol Bt m

°

=
[

o

77t

]

g

T

threre] 44, 7

1

T

S

Bejo] WAL Wl

A,

Ak

gk o

, AA -

Ado. =

}
15) 42 U.S.Code §247d-6d (@)(4), (3), (©)

14) 42 U.S.Code §247d-6d (D)D), (2)

o, =, 71 A



L BE A7 HEHUTHO tRo] thgrhy A AxA B f
A

IR0 Aol Faol A HE AR ofdx] ofio] WAl A

7] Bt MAEL, e Fofshe Aol A4S 2% AolAu
7S GREYA] HPoli Bl A Abgoleka HuFet Tl

Foj2 We ARl 1 ghees Foltt A9olw A7) H77t W

o Y MY HHrlel o8 =X

T AbAel BRe] b Aol ofs) wask: EHAgnc
A o YA AYAES FAste] mH PHASI] tiT 2§ ¥
918 3] T, B 25oAE ARG sty UG F

_,d
S~
s

Aol ofs) waEAD Zpzhe] moja SPHaALIel 1L 97

l_
atofl et gl disiMe AME A9 e ol A Aol Hx

16) 42 U.S.Code §247d-6d (a)(1), (2)
17) 42 U.S.Code §247d-6d (2)(4), (5), (6)
18) 42 U.S.Code §247d-6d (c)(1)(A)
19) 42 U.S.Code §247d-6d (c)(D(B), (3)

= I



A|AL} 78 Ay 4

LI A3 AL9 2.0 Ajar

g Jlez Helt oo disides n= JHAgolME gt HA
Fojghe HhEo] UR1aL20 fEjuEie] Aol AT HH Fojof
mhE dad SR} AFAR; 5o o8 w7 AlelolA dwE =97t

" Ao welrt

20) o g AllEA|e} Aw7keo] Hdistl=dl, 4o T 429l Edward Kennedy+=
“AlersAtell G Aeanks AES = Aokl HWsHGITh B. Kurt Copper, “High
and Dry?” The Public Readiness and Emergency Preparedness Act and Liability Protection
for Pharmaceutical Manufacturers, Journal of Health Law, Vol. 40 No. 1, 2007, at 65 note 4



0|29 "S3chAnt dlAchtH,

EA nl=te] rEaoiaat nlaoiE

2005 wl=r o3l = G4 A didlel wE =wl Al digt
sJele BAsk et Hel el ulsh] Slstel BEraz
H] A 8] %8, (Public Readiness and Emergency Preparedness Act)2 A&
sttt o] HE AU A42H =9l A7 2 EX|(42 U.S.Code)
of HYH 5 2013 3 A NHESE AA &

24 1 7S

o] He] 8 A ulaAHA A42H A247d-6d%(42 U.S.Code
§247d-6d)2Vol| A= T/ HAHeIY AAEeH4] H ol diu|str] flgt o
oot (Countermeasure)3} o]of Tt 2] WA 4 Fi1 Qlth

A o] ol whet Qo] WA E= ‘¥ X FAF(Covered Person)i= U]

dRel FEY, ARGAHDAD, F5dAHEAD, 71 AFETAHSE

A, A - Fof - Aol tiT AAe st 2KEAD, siw DAY HiE

2D (F9 %=
22) 42 U.S.Code §247d-6d
(1) Definitions
In this section:
(1) Covered countermeasure
The term "covered countermeasure" means-
(A) a qualified pandemic or epidemic product (as defined in paragraph (7));
(B) a security countermeasure (as defined in section 247d—6b(c)(1(B) of this title);or
(O a drug (as such term is defined in section 201(g)(1) of the Federal Food, Drug,
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and Cosmetic Act (21 U.S.C. 321(g)(1)), biological product (as such term is defined by
section
262(1) of this title), or device (as such term is defined by section 201(h) of the Federal
Food, Drug and Cosmetic Act (21 U.S.C. 321(h)) that is authorized for emergency use
in accordance with section 564, 564A, or 564B of the Federal Food, Drug, and Cosmetic
Act [21 US.C. 360bbb -3, 360bbb—3a, 360bbb —3b].
(2) Covered person
The term "covered person", when used with respect to the administration or use of a
covered countermeasure, means-
(A) the United States; or
(B) a person or entity that is-
(i) a manufacturer of such countermeasure;
(i) a distributor of such countermeasure;
(iil) a program planner of such countermeasure;
(iv) a qualified person who prescribed, administered, or dispensed such countermeasur
e, or
(v) an official, agent, or employee of a person or entity described in clause (), (i),
(i), or (iv).
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(a) Liability protections (@ AY B3
(1) In general (D) L9RAE
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law with respect to all claims for loss
caused by, arising out of, relating to, or
resulting from the administration to or
the use by an individual of a covered
countermeasure if a declaration under
subsection (b) of this section has been
issued  with respect to such
countermeasure.
(2) Scope of claims for loss
(A) Loss
For purposes of this section, the term
"loss" means any type of loss, including-
(i) death;
(ii) physical, mental, or emotional
injury, illness, disability, or condition;
(i) fear of physical, mental, or
emotional injury, illness, disability, or
condition, including any need for
medical monitoring; and
(iv) loss of or damage to property,
including business interruption loss.
Each of clauses (i) through (iv) applies
without regard to the date of the

occurrence, presentation, or discovery
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of the loss described in the clause.
(B) Scope (B) 1Y
The immunity under paragraph (1) (D] T2 HAlE Eoih= fls4to

applies to any claim for loss that has
a causal relationship with the
administration to or use by an individual
of a covered countermeasure, including
a causal relationship with the design,
development, clinical testing or
investigation, manufacture, labeling,
distribution, formulation, packaging,
marketing, promotion, sale, purchase,
donation, dispensing,  prescribing,
administration, licensing, or use of such
countermeasure.
(3) Certain conditions
Subject to the other provisions of this
section, immunity under paragraph (1)
with respect to a covered countermeasure
applies only if-
(A) the countermeasure was administered
or used during the effective period of
the declaration that was issued under

subsection (b) of this section with
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respect to the countermeasure;
(B) the countermeasure was administered
or used for the category or categories
of diseases, health conditions, or threats
to health specified in the declaration;
and
(C) in addition, in the case of a covered
person who is a program planner or
qualified person with respect to the
administration or use of the
countermeasure, the countermeasure
was administered to or used by an
individual who-
(i) was in a population specified by
the declaration; and
(i) was at the time of administration
physically present in a geographic area
specified by the declaration or had a
connection to such area specified in
the declaration.
(4) Applicability of certain conditions
With respect to immunity under
paragraph (1) and subject to the other

provisions of this section:
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(A) In the case of a covered person who () EIA} Horks gt} B
is a manufacturer or distributor of the g ARA} Fe GEz10] Ao T HAl=
covered countermeasure involved, the BNO9f 4% 279 F3st= Aol
immunity applies without regard to 3l 1 h34THE AR B Eojgi=A]
whether such countermeasure was of Lol TA|%lo] A-gelct.
administered to or used by an

individual in accordance with the

conditions described in paragraph

3)(C).

(B) In the case of a covered petson who (B) HIA7} otk thgathe AR
is a program planner or qualified person F= FEofah= Ao Hoto] A4S 24 2)
with respect to the administration or o[ AU 7|3 Eeuatol AL wA| HY
use of the covered countermeasure, the 5 JESA} 1 glg4tto] QX0 4
scope  of immunity includes ¥ 2A0| Halol= Alof tis AR =
circumstances in  which  the Eojgitiy Agkol ejake] o2 Wl
countermeasure was administered to or Ao, Altef| dfsf 1 gtk AR
used by an individual in circumstances L Bt ASRS 2aksit

in which the covered person reasonably

could have believed that the

countermeasure was administered or

used in accordance with the conditions

described in paragraph (3)(C).

(5) Effect of distribution method G Y 129
The provisions of this section apply to o] 9] AL HTHL - 24The: 7|2
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a covered countermeasure regardless of
whether such countermeasure is
obtained by donation, commercial sale,
or any other means of distribution, except
to the extent that, under paragraph (2)(E)
of subsection (b) of this section, the
declaration under such subsection
provides that subsection (a) of this
section applies only to covered
countermeasures obtained through a
particular means of distribution.

(6) Rebuttable presumption

For purposes of paragraph (1), there shall
be a rebuttable presumption that any
administration or use, during the effective
period of the emergency declaration by
the Secretary under subsection (b) of this
section, of a covered countermeasure
shall have been for the category or
categories of diseases, health conditions,
or threats to health with respect to which

such declaration was issued.
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(b) Declaration by Secretary

(1) Authority to issue declaration
Subject to paragraph (2), if the Secretary
makes a determination that a disease or
other health condition or other threat to
health constitutes a public health
emergency, or that there is a credible
risk that the disease, condition, or threat
may in the future constitute such an
emergency, the Secretary may make a
declaration, through publication in the
Federal Register, recommending, under
conditions as the Secretary may specify,
the manufacture, testing, development,
distribution, administration, or use of
one or more covered countermeasures,
and stating that subsection (a) of this
section is in effect with respect to the
activities so recommended.

(2) Contents

In issuing a declaration under paragraph
(1), the Secretary shall identify, for each
covered countermeasure specified in the

declaration-
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(A) the category or categories of
diseases, health conditions, or threats
to health for which the Secretary
recommends the administration or use
of the countermeasure;

(B) the period or periods during which,
including as modified by paragraph (3),
subsection (a) of this section is in effect,
which period or periods may be
designated by dates, or by milestones
or other description of events, including
factors specified in paragraph (6);
(C) the population or populations of
individuals for which subsection (a) of
this section is in effect with respect to
the administration or use of the
countermeasure (which may be a
specification that such subsection
applies without geographic limitation
to all individuals);

(D) the geographic area or areas for
which subsection (a) of this section is
with

in effect respect to the

administration or use of the
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countermeasure (which may be a
specification that such subsection
applies without geographic limitation),
including, with respect to individuals
in the populations identified under
subparagraph (C), a specification, as
determined ~ appropriate by the
Secretary, of whether the declaration
applies only to individuals physically
present in such areas or whether in
addition the declaration applies to
individuals who have a connection to
such areas, which connection is
described in the declaration; and

(E) whether subsection (a) of this section
is effective only to a particular means
of distribution as provided in
subsection (a)(5) of this section for
obtaining the countermeasure, and if
so, the particular means to which such

subsection is effective.
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(c) Definition of willful misconduct
(1) Definition
(A) In general
Except as the meaning of such term is
further  restricted  pursuant to
paragraph (2), the term "willful
misconduct” shall, for purposes of
subsection (d) of this section, denote
an act or omission that is taken-
(i) intentionally to achieve a wrongful
purpose;
(ii) knowingly without legal or factual
justification; and
(iii) in disregard of a known or obvious
risk that is so great as to make it highly
probable that the harm will outweigh
the benefit.
(B) Rule of construction
The criterion stated in subparagraph
(A) shall be construed as establishing
a standard for liability that is more
stringent than a standard of negligence

in any form or recklessness.
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(2) Authority to promulgate regulatory
definition

(A) In general

The Secretary, in consultation with the
Attorney General, shall promulgate
regulations, =~ which  may  be
promulgated through interim final
rules, that further restrict the scope of
actions or omissions by a covered
person that may qualify as "willful
misconduct" for purposes of subsection
(d) of this section.

(B) Factors to be considered

In promulgating the regulations under
this paragraph, the Secretary, in
consultation with the Attorney General,
shall consider the need to define the
scope of permissible civil actions under
subsection (d) of this section in a way
that will not adversely affect the public
health.

(C) Temporal scope of regulations
The regulations under this paragraph
may specify the temporal effect that
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they shall be given for purposes of
subsection (d) of this section.

(D) Initial rulemaking

Within 180 days after December 30,
2005, the Secretary, in consultation with
the Attorney General, shall commence
and complete an initial rulemaking
process under this paragraph.

(3) Proof of willful misconduct
In an action under subsection (d) of this
section, the plaintiff shall have the
burden of proving by clear and
convincing evidence willful misconduct
by each covered person sued and that
such willful misconduct caused death or
serious physical injury.
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