JorgE

Tobacco
Free

2018 FaLLVoL. 17



sosraLvoL. 17

- GRRE
Tobacco
Free




= X}

7|g=e 0?2

7SR TN RS O] HE2| 0foH
: ‘HIE (menthol) 7HIE £402

|2 CHE GP3 Korea

ﬁ-‘HE—E— 16

MES I=HLSTNLE 275X EHEH 5¢7 |2

=

B F7=E A H R EE S - FCTC Ml 9X & 10

3 SHImE A0 00

O[0|ZA AHHIE Saif 2 012 YKz SHiFIE (MRTP) S2 Kz A4

291X /8iAkS Y172 University California San Francisco









2 7tkettl A st 0j= HE2| 0ol
: ‘HIE’ (menthol) FAIE A2

00
[ u]

vl

|2 LHE GP3 Korea

7FFerl o] P2 AEQ vl g Eol L ARE FolFo] FAY AFS HA F =5t
o} 53] AU E] 52§80l 7|ooke GTS Sitt. v= Aol 3= 200949 H
—‘%’, ‘ﬁiﬁc} 2 Aefgt 7o) AlxE A6k 1y WES] H7HE o185t
A= HH clove)Q] H71H= ARtel= AlE Ao 2Hatgich. WTO Hd2 20124
HE UHH T & - 8otHA = FF S FAISHE 2A]& A olojA =A| £
o] ettty 2459 E Aolct. 22 FDAE WE Juirt S 47 sk
T2 ol HA vhETHe B A AT Hig o & 7Rk A E Eeele = EAt
ZWAIske] -2 A Q. vt AR AR GA| 71t MDA AT A] 712
HE 2l E 2goks i 71Fal A9 Hli(sales)E S Aok 2EE B
20184 6955 Algstar Qlot. Tt -2juetoll= 7Rl A7 AR 24
5% 9o} WHO FCTC A|927} o] 8= #] k11 Q)= Al4o|t}.

Y rlr mlm

1. 7t EHi2] Feld

7FFaHli(flavored tobacco)= "HHll AlEol E+2] =7 & thAl S4Bt} Fol
Ues 20| F& 55 d7IR gl ook Fa7Hd7EeH S oM =ARI= A
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Z7H( harshness) A A5 W2 (attractiveness)S FAA] A FHIARE-S 71, §-4]
SHA| stEE FAAte] A7 H 35 H 0 vl sfieto] Artal & 4= Ut 7y
= FAAE0AE &35 FeglE S gl vl o] SAX Eh(power wall)ll
= TR 7IFEEEe] AL ot gHigAREo] 7HFEES sk RS o
et d¥ o] DE(filter) ol a7t 234 A2 HaS WdstAY, Ede =9
A Fololl= v FEeS ZXSHAY Yl A% AAE Fro GIAY FRE E
ARttt R Hxpguloll= U E -G oyt ARl =0 FuE H7Fohe A
= AMERIHE

HHISAL I FEAS B0l ER1gH Axt, 77 A S AA E(starter) & S ESHA
stal, 715 Foll @71= oA A= At doll 282 & AR A=
o] Ay =] o] Zrh= Aol A7 & Fot. = 9] 73—‘71 ] GHlSjAEo] 7HFEE

S A22 0 2 FUIst A7 F2 4915 (young adults)& 2 71 o] T &
o] F5 ottt T2 2T A A éﬁ:kﬂ(13~18*ﬂ), A= /90(19~24A4) E
3(25~39A)2 t/F o2 71 ul ARG - 914 - Bl E AR A3} 71eFl 7t
SAA = MR = F-o] Rt A WA A E ]I

ot 7 E S gl Y] ARt v 2 A A E 4717 w2t 7
A F= sfetolut ARGS =71A] X5l 37| 752 St 1B e R 71k
HH = IRt F9] S7h= E@HlY 54 =4S T Ao Tl= AHE 7P A |
T 20179 1€ ol A Al e = Hedrl 295 AR H =335 e dis &
A5t A F 128F9] 71FEEo] ﬁ%ﬂ AT ZiFEEizE vl Wi 85 2ol wiA|
+ FI8/d-2 FDAL QIAJSHAL Ql= A 0.2 HRlth Vo= if F-4 Q1o A W= g7t
SR |53} Slore the o) AL ATHE £ 7R 4 2l 20139 2At0] w2
o HA F9AA % AT W Tl o} 8RH= 12~ 1741 56.7%, 18~254 45%=
Ueht}. Aol vIaiA HL 50] WS w45 oA treRde) vl O dE
T SRR 512 6~1071910] BHS HFH 02 Anjoin R Quk ek A ¥
o o 412 Ve O3 Rtk 1 0uet Ho] M Ho o] §xjeld] 1 7he
1199k o] 4103 Al H4dEolgieh Mg TS Ugue Ago] 4
714 At F FEA7H 2 GBS Qukgule) 100 vlsh o Eole 55 Had
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2. 0= 7I5SQ0Y 2 HilAxE2 LHiE

20009} 24t Bt FHo] o] F717E o]oj A= wtoll= FHliatd Al o] A
Hit] &-50] SAIFAL, TR AR HA S| A A FAIE =Yt 1By
Qupup A 7o o] 224 AR} A} st HETE EHHl 7 S-S E 0] vl A= sfiete] &
ASFAL 20099 69 A Heto] = Uk VHEEAA Y 2 Sl AE (Family
Smoking Prevention and Tobacco Control Act, ©]5} Ell#AIH)< 34 95t gl
THA 22171 7’ B2 FDAOY F-ofsk3itt. s M Eo] wet FDA= gl Y E

H e = A, "uliAlze] AR S, JHll AlE 2ol AalE A, =H

AHFAl ZoloFE SR H(Federal Food, Drug & Cosmetic Act) A907ZF0] 9]
3 4% v AHA 21 U.S. Code §387gS HHll A|l&9] #F(Tobacco Product
Standard)ef| tigt o]t} Gl AlE 2 Z ol 2ok GujEE A (Special Rule
for Cigarettes)7} 7FFaull fAloloh " 71 &2 AwEH “gHlifAHo] A[33=]aL
370 o] THE il 4 ojd LHF(AZx, TE E= FolE Tk 4=
(constituents)—H7]9] FAAAHEES T—TF L= A7HE(additive) 2 7FaK(flavor) S &
oA = Qt Hot FAE = 7FFEEE Aol AU ARAARI T, B, e FAE
oltt, FA o 7= "TY] X QAR HH clove), A|LHE, THRIofE, vide}, Z3
Y, Az, 750k 253, A9 Be Ay gF o] ZIEH

ofof] webA] wl=ofl A= 20099FE AlEolu 7)ol 543 3Kcharacterizing
flavors) ¥ gl A9 Al 2ot whif 7} F A = 3L Qlek, IZAIT AR AL F
= HE 2 AE A= g = o] Jlth " T A} w|= tfFE o] A oA HlE "l
A 7 4= om g AH|E I Q= AAolt

ol A F] 4R = A7 AIE AL =21 U.S. Code §387g& FA14 2
B AT EA}L FDA= AA], GHl] A&l ARS-E B2, U ES Bt ofeH 415 gHl 4
2O o2 AIE = Ak B4, Lt HiEE0] 9Hle] Fol S E o o U RS Gl
SIAEOlA Hl AlFe] olEan 9 QP T Bt AP EES 3T R EF
g 4= Qlok. vl5-2 WHO FHl-AI71 2 HECTC)S] o] P F-E l‘i—%}'a}xl Ak
ol AlF2] AR B A7EE gt A AL 9&% & HAIER
HHFA9Z, 1029] W& tE40] sl = QU

o[n

>,

l«

Ol

06



WHOS] FHll+#A1 71 28 HECTC)Z 71 2 A7He-E 23 gvl] A1) A=l of
St AT FAS B ek FFA9X, 102 D FdY 7lo| =2kl ghfe] A4

= A Htest) - S8 (measuring)StaL Z10f T 1A S A8 A2 ¥4 - 9
] - YA A ES A BT AL GAEONA 86k Qlet. B Fek Aok ok
H/dE(contents)d] o= THiQ] 98 Ax(ingredients) ¥ 7FH(flavour) 5 37t
E(additives)o] ZFH T s A gt Tt -2ubet gAY B A uAdSH
W& gl AlEoll 7HFE A 9] H7He S AIsHAY AgtekA] 9 ik

[‘_’E rol

iy

3. 7FFEtl A2 B2l HE Hl

HE2 oo gl AlEoll 7P 3 A AR E = TIEE Aol HER EA|
o EHl AR ok 2t At gl Al ESol e A7HE e EiH = H(C10H16)°0
Eohe EEZ0] $EAE-S Lot f2o] FAAe 3 Al dolM Al =7
SRR -SA 0l B2 AlEo] vhHlE EE e 17]7F 78R v]A= A= L7
A oA "t vl= 98] 200999 =4 E 7HFE ] A HAdelA HES A €
oF. ey et A Al @i d A2 obd ] flE Ful ol 1A o= A e
TAA (referral) S #olt}. 1 E = WE FHl7F 7= #8H] R8sl do] S8

e
-

)
=2 3

o] 2]3t Hlo|&lE 112(considerations)dto] 714 /ol ZAZ S Qi
TARE W7 off= AE7HEE 749 SiAI S E S UE] o] B 1A S )
2 BAER R AJTo] FDAS} Folsto] AAote S =]of Qirt.

I FAA AR o237 gk, v) = Au B AE A B G Gl A S ke A 9 9 3]
(TPSAC)ONA| Wl E Hli7F ZFHE ol v x| GgF—olbs, otxa]71A u]=<l, 5]Ad)
Y, 7|eF &%= Q1] Fff 0|85 ZRAFsto]—of tfgt R 1A} HTE @ T 4= Ut
s 9h3lE B 1M 24 o 21 U.S. Code § 387g2] 3)3E0] #4% (2)3)(B)
() 2 b)FEo] 743 HEES FI=A] 1 sfjopgt gict. 1

VAT AEA P8-S AT EH A FL AR D8] = 1) AL} B F AR e A
X = AT WY, i) 7129 FAPL I E S 75 (likelihood) 2] S7HeF 4
off thigt Tk SA, iii) HIE AR g 197 AR 74 9] Skt A o
St kel FAE 1Esjok 3tk 27 0R iv) 7€ d AF7EsA, v) AlRbE gl A
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3} giste] A1ZE E JRE(R AEo] 4 FAAY] Al v A& B2
) Tesok gt

229 meisto] AAE S BTAIES|UB|0] BN A0 Y
FO| E2' S ALY I3 Ev7} Hek, A AEa e} o) Gl AHS B
o] vk gl A B0 Akgo] A H Tl o) WAE AHshs Yol
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4. il MiZ2| Z=1t 7rF el 2| X

2l A& FF(Tobacco Product Standard)S AL, Euf A& A4
B EE= AVES #AI5HE Aske ARAlZE ook sl H(Federal Food, Drug &
Cosmetic Act) A|907 Z0f| whehA] B AEX] K AT Secretary of Health and Human

Services)ol|Al itk

A3t Z3bstar Qlot. ?Xﬂﬁ—‘li 1) %’fﬂﬂ A& Y2 ?l S (nicotine yields) ii) @ HH
A79] A Ee Frolet Bl /38R A T AlA i) BH 4719 A E
I} gl AlEel AAE 242 e A=, HAEE, 84S (ingredients), F7HE
(additives), A E(constituents)?] ot #FE AR 5Fo]of s} !

5. Mgkt A WTO oy

)= Aol A= ZFgehel 7hed WEo] 7l AlEe] A2 w585
+= B H 3K clove) BHISY] YT} Tl = SR E 22 Q1T #2008E-& 2 $-5t0] H]
1ol Al QAU A|obAl el H-8-80] 90% ol/do] L v 29 Faf 2] 529

Fourt. Ao A eetEre A7t dohe 5404 1 olgo] feiE 1Y
(Kretek) gz Aol 'JH clove) o] 71 G EA] o] =4 k& Wi viHEIE
W FA=(eugenol)& Z3F5LAL itk 2009W = A 22 7] A=
Qlste] A FHfAI -2 A7 | AFFAA = At vl= W 3 Fu Al oA E Q1=
YlAlok= wl=o] gl AI7F AP 22| 2 A gt 2pd x 2] o 5k g shE it
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Z7451 WTOo| Al43FATHWT/DS406/R). WTOO] A4 e a2 A5 4
U 8= 17} ChAF R of] AA|51A] Q= ARRHEo|th. o] AR ] et 7] o] &
RE T2 79 71 A AF(TBDOISI TBT= Hedt 71&4 V&L 87
Sto] =9 *o“* U Aol A sk 225 FAIRH
)= 7FFe) FAE S8 WTO B4 BA0lA & =+9] -2 AAgt Aol B
Ak AL HAlok= vl=oAl= HE FHle] w7} 585 =t = E71 QI A
obit gkl e] Tl FA=E A2 Pt 7& Aelo|1, T3t Eefgh th-P(less
favourable treatment)g}al $3ct. ¥HA, v £ EE(USTRO)S] 42 (1)
Fuil7E Aol A 591 Y1 (unique risk)stE & FAE FAS At T
# E&(legitimate objective)o] A FHAH AN APES Q54| Aokl ()9
A= gl S SR HH GAIS B8t Tyt Dart sold 937t A (3)
ul= W geloA] Eejo] FfAle] AR 24 WA 3t %k (conditions of
competition)= ot 2= Zo| ATt (4)uhebA] v vl=o] grllotAl 7} el Alx
=(origin of product)= AF#sh= A& 7 B2t 79 7|& 4§77 k2 ot
Yeh= Aol et

@)

a3 1 gEE M FHshks 0= Bl st WTo2| Ty ™

(=

/, WORLD TRADE
/, / ORGANIZATION Seq
Home About WTO News and events Trade topics 'WTO membership Documents, data and resources WTO and you

home — trade topics — dispute settlement — the disputes — ds406

DISPUTE SETTLEMENT

United States — Measures Affecting the
Production and Sale of Clove Cigarettes

This summary has been prepared by Current status backiotop &
the Secretariat under its own

responsibility. The summary is for

general information only and is not o Mutually acceptable solution on implementation notified on

intended to affect the rights and 3 October 2014 ©

obligations of Members.
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PR 2 AES WTO g2 vl 7HFaH] #A417F A=y AJobit g 3Fel
of tigt AFEAFE] 2} (de facto discrimination)S FAISHER 29 74 A &4
(TBT) A2z 13 flutoletar vy stoit. gl Ao 542 7 7]& gH 474
22190 Fotohs teoAfut oulE 7RIt Hinl s RO 2 A= AF YoM &
2 5HA tf-2-5FA] 2otok(no less favourable)sh= 2 F-E 919tsll L, FAHE(likely
products) A8 ZA|(discriminatory measure)2til W5}, O]
of] ZFASHIATE WTO 347 |4(appellate body)2] EIAE 54 A& =E3
o}

WTO EAEAof A w4t v]=2 ‘?ﬂ% o] TS FASHA L oY A gl
& 5]-8sfopit Aeof 21 H5H 9§ 1S ohA] Al 1=y Alof
ot A= AA FHAH A T 3l %—7—7]?-— Shal gojofl skt L A B
EZXAE GoHA| 2oL 34 489 o] | AAlEoferEe e A907x A
SR9= SR A gt HIE WTO wide] 27| vl= GHli+AlE Hastes o
SA= YAV FDAZFHLE o]l thit 4] o 55 Al aske A7 |17 = A2 25
off EQlr}.

E
lo
£
ifiv)
19
i)
o

J% iﬁ
ﬂ
[
ol
N

6. W= Hill #XE AEsk= FDA

W EJF 4F-& SIHE(minty-tasting alcohol compound)©| 7135 BHlE SAA}
7haol 855717 H ol FAHES U O E Fieche ol Y¢S 1L dut
Hi 2 o} Sl F ok H8HE] SAE ©2 FDA A7 B3 A 7F 20136 WHEE otV HE
v of -5l of] Thgk a4 A7} S A} FDA= ol & EX = W= FHljo thet 4]
ZAE EAX 0 & FH|oHL Q= A0 & HRltk 2018W & FDAY] =7 A% 1 5H
(Scott Gottlieb)& H 4l F0] HHll A& R57] 2l W= 5 7HFaHi o] 2o
-35k7] Azt Al S-S HESHL Q3= Bk

2018 3YRE FDASH EAEARHHS)E ARl 7 4
(Regulation of Flavors in Tobacco Products)E 3t 571 A4 xS AP
ok U7 A R A A7 A AP aLR] A= 2018 39HE 9092 24
FTH7I7 e 2 AT USole 195 B F7H= SAsHAn. ol = gl Al&ol 7t

)1:
E]

iA

[e)
=

El



3 2 FDAQL HASX|E7F AYHR0| SuIst 7HEbl 8 YT AMHX| Xt

FEDERAL REGISTER

The Daily Journal of the United States Government

_ @ Proposed Rule ll

Regulation of Flavors in Tobacco Products

A Proposed Rule by the Food and Drug Administration on 03/21/2018 F v
o] AGENCY: Printed varsion:
S PDF
Food and Drug Administration, HHS.
. Publication Date:
03/21/2018
o ACTION: o
2315 Advance notice of proposed rulemaking. ECos g Soionsiod

S R0 FA7h FARR] THALE-S Zol ALk HZPAZ 4= Tt Tt o
2o

2, Fole, A5k, ek g ofel Baelsich o] B ol
A AR AP 1A ANPRMY A 5§ 717 Btolis - 7-E7] 1%_@011 A7) AL A
3719 A5 5 Ak FDAZL K Bl TAIE 918 B0 S asE A0S AT

A2 YA HES 7l A th/dol A7 H = 0= O]ﬁﬁﬁ ATk,

~

DS AT F12E|2] HE HHl =5

w0l Al QR ek offe) F B Reh AR J1rg o] FeEl whi A

9] T FAI5H] Y3 €52 A1 otV ey v = AEE A
(Federal preemption)2] ¥Z&lo] At & YRR AGHO] 4] X 52 ALY H

Eoll A=A gz A olA Rt 7hsstet. 20099 14 93] 71 gl A & Bkl
A} -8 A= B E 713F Gl A& 0] W& FA] 5+ 28 (ordinance)E 3-E 53t}
oo, Tl BHtobacco bar)= Q24 HlE, WE, YU 19, A3 HHiE Ak
oot FHli AR 7 A7 A e B (cigarette)ol] RAFSEAL AN
oL A7Fd R (cigarillos) G A17F Al A= o] A -] 7E&A] 2= 7R
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v} o] o] A e S 8Nt ofy et =g, e, U4 'Hl 5 A7) sl
% AE7HA)(all flavored non-cigarette tobacco) 5t T 1A} vt Fghu
SAHUSST)= 7841 287t A gl A el |5 | ol7] diol Faghr 34
St &5 AYA YA 252 A7ISkATE Y Ty A AR A2 A

AL 7EA 9 gl 2= ATl Al H4S R AW Ao Fdsh A
O] {1 & oA A gr=rtal w5kt

2018W0fl= vl W AAATHA|7F WlE HHfje] B E A o2 FA|510]
29 F5S B MITAATA] 7REl = 7iFE] o) F2]of et A3+
(Health Code: Banning the Sale of Flavored Tobacco Products) Z#|E S3}A]
t}. o] & AM(proposition)> HE 5 7IFEZ o] H7He A 2 154 EH
el o] whfi(sales) & FAIRIE META|ATA] 7R El= 11902 9 A=

A3](Board of Supervisors)7} AR ARTO]] 45 AFA| A& GFsict o] & At
2 FUEH(referendum)E AAOF Fadd o= A=t 20184 6 AA|H F11
O] A1} 70%°] MRS %491“4' & Zdof flRtete Al A= 997t
v W ALG O] 51715 A & 4= Q7] "ol FA=-9] Aste] 6] 7o Ao s
Koot

re

do W M

-

ol -lm

THE TOBACCO

NGy Y KA e T GANDY.
AKIDS MENU. | 1rT0BAGCO INDUSTRY
mnﬂb‘mu:ns
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8. =W 7rtEl M| == AARY

152 WHO FHll7HAl 71 2 HFCTO) S GAFR & otH 1L, & For& HIESHA I = &F
WO 7hFEH] AZE 20099 FE FAI5k= YHA AdehS Wid B )it} FDAE
< W= FHle] ol /doll tiek ek Ao 7] 25ke] WE Bl Aol A
17] Y13t 4] AAE AR 2L Qleh. FDAE Bl AlE9] 33 44, g Jo A&
ool 9 F-EAIR 5= Eote] 7IgEH AlES A dekE 7ML ot vl W |l
E Huj9] H|S-2 A gl AR 55%E AFA[SHR R, FDAZL HIE Huo] wuf &
ZAE Y=t G 2H| e of At Y= vl A o2 Heldh Yo7} oj=
T AFFAFAYETAE D A= S uete] G 4] ol = 7 A1 k= 5+
A 2 Aot

SF-2ueh= 20059 5€ol WHO &HllAl 718 SHECTC)= HIEsH o™ & A oF
of #H vFT FHlltAlISS HAIS} stofof sh= o5 FEstal vt JHliAl 7]
ZHFA9ZE - A10Z£ o] F7to| =Rl A= HHll AlE2] 52 FFA17171 -?4“5']1
ARRSF 4= Q1= A B (ingredients)2] AFE-S A EX= A|3H6EE 1A S0 g} 11
1&12F¥vﬂ%47£hﬁ+ﬂﬁﬂB&Lw?&:iaimgnmhwmﬂ%%”
SEAL QUet ol = = rlo] 7 of| Al ARl 7R A 7dol| Hieh J s Al E 875kl B
7V“ﬂ91¢%§'ﬂa”liﬁyﬂ)‘°kblﬂ7}ﬂtkllaﬂEEégFaib%ﬂLﬁ*ﬂﬁ
7¥eFel e Al VHRFEE SR AR foloh o] 232 A E B 1A
B2A 71FEA S H7 A E F A0 A2 obd ok ot 7HFE o] Algt glo] E¥
9 FAY AApaiof 7] of Al FAL2 A7 2 HEFCTC) A9ZRE ©]
Y A FE AW A 0 & FIFSE 4=

\U

i

)

rat

AT25

[11 Flavorsin Tobacco Products: What are the Potential Risks and Benefits to Public Health?www.fda.
gov/TobaccoProducts/Labeling/ProductsingredientsComponents/ucm611737.htm

[2] 202 RE £ M358 _2016.6. St=ALSRNLY Ex

[3] Kreslake, J.M. and V.B. Yerger, “Tobacco industry knowledge of the role of menthol in chemo
sensory perception of tobacco smoke”. Nicotine & Tobacco Research, 2010. 12: p. 98-101

[4] Zs|71 2 (2016) 7IakEH7t EXIAI S0 DR |[= F&F ¢7”

[6] Hgae|=E2 (2017.7), il W 2s0 7IE8E 24 SF0 fE. ZE He giijolN HdEE
1SS RC HIE, H2tLZ(Geraniol), OLMEAH Acetic acid), S3|9 HWIE'Oil*HIE(I\/IethyI oleate)2

&S 15& 0|t www.cde.go.kr/CDC/cms/content/mobile/02/72602_view.html
[6] Flavorsin Tobacco Products: What are the Potential Risks and Benefits to Public Health?www.fda.
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gov/TobaccoProducts/Labeling/ProductsingredientsComponents/ucm611737.htm;

[71 Menthol and Cigarettes, California Department of Public Health 5/2017 https://nomore
flavoredtobacco.org/wp-content/uploads/2017/06/CDPH_Menthol_Cigarettes.pdf

[8] Giovino GA, Villanti AC, Mowery PD, et al. “Differential trends in cigarette smoking in the USA: is
menthol slowing progress?” Tob Control 2015;24:2837

[9] Fagan, P, etal., “Nicotine dependence and quitting behaviors among menthol and non-menthol
smokers with similar consumptive patterns” Addiction, 2010.105(1): p.55-74

[10] Substance Abuse and Mental Health Services Administration, “The NSDU Report: Use of Menthol
Cigarettes’. 2009

[11] Nonnemaker, J., et al.,“Initiation with menthol cigarettes and youth smoking uptake”. Addiction,
2013.108(1): p. 171-178.

2] Z27 "Gt EAH0YS I3 0= RO A" St 7M1, 2012.4 HAS K| 186,
82-89H &E

[13] 21 U.S. Code387g - Tobacco product standards

[14] Menthol and Other Flavors in Tobacco Products www.fda.gov/TobaccoProducts/Labeling/
ProductsIngredientsComponents/ucm2019416.htm

[15] 21 U.S. Code387a - FDA authority over tobacco products

[16] 21 U.S. Code387q - Tobacco Products Scientific Advisory Committee

17] SHIRISUSIGEAHS(TPSAC)2 129 Y@= FYHEM: Y, S57|, =8|, S48t Ad2lst, 55
= HE NE A2 QAL XA SIR) B HHQRHEVL 721, TR, AHHE E= Uy
2Rl = T8R! 101, U8t SSHE 121, HHIAMZE AHA O|AURAXE 101, ZAT|HFHEHHZE A
OISHEAIX} 121, il B2} OGHRAXIQIC = =L

[18] 21 U.S. Code387g - Tobacco product standards (g) Menthol Cigarettes

[19] HEtAIZ OO EIAIE M (Federal Food, Drug & Cosmetic Act) HM907ZX0] M2t HHEX|R A
SHHiHES HES M W] tsHy SHE FA5H0 i) Q720 01X = ot M S A MO 2 n2{sHof
S, i) SX SHA HHE &S 7ts8 B, i) HIEHAP} HHIE IR7| AEE 7549 3LE
024oHOf S,

[20] 21 U.S. Code387g - Tobacco product standards (a) (1) (A) Special rule for cigarettes; The Federal
Food, Drug, and Cosmetic Act; Section 907 of the Federal Food, Drug, and Cosmetic Act —
Tobacco Product Standards

[21] 21 U.S. Code387g (4) Content of tobacco product standards

[22] U.S Federal Food, Drug, and Cosmetic Act (“Section 907(a)(1)(A)”), a tobacco control measure
adopted by the United States

[23] United States—Measures Affecting the Production and Sale of Clove Cigarettes WT/ DS496/ R
(DS406) https://www.wto.org/english/tratop_e/dispu_e/406abr_e.pdf

[24] 2H0i| TSt 7 | M H(TBT)0l| 245 HE2 SZetRE0A MEE 971 CEtRE A 25 F & (Multilateral
Trade Negotiations Code) 7F2L]| SHLE2A 1980.1.1. 2R =QACH WTO, Agreement on Technical
Barriers to Tradehttps://www.wto.org/english/docs_e/legal_e/17-tbt_e.htm

[25] WT/DS406/AB/R (4 April 2012)

[26] https://www.wto.org/english/tratop_e/dispu_e/cases_e/ds406_e.htm
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o] &, TAAY F T 2= (E DI L.

(E 1) 2AY MXEY RHME 24Z2Y (BR 1 4o, 2018)

._1%* RGEL

Ba|E|4 OHHIEI?*

JEESCL)) (l:larorfgu}q) 2(HIAX])

0.5+ 0.0 0.1+ 0.0 0.3+0.0
;E'l_”g;:il HEEma/HH) HC 14+ 01 08+ 0.1 0.8+ 0.1
ae S12(ma/HH) 1SO 9.3+ 0.9 48+ 05 9.1 +1.03
HC | 18.8+ 2.1 202 +2.3 17.1 + 2.2
AZTRA (g 2HH) 1SO 0.2 + 0.1 NQ 0.1 +0.1
HC 0.5+ 0.1 0.1 + 0.0 03+0.2
UEz2AL2UTEl | SO 6.5+ 0.2 4.8+ 0.7 0.6 +0.2
(NNN) (ng/7fH)) | HC | 183+ 0.6 8.8 + 0.8 0.9+ 0.2
LIEZAMEO0D
'—ﬂié;;; =1 150 | 45+03 32+15 0.8+ 02
(NNN) (ng/7HHl) | HC 12.1 £ 0.4 72 +0.9 16 +0.2
LEUGHEE 1SO 2.6 +0.3 15+0.2 2.0+0.1
WHO (ug/7{H1) HC | 122+18 4.0 +0.2 46 +0.0
xztat OEZHEBIE | 1SO | 119.3 +3.0 434 + 0.6 76.4 + 3.1
HnMe (ug/7HH1) HC | 1936+ 7.9 726 +1.3 103.6 + 0.8
JEEE] 1SO 18+03 0.7 + 0.1 25+ 0.2
(ug/7HH1) HC 79+08 1.7 +0.3 3.8+ 04
A5 (ig/ ) 1SO 0.1 + 0.0 0.03+0.00 | 0.04 + 0.01
HC 0.2 + 0.0 0.06 + 0.00 | 0.07 + 0.02
1,3-2EtCol ISO NQ NQ NQ
(ug/7HH) HC NQ NQ NQ
QUAFSIERA 1SO 0.2 + 0.0 NQ 0.2 +0.0
(mg/74H]) HC 0.5+ 0.1 NQ 03+02

SEAIg, ol SlAke 27 AJopd o] ohsl hetsich. ) Bl AAghe) B
wo] A AsHA] SIS, AJoF MEOME B4 54 20| s Et delnc 2ug A4
A7} giehs Aol

MR Y A G £ ok, I S gl el e
7h Ik B3], BAM) A7 GulEIAte] 1S we Ago] e, SYHoR A
Hoto] A5 O8] APWL AT ATS-L ol Ao] A7 Azt Kol 7} et
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20189 39 = =P =71EB7F1FHNICE)7} 71&9] A2 7= g 2fsto] QoFet
A v g W

Ho

- 20719 AHLE BMoIRICH, 01F0= Bl AEE &2 X0| 12712, SZHel A2

- Cist S{EH0] BBE FRIEU7H AIRHE|D QOD, SAGHs 7|HO 37 |(vapon)= 22 A
3 RIS Z7f3t

Y TN L= URE2 39 70~84% FE0 s

- ZHO0|M ZHY TAIHHZ HHLE 2, 2219 £ YHi(puffing behavior)S H3tAI7 17| &
- 2 HAEHE E% S8 S017) ST, 20| Hioi 1 gits M2 A2z 2Y

- ZE0f Hls ZHEEAC 2 Qo =25 Sg2H0 sk ®2 HOX| T, MS0 Tt Xt0|7F QL

- Of2fch 2 TAIHHS 78 =22 HMEHENDE O &2 AYS A

[==}

54 AR 4 A= (G 2 FElEo] 1o, Auer 59 A48 ALl 3712
A= FHl SAke] A hE ot o] FX] Aot} Auer 529 #4] ZAtoll= E- | H]T)
38 A= =4 AEH AEE AAHAcenaphthylene).

(H 2) 2AY MRS SYSHE 24 (X : 92 NICE, 2018)
"Schaller, Schaller, Keller et al. AU DI
Pijnenberg et 2016 (337) Lozano et al.
al. 2016 (338) 2017(331)
Tobacco stick Regular Regular | Menthol Regular .
Reference cigarettet 3R4F 3R4F 3R4F Lucky Strice Blue Of;
Puffing regimen HCI HCI HCI Regular I
Levels relative to cigarette E
Nicotine (mg/stick) 73% 70% 64% 84%
Reference cigarettet
Nitric oxide (ug/stick) 3% 3% 3% 6%
Carbonyls
Nitric oxide (ug/stick) 3% 3% 3% 6%
Carbonyls
Acetaldehyde 12% 14% 13% 22%
Propionaldehyde 12% 12% 11% 26%
Formaldehyde 11% 10% 8% 74%
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Acrolein 7% 7% 6% 82%
Crotonaldehyde <6% 6% 5% 4%
Acetone 5% 6% 5% 13%
Polycyclic aromatic

hydrocarbons

Benzolalpyrene (ng/stick) 7% 9% 8% 4%* [8%**
Benz La]anthracene 10% 59% 9% 6%%/119%**
(ng/stick)

Pyrene (ng/stick) 10% <6% 10% 7%*/15%**

1A /o] Tofgt A2 oo U2 A+ Aie Hesto] 20184W 9¥
Tobacco controlo] WIS A AH £ 12 A= st 2iks g oFsH,

Off thet 24 21ik= 24 YEOIL Hlu JF S0l T2t 2 XH0I1E ERE

[wer m LIS iIEH 83%=Z 2ME Y SE(harmful or potentially harmful

9 ZAs s AZOA ofelZAE 9 YR HH &, MRTP(Modified
Reduced Tobacco Product)2l= FE|Z TH5H7] 93} v]= FDAY] A1435}3ict. ]
= FDA= ©& 27517] 9ol ARe- 9193 E /4d5to] B R A0 382 =2J51%
o}, (opo] ZA 0] Abgl= o] Tofl A2H v ¥al W8-S X1 FDA A9 ¥8l=
ofo|FA7F A7l B flsfistthe =4l R A= FAH

HAP AR o] tiet =8 A2 A1 9] Y2, A v IR 2 S Ao
ot o7 slekEdS Etshl glow, =4 Aol A7 Avstx Hidel E siF
Tl = A itk Aol dEgATeE ARt 2, AR A7, A
FAASHThe French Alliance against Tobacco), UNION(International Union
Against Tuberculosis and Lung Disease), tIerasts] 52, A HAAFH 7}
HHof vlsf E sllEthe A= floH, s S AR AIE FE A2 daskieh
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SOl M A Al E HalAel 8 @A 9] A R o] 5o U o] Rl A ERE

A HH ohea Z %
el
- =981 A (German Federal Institute for Risk Assessment)2] HTEIS0| 20184 5 gf
HSE HT0|A, MAHE2 Health Canada HAIC 2 2 MAHHS| H2S 26t LZE
© HH QASE HER LADQI T, 2UH|5H0] =2 VOC(volatile organic compound)y= ZZ0] H]
off W M2 Aoz WHEILE

012 NIHQ| K¢S BoF AIE 7|H g& 2A0M, Hilj 50| LIE2AOIZITSNA, tobacco-
specific nitorosoamine) 4557} HAS MAIEHEIHA HAEEUT, I M= MR L0 =
X2 H|wched ZAECE 8~228 ROUCE™ 22 HFRISO0| QU7te| 7| X| IIAMIZo| Chet Gk
= M8t Zi{cytotoxic measure), HES MAIEHIO| SM2 TR ZRO| AO|2 HIte|

=2 T
QLS

- O|2|0f HRXSO0| SHNSA BHY TAIHHE A MESH of1l 27| PUSIELAE £F
ot A0, 27| LLISIEAL] 50| ZHEEIX| QAT

- 012 NIHS! FDAC| XIS wof £3E ST 0{0|A0| 7|RHA QA 2| HBTIHES| 3
X 71501 Z32 DIXIE XIS SHOIGIZ, 0213 B R} 00| TA0IA QAL QHOIRICE

St SAJOIA] 01 FDAO) MRTP S 5121A| RIS Hef KIRSS, S2X
3H=2SE 3 T UREYC HTXISS 010|242 Yal7t M8 5

HEer M2S0M 2HIES RO A&k QI 27 ZUE QOf6HH i3t 2.

1) FIE U= Halat A710iM T2 S H cln'|7'<1|71|9| Hep/t HEEQ0, ZR0M 22 HAE
HHZ HEE AR CHeO A0 Ho] F352

2) 90 0l AFZ3HIQOS MEAISS| 27| Y Feks ZAfet 21, 24712 Yately X7 & 2H
Tt RO|7F Lz A2 17H0f] XILEK| 8201, ZAZ9{=H0] =

£ Rt

J
0
i i fshe

3) ZE Z2|A0M O|= FDAO KiEst HE 241 Zo|M FDAZt H8X0 2 Q+15k= &0| M7
HEE ACR LIX|2 7 9| T2 & S0il= 22707t 7IEEHHERAR)0 Hia =24 L= A2
2 SRIQICE 0= MAXQI =4 Y == Qg2 Q0J3i.

4) T DE|AIM FIE EOE AI3St 7i54 A Ao, k= Hal 00|20 90Y
L= FOIA ZF 8421 AlT(alanine aminotransferase)’t 4&dt= § 7542 AAGH=E At
7t SHOI=| Ut >

=
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A 7] 2 H K (Framework Convention on Tobacco Control, FCTC)& &
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Ingredients Additives .7_‘|7cf2|| 0—',%?— QIA: e
. HIEHR], 2t OfO|icdt S
Contents THER (U/[EDNE==R
Constituents 7tmQl, ErRE
P THE, ZERHOI| A
SHTNEES
EHixE ==01
23|
== 232
Emissions TLE FoHH:
WAL s 2Py
N LI2E 22
CIXIoI E4 3| 7Y S

§o19) ARgo YolA, A A 7H BRE w4 Arfshe chgat 2k,

(1) d<&(Contents)Z Y&t 72 LIt
(2) TR EA(Design feature)2 Bl A1Zo] A& 9 vj&E AP} 24 24

4o 2wl dlAE A0 B B B 390 8] 7] 9l Rt
3

(3) ¥ (Emissions}S HHlAEC] O 2 AGH A9 Wi HE BEe T
Sieh, B HfEEL 7|0l M, P78 FATHAES] HhE B2 A uk= 3
o4 1o B4l
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’d+(Contents)> HA| o2 519] 7d-S
(Constituents)& 2u|slal, EujA| =9 A
82 (Ingredients)= BHl, F2(q]: Fol, H), o]2]gt 77 A= 2o AHEH A=,
A7He(Additives), A|Z-&A, gl  ZHd&4, AN A% =4 ct.

Z, 7F(flavoun) ¥ T2 H7HE-2 744849 A+l Ao|tt.

Z3eitt, 7o) A9 AR
e (Ingredients)% oJu|gict. -4

_4

m[o

X

o
S

AOZL thg3} 2ol #35t ek,

YA S A Zo] U FAPI ek B Sl PeiAES] HEI S-S 7
A2 2310}, o2 A U7 TtolSetelS Agtalo} Ak, 7 YA B T
ANTREE 5 B2 AL, TAY, 33, FAS 1% T A, P,
P B 7let 222 A d, ARk

A 102+ th= 2ol +7gstal .

7 A ol e EEi AR A=A B A AR A E 2 A R
&= Bt HEE FRI=ol Sk S B oke atAQl 4, 94, 34
2 B 7|et 2AE A, Algeljof ettt T Yo, Zh gal=2 HulAlEol ek &
= 2 ol 2 Ul Y= el Ut JEE TS she 2 2AIE
Ae, Algdsfor et

ERHFEA Tto| =Rkl L AIFA I 2AE th23 go] darstal Qi

(1) Bl A, (2) BhE 2] TRt AAle 34, (5)(6) Aol 45 2N

- A ) AR D AU AFE Jbe] BHEE Tk RE
FeF Q) B4, 1At gt AR 58 AR g FAISHES TS0k s,

A AR AT} S8 AR ol 7)Y §4) a7 WolsolA

2
i
T

oX, | oft oo

UL FAREE Z5ol0F 5, Q15718 5L

= 0]-2- Aojok
oAU R QA7 A7 0 2 4 T TSR] ofs B

J o
R Y

(o3
=4
=

5

fr
o OH
qr =
it
)
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ok
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M =0] 4% Ao]ofof giet.

(3) €l 42, (@) vl g T
- 531 0 % o&%— N LS B9, G, HFEE Z

(DE, E, 19T 5, GAR L S An, 47, NE S @ g7
HRACHIA D= A £ Ao A S, & o] ol 2
2 7] 913 THRA(ONE Sof HIEkl, 7 A4, A2 5 ot AL, Q7

3/6 & B5AHADLt @ U A E & ¥ 4 A(EEA: 71|, Bl 5
= FAI'sfof gttt

(7) LrthiSol Al A4, (8) HiEEol thet 2 E 571

- A= o] Q= A o= ARt TSl Al A EE S sfoF ettt

- Gut Sl Al Gl AlE 9 7L o8 Il A U 2+= HlEE(Emissions)©] $H-3t
L =51 L9 A E(toxic constituents) JH S 7 dfjof g,

- Al A2 B S0l BRE A2 E S0l ol A ATRIARS]= /14 Al a1et
A2 B0l S23t TS 5HH, 552 Q1 THAEA 4TS dfjof ettt

=22

5) FCTC M| 92t 10X &3 =LY 2t

ook

(1) 5937520 whe debd 54 371

=14 o%’f_‘ﬂ A9x2 A3} 4%= Hlol Zake Uy 242 ©Hf 5o &

AlSHES 4 5HL Ut

ol uxeorl, YA, #A, vjd S0l H|A, 7IEw 5 67 28T H A
o7 AT =y, AA 7= -.#H(toxm)o ol gkof 7]~—H(cancer risk)©]
, ZF &2 9] Foll4d i golut e S 7oHA] @il ©hA] Gl Al Eoll T-R7-= o] Alth=
APETRS ] A2 9J 5o A }EE Skt

o]9|o] Ed=0] tistol= 3N YF-E Folstal UA| ko, A& x4o] ofd =
9ty A RIS 5= s B E S HE = ASsHA A et

() FuiArdsol ot B2 9 YIE' 3 27
HEiARE A|252002 O] T2 Az AR Y A= =l o 7w o]
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7100 EFE T8 RI T TGS G X L 0] EAISfojo} ek, TR
A Al AORO3 (AR F7 L EAPE)L AE of50] B4
ofol g F9 JEOR BE U 1 3E B gL ek -

e, Y el S471E, 24718 A%, A 9 80k Ml
GlARI Y A0 AR HE FCTC A9/t Ashe whl il&2 S4o] Bat

2X)2 o] WSHe o2 B 4 ek
Tt gl WA B, UnE g 4RE 058 AUd Ex Aea

il 2 FRsto] B30 o] 82 7Rs Aol 9

EAOZ, 102 FEA stol=eielo] w=w, gl 4iE Al 518t A

RO BB QLT ol B4 WP SR AR 4 9] wzelet.

AR
Hi /] EAG ROl Hste] Wt ARE EARAIF Aol ofd 718

¢

ol

d
o

Lol =
AR Yo7 HSHE= 51l Qlo], =0l AZSA ] oA AEA o] tigt AlF Eof
SHA7} QlLt.

(3) 712 74 8%
JHERA 9 A ARES AR FNAGEAN A0E3E AA o)
A% 9] 4Fo|L} G717t b BA(CISH IR ]2t AThS TS B9 o] 2
A B 1Y AR A 24 o] Ak Rehes 25t gt
ol MR WFE FASHE A OB Aoze] AuARge] HHA

et

4) AAA A= 733t

vt AdeEEE e 20179 8Y w7 leREY 171 HKOLAS) B F
B gl 2 Gl A7 A& A" HoFoﬂ 2t = A8 AAF 713HISO/IEC 17025) Q178
55l A 2R ST Al AT = A A2 A (MRA)O] AlAH 95
ZN=ollA 555HA g Elt. AW J&ai‘l—‘fsc}:‘?‘ WHO HHiAEA HEYA (WHO
Tobacco Laboratory Network, TobLabNet) & & 53| 4 IS slslal, 5
AAHE 7S AlEolot

TobLabNet> GHlAIE2] 4+ H HiEE AARE s WHO 14-71& TobReg
(Tobacco Product Regulation) #10f @} Tobacco Free Initiative (TFI) FE=2
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20054¥ 2A = At} TobLabNet-2 341

g Y= =A HEAIZAM A AIA 670 219
2071 =7l $1AI%E 2570 AL = 9 A9

APAER 9T

(5) Tox-Info & HHdE A= A5

Tox-Infoi= A& 2| FF MG 7oA Al Soh= S G E AISAILH O 2A, 245
E49] ZAAH (Toxicity DB), 354X (Poisoning DB), A&A K o] o]o] 20141
10€ 5 gl E(Tobacco DB)E &l Ul 54E4 9459 4 E, &%, =4,
AL TR, B, e, AeE 59 HEE AlSstal Jlvk 1By
ol = AR ARG Sh= 7NE AlE 2] A3t gho] oty H, A &2 tigt s=4 ¢,
o= A& 5 o] Al g ETkS Aekshal Qict.

(6) AP o 73t
201541 7€ 22456 Adabd ©ul, 47 A (Reduced ignition propensity
cigarettes, RIP cigarettes) &8l A7} Q73| Qlet. o]= F&4] 7ho]=2ql 3.3

AEEA S 3.3.2.19] shAiRPdEH 2 A 7ok A1 E @t Aol

3. FCTC M| 92} 10 0]

02

UM BESEO)| CH St A|

4 g A5 (A7HE 23, S, TRl B4 L 74 840 715 g, A,
2700l o] ks QU o Ale} Bel B)7} 22 14 A 84S0 et Wkt A
o]/} =) ]ojof 3t} o= FCTC £33} 7lo|=akele B-aato] LA K9l A1
7kl Zuko] | Aol

22 B i E 2o 3 Al 24 o el A3gjolLt, e slAle 5
ol 2 £l 7N AL ATHE AR Pto] AEsHEE 3 4= 9= 7] npelo]
A5l o)1= g8 o] ] A7 H ola] M-S APl T g o] AmAL FAHA]
o tjz2] 914] A1} X| X2 g8 L7jop & Ao},

53} v 2 2o et TAIE 215 2 o), 7o =ekele]
ohe|%) Qe A sjop 8 Zo|t}, u]Eky, A4, ER9-2lw} o]

&Sk Yoy, BEs] 2HHA g2 o] e dee] Attt R AlE oF

o] =

ol
o
Xa

Jtor

Ho

:Qé
o
oz
12
B
=



o, ol mhot, A g B A, e B0 5 of el Aol 24 ko) oAt A
#o] A 7|4t sto] ol ol ol Tk, ol 913}, 215 A AES FATAL B
o IR AR S5} Ff A2 e Pt Basteh EF Tyl 4o A7 2
27 AL Bt} o, S WEE A0 Hat Behe =257 Slat o]
o] g 7HL},

o2 7Rs ] 371 AehAIL W W A7} vk ofof shui, o HARAR
529 A% B52 A OR 53 YLon] ARG BA% A HuiAla AYgte
SEER Y

20164 A7 FA: Sl 4] WHO 524 7o 1 2ol 27} AL B oo
AN et o], AF AR S > A SYH AL Bast, B BE
A, 291 AL N B A A SR S5

717 AEEE FCTCE 4] thigol mgslolof shul, A7 Jgo] wulE|gslofof 3t
o}, 45509 ‘B 57I((nhaled acrosols), =& 419] Aol ezt 2 Belstst
4 542 A2 AP LS WA o3 ek

ESE ol et P O] FAARAL T 4 s HE Y AR, LG Hioll St
S o] A=A o g, = H4A °J o] obd, A H 7FsshiM = A=
9131 A5t QAL AA o] AR Q] 8-S & 4= Q=50 2 o|F o]0k Aot}
Hu23

1] &P HEOXR, 7+°Jﬁ$|%§| 2007

[2] 2016 18 7|&, AMEO|Qk Al H|2015-985 "

[38] 2016 1€ 7=, ME9 Al H2015-645.

[4] 201649 1€ 7|, AEQY Al ®|2014-1755.)

6] 4sg, 0lde. %%FQ—EEAIHIEE% DFANE: SH=0 LT E SAC 2, BAEX|ELH 2016,01:137-
148.

0 J
OH OH oA
ro
rE
EEE

6] 7tE7| A=A 7E, 22/07 Y2 Z4E. SBS &4, 2018.3.18.
(7] o %?IHIMN”I**%‘HI@% AZ S AE.2018.3.12.

[8] WHOFCTC, 2003.
| MRS 7 |28k 0|3 E 1A, WHO (2016). 2016 Global Progress Reporton Implementation of

the WHO Framework Convention on Tobacco Control. http://www.who.int/fctc/reporting/2016_

global_progress_report.pdf

[10] Partial guidelines for implementation of Article 9 and 10 (Regulation of the contents of tobacco
productsandoftobacco productdisclosures) (amendments adoptedat COP5in 2012) http://www.
who.int/fcte/guidelines/Guideliness_Articles_9_10_rev_240613.pdf HIS SHEAZSRIXHH,
WHO EHi+H17 |22 1053 7[E A= 01 FCTC HIZ 7|, 201401 TS

[11] Partial guidelines for implementation of Article 9 and 10 (Regulation of the contents of tobacco
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products and of tobacco productdisclosures) (amendments adopted at COP5in 2012) http://www.
who.int/fctc/guidelines/Guideliness_Articles_9_10_rev_240613.pdf Y2 SIHEAZLSTIRH,
WHO S T8|7 2840k 105 7|EAIEE 01 FCTC 27|, 201401 2

[12] 2UAZLSZTIE A& 2017. 12. 30.] [HE M153395] MOZ22(HtHof st AURF S HA) O "
SHIALE,Off (2 S| R ZEX} = U HONIXHO[SH HEXS 02t S = SRR 2F
FH 2 SFYC R Hot= JU(HUEST 25 Zateh 0o Z20hHoll s 2 59| LIS Qs
H7|5t0{0F & CH2H M1 S| B = Ui AX|0f SHY 5| T2t SITH0) 51o{0F & (VA 2015. 6. 22.)

—

1. S99 HEHE LEH= W89 2 IZMTIS Zatel. 05t 20
2. EC0| HY S 2EO| HR0] 2 = U= S H HE AIES| Y S IEE + U= a2 312+
3. Ef= SR SUAC S0 M2t b2h= WEQ 1T
4 EHEHO ZEE US4 S dYdeE
7h LIEEOFRl Ly LA Of #I 2t B 3E20|= O H|A B 7tES
(13] SFHIATRIE Al ROZO7(HHSZHAICl 422 BRQIO| A=A P22, Io|T FHl, 212, ¥e
B 2 M E Hits HHA7 |2 2 EAIS A2E 4 AL 7801 US.

N4

AR AIbE MOZQ3(HEAIYRY 37 L BAYY) @ ¥ HM25222H3%e] 30 25t
HA|SI0{0F & 29| ZF = B2 I LTEHS USBHEHOEI6(GIER AL He) O B M26Z22|2K382
THEO 2t FEiGT7 R BAIZC| IR M= TS A4St 2Lt
[15] WHO (2012), Partial guidelines forimplementation of Article 9and 10 Regulation of the contents of
tobacco products and of tobacco product disclosures (Version including amendments adopted at
COP5in2012) 3.1.1.2 Recommendations (ii)Parties should not accept disclosure only of maximum
quantities by category of ingredient, or only of the total quantity. To do so would seriously limit the
kind of analysis that could be performed.
1. B2 52| T 0142l ZR= 20I4LE O|LH. 52|12 0|20 L= 12|21 O
2. LZEH 0.5z 0| Q! A= 20ME O|LH. 0.56Z2| 13 0|20l 2= 0.122| 134 OfLY
[16] WHO TobLabNet Official Method(2017) “Standard Operating Procedure for Validation of Analytical
Methods of Tobacco Product Contents and Emissions Tobacco Free Initiative”
[17] WHO, Further development of the partial guidelines forimplementation of Articles 9and 10 of the
WHO FCTC, 2016

57

o

HO

%
o
(Ol
1z
B
=



2018 FALLVOL. 17

3

i)
S
A0

Ot0|TZA AtH|E Soll = D=2 YA FHlklE (MRTP) 52! M= AN

ZBIX|/2ALE A2 University California San Francisco






| OI0IZA AlIE Sofl = O=2] 7l
Mz HHiMIE(MRTP) 521 M= A4

29 Z0IX|/4ALE 7Y University California San Francisco

u]=+ 4] 9] (Food and Drug Administration, ©]5} FDA)2 A Al A2] &
A7 A E(Modified Risk Tobacco Product, MRTP) 591 8 48 AlA} o]}t &
JofAE= =Y A Qe A d(Philip Morris International, PMI)2] &Y HA;
(= 719 E g, heated tobacco product) A& o] A(IQ09)2] YA
A A 5 84 AHEIE o= A Al Al B T A ko g o
OFH 314} Qttt,

1. |IXZ S|S0l FAHITf?
At A& 9oFE =¥ (Federal Food, Drug, and Cosmetic Act) 91130] <
SHH, A7 FrfAlEol @A AU H 0= T =] 31 Q= AlFol| Bluste], Jufo

TE o] 28 AR 2L 5 Uk ol AFLS Pk

1) MES USoIHM U L HE ZTY SOl 2 -ZHEHO = Of2fet 22 78
=L
oI—
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- TFE gl A5 Histol v Abgol BRiE Wre] A 91go] of it
-G AF E AES S Q17 QA AEAL HAH O =g 5 U 3
S} 293 A7 SHA5k AL, THE B Ao ]3] oleiet et o] E
7Rs-go] of vt
YA EE AT AL 1A HEAT P02 28 4 sl 5t
S} 89S s Byt A ek

oy
=
o

-

2) “BOIE”, “DIYUE", “H(ELR)", Ei 012 RAIE SOIE ALZst0] B}

—

= 7i0
= 4%

3) ME2EH E= F1E HIQIet oH YA 02E AH|XE0| S ME £
= MES 2 €7(7t CHE "l ®MZ0il Blste 2 2 =S RFAL

B g SIS G BAlse] Wl “BlolE”, ‘5" 5] §oiS AH8 T
02 2UAEE Sl o AEEC] At uEct Aol I 2L H0E 914

S5 Shlt WU shA Rt 13 et Al E-Eo] A= Aol vlAl= {18l ol F-2fm|
Sk Zpo|7F 18171 wiZell, 20064 1] AXF M E= AlZo sl 1t viAI" =
A& A& FAIoke WA YR vl= oA gl A& Bfishe 1750l A
128 330l £7-5 AMSSlE = 7192 sl Aol A= ol T E Ao 242
d T UAY, A9 AU FAAH LR HES 5= U= 2kt 24 o
A 5= A=AIE S5k AP 5912 Hhotof Bt o] A o] il A| 7t il
qlz=ofet.
2009¢ 6¢¥ 7 &4 o € HHiAR (Family Smoking Prevention and
Tobacco Control Act)“7F &= HA W= W] Gl A1E9] A4, f-5, E TS0 w1t
HUehS FDAZF 24 Fol whet, YA GullAlES] 59 T3 FDAS 53l ol Fold
oh, AA7MA] 5Q1& SR AlE2 91, 2018 9 AA ofe|ZAE ZHH Al 7
A AlE2] A4 FHiAlE S50 87500 et AP X8 ol

o)

[¢]
i_.
e

ﬂ%

o)
o2

x
e,

o Mo
N

N

==

ot
l_r

)
N

=l

61

re

Ho

gg
o
0x
=
B
=




A AZ QAR T AE 9 W/ E A
A, B3 9 A o) oA, A AT A9

34
21 3ol AR AA R WG B, A7 3, A4 dlele) FDAS A&t
7

4o
oot
2
oy
o
=
2L
it
o
U
o>
ro
e
N,

>
i
S~
oo
riat
gﬂ,
Y
it
1o
-

KU
fr
£
1o
i
Ao
=2
=

RS AN 5= Yolok st o] S FLAH= W3t

1) s Bl XMF0l HZ0fl DIX|:= I5H

- AES ALSRFO A A7 VAL 93 % elo B ol 2 A1Be
A5 £ % 7k
- AES AHSTORM A AL B2 2 5 e Bek B2 o

T leEo] Soj=eTl

- AulRrso] AR 1ejg B0 it w2 2 5 Y= AR AEL AL
T AN

- 1=0]l 7 0]9] 9] t} 8}5}H B Ao] et o] FolUpx] gi=7]7 Hek Sojub 7
S0l 71 A 57} vlujslo] AAH .0 Aulate] A7l n] A gL FojEck
RTINS

2) 2xf Bty AHZXte] S0 0|Xl= e

- A Fof AREAREC] AT AlEE 018 sl =T

- 2HAP7) S AlE 2 B gl AlEe B8sHAY, B 71E(R1d Aol o
o) GH AlE AMEL & Sobd 7Hs Aol =71

- 3 AlEC] /U2 A5 Bl AR D] SAIRLS 28R S AlEe] =
o2 QI3 FuiE AL AR s Aol e

- 2L S AEL ARAE AT PR ARG R

3) 2AxH St DIALEXIS] S0 0X|= S
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-AE g 7 9= 850 2 Q18] H|ZdAR E o]n]

o}
ARGSIAL, 0| thE Bl AEL Mg B 45 AT

&
rH
i
)
oft

Of AH|Xt2| OfsH H A0l O|X|= Het

- 913 A7 9 Tl 7} ApALe] Aol ] 3 ol
- S A B Abgo] 712 FHl A1 E U FA K2R Ei hda 3o Hliste] 4
A10] 7A7}ol] ]| PP Au|RFEo] o] 4 YA

5) ol MZ2| T=0] M 1712| Z1Z0| O|X|= YHLH 24)

FDAE A& AuE 7|vto 2 “99 A7 W& (risk modification order)” &

‘=& A7t " (exposure modification order)’= W 4= AUt "9 A HH”
AA| = AN B[Rl Al AR B E Ao A9 Yol A5 o,
Sk Q1T AAE AR 9 v EAA 23D ] A7l s AlEe] 7191 &= = -5l
W =g A B2 A AR F Al siEAY AR sl=2E 4 3L
slel 24 gt =& A ol Fol S4S = A=, AA| gl AlEe] ARGl Bl
Aol 2 f1/dol digt Beha] A7} oba] mEEA] ittt SRRt & A
9] hFo] “FAA o2 7hsS(reasonably likely) 2= Hol= 4% Hd &
o == A% o] Wl A sig Al viAI" 2ol Qlof s Aol A
473 mlA|= f8l <ol obA] B AR = ARAREC] 23] A 4=
= SHE N A8t B E AlFsfof gt

715 59 o 2 GullarA ol Wl FDAE 1A% HiAlE 50 9
=25 Rt 375k 35 21 (public comment)S ¥H 957t 011‘4— o] Tz
<= 3l ol Aol = Arol2t =71 regulations. gov @AM E E
ol S = Aek. oA}, gl T QA SARE G aRRkE EE, “]‘-_ﬂ."
ol E AS A= 4 AUt

20169 AYYA] wix] H Y (Swedish Match Company)] A% (Snus: BHI
2 3h9Xg v guf), PMIQ] ofo]FA, 20179 R. J. #ol=Z(R. J. Reynolds)
9] 7l AEA-AY), 20184 vl=r FAHFH SAHU.S. Smokeless Tobacco
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N
N

A& 59 8.3 %xﬂgo} =4 Aﬁwﬂrﬂo % Z:°ﬂl‘4*1 ENENOR
A = AlE 1‘2%—9@*%% 7 °l AT 77T do S gyt
A

27HNE ARSALE =1 ﬁXﬂ/] Zﬂ%“’ﬂ et SEls S-75] S8 oA ZAthE ol &2
%10l A= JTH20164 129).

A Al TS Lt e Al E Tl SRl B = o] Fof Xtk AR AF, 9
R, SMEH 910%0] 2fAste], 2007 2 15¢ o] Aof Hufj=|A] Aok A2
gl AlES vl WollA Buistr] A= SA1 A 521 2% (Premarket Tobacco
application, PMTA) & &3l FDAS] AFd o 5]7} i &-& wlotof gttt o] 37 of A
A FAR= ST AlEe] QA vlA= H8l =, AlE 74, 9=, A7H, AE &
d, AR Sl B AR E AEshL, T AlEo] Gl ARA E mAREARS 29t
QA 1] Gulf ARE-EOl| P A= B¥ Y 5 Ho] v A= Y5l e o] <o 7]
Hhoto] 359 4742 o ske glofl Aedslths & S ok it Thof Al 2.3 HHj
AlZo] o] Aof Tl = Al Fa 22 E4S Ho|AY 35 A4l nlX= gl HH=
2] Gl WA EE Lol A A 554 59 2% (Substantial Equivalence, SE)
g2 EoH Eot. of2i’t S AR S7FE 2 A vl AlolA BHl= 7hs
SRR, A7 HHlAlE SR1E AR A EATHA i AlEo] F=iolu thE il Al
EETH A7) YoE @ VA & T £7-E ARE 5= QIth PMIE= 201749 3¢ of
O|FA0 A A 591 84S Heotlon, @A AFAA GHiAlE 521 837 A

FDAS] 2]37} 213 Folr}.

Jo rz 01>

3. PMI2| Oj0|ZA XL HHlXZE 52 2 At

PMI= 20169 12€ gyt ARE WlE, T4 WlE A 7H] 7Y DE= J|E

El(=W Bty "5]= [HEETS] )& Z3RE ofo] I Al AR 9] A7 FHlAlE 57l
= 8745=A=2E FDAC| AIE3HAH. " PMIS| 87 A= 1) "R ol A ofo] 2
25 5] dehd 49 dufio] B E dxo] 22 S &Y o A Switching
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completely from cigarettes to the IQOS system can reduce the risks of tobacco-
related diseases)”, 2) “Gyt grfjof A ofo] AR 44 5] Aeoh= A2 S-S A&t
+ AR g 3EtHSwitching completely to IQOS presents less risk of harm than
continuing to smoke cigarettes)’, 3) “YHt FH[o]| 4] ofo]| A Z LA 3] A= A
Z AU HAH o2 S22 4= A= oot o it k&S AAH £ = AU
(Switching completely from cigarettes to the IQOS system significantly reduces
your body’s exposure to harmful and potentially harmful chemicals)” 5 98 ¥
s A BE S o7 gk Aotk (L' 1 R

FDA® 2017 54 2490l |2 = PMIS] 1A &l AlE 521 84 A=E 54
St7] AlEgeH, 649 15991 3-8 214 (public comment) Al &0f tiet &1 5 U35}
ACHRE ®¥2 FDA-2017-D-3001). 2710l 22 &L o] % 1802 5<%, = 20174
124 1297H7] A3 e e B

(323 1] o012 AL RN HEIHE 52 2F Xtz HFE HE 22 HA(FZ HO|X|):

AVAILABLE EVIDENCE TO DATE

REAL TOBACCO.

NO FIRE.

‘Ol0|ZAE HHIE EfRX| &30 7FHEILICE (The 1QOS system heats tobacco but does not
burn it).”
0|2 2ol SiEHL HMARE HEE & U= 3tef SH2 MYs Xl =014 E
LICt (This significantly reduces the production of harmful and potentially harmful
chemicals).”
“DrePA i10f =M Ut FHH{0j A Ot0|ZAR o] Metel 2 ol 2aE 2o 22
48 Y 4 UELICH(Scientific studies have shown that switching completely from

conventional cigarettes to the IQOS system can reduce the risks of tobacco-related

diseases).”
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SHAIRE B-3L7F 6o o] Fol FZol| = &5}
Estal g 7] 9 PMIO] %ﬂr?i et g

 E3|, PMI Z0)|A]
AAISE AT IpAof] gl ApMISH AR S TFslo] A A7 & A U S Ao
o3t A4H] R} Q14 of] A AE2 0] AGALS HUI5He glof] W40l dF BEAE0] A

g 712 Hl57N A Eofl HERT

wehA] =01 B8 O < 717%ol| ANHARl Ahm HE} E7Feotohal ket 4
g Z o} tfghy AMIZTA AT HHA(University of California San Francisco, ©]
5} UCSF), u|=+ A% & 35](American Heart Association), 9=+ & 8+3](American
Cancer Society), EF2 o]UAM¥E|E(Truth Initiative) & l&?ﬂ A S0 o F4

717t S 845k A= 54 v glol A&siA o dS sl qloH,
20184 949 20 @A & 2147419] o] /5 0= o] QI

e 55 2JH 5 UCSFE, £AJot 9 tiohil, ke A7l Eeto|u tiohar, dlofH]| B of
gt ESA oJUMEE, A7t 7 AR AlE Sl 4% AE%Io]
=3t 200] A o] Z7o] Bl T A+ =0k E9 U= g%l Tobacco Control
Hof 9 F Jof Y RE AX SHEUAAY 2F 2 H7 DA A
o] 39 Y= PMI9 A& A=E A7 WHEE IS 5to] A5k 875+ AH
of thgt AF 7730l A2 Al7I5k= A=, ofo|Z A7 QIA A vX]= sl ==
o] At gHj] A|Fof| vl TA1 4 o= F-olu| et Zfo] & HolA| kAL, Woto| A AR A

N
e

1o
A

ot AR H] 7] 5ol vk 7 Ado] TEEA] b3S A A3 A AR St =
9] A9 g 7|} ofo]IA Z7]0f T W2 QFo] gR-E|o] 9lom ¥ ofo] I A
7} At A= o2 S50 ¥ SA4S S EY 5 S-S A HT A3 PMIOA &
435F A9l A% 83 I (Population Health Impact Model)2] ®&F 7Fs-Adof| o

S A4 gl PMIZF A|RFSh= g0l 9 = 7o) AA R A 7| -2] GHliAl 712 Fek
(Framework Convention on Tobacco Control)?] 875H= 42520]) v x| X] F5rh=
A 5ol Al
PMI Y AR 7} AB]RE0] 919 A7 15 212] S 8.3 AA Q1 (HT Ffjof
A] opo] ZAE O]) LT M2 Z & o]l F=A] YFohi= Tllo EFwSHH, “ ofo] ZA
O] = Y7 F Aol Al ] A oF G kol et 127 RStk Bl & A 7] = it
5342 =4 3 A A+E o]Fo1A, PMIL| A& AE b= EE] o] Z A0 F
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o 01 olo] 7}l T A AT BAS] 2 S
QoA "B Bl fARE B A} vl stel” A Q0] A7l HX| He
2 PMI7} 915514 23tk 4 2jo] o] 2ol 5ict.

918 % 1% A7 B3 BT A1) Q1Ajo] u] X FFo] et AF A= o
B3 B0 0] Q) R B 2H|RFS] ofo] 4 AL O = b7,
w2 A7 277 918 A BE Sjstel S48 7Hs Aol 98-S BTk PMIS]
A% AFEE 243 Popova 5 PMIS] 2Afe] Felgh AMA-EE o]eh §AR kS

2 BYS At

2 1"% A ofu] ofo|ZAT} = 11 Gl 7 ol A 9] EF A Q1 AR} 14] E oY
ZAL ATE AAoH ofo| A0 IR A7 FHlAlE Slol| 415 2 FHoH
E}. AR L ALQJA0|| A= ofo] TATL AR “HtV|E” AFOZ o= gt
=t f i RE9] ofo] IA ARGARE-2 g ARy Kk EH, AR el 53] B
A AHE-S Al&55EaL §lo], AL A 2AS] ot 2 AlE-S AR A1 of] thgh
5ol HA| gh=rth= vgE A7 E 90tk ! Nyman 52 FDAS] 591 A7o] ob2] W
22| 7] kol ofm] u]=t W ARl F ofe] A 59 7+ Hull Aol tiet AA =
A& AE o] S7F A0l e HIESIG T
gafl 714 24 glolE#jo] A A= PMIQ] 591 240 tigh o2 =] 2.4 2 v
o]l Rk o] =91t} Elias 5-2 Bl SAHEC] A 0 & A E53 F HAE 2
1, o]F F7HoHA] 2 A= 9 A7 A5 HEHsH| gt A-s W] gk,
ofo] AL FARE 7FA 4] Gl AF(01RE) o] 1990t & ofu] Fuff A|Fol| chgt
A A E et M YR 2 5T o] Y-S HH
gl A2 A 0 2 “9fsf A7t (harm reduction)” 8= ©1-8-5to] Fof &
HH 33 21 A s AF 02 A A 22 gl AlE-S Aok AR J ol ko
], AR & o] Agtdllof A= ofo] AAZE PMIS] “EHl A7) Qli= olAetA” FHH| Rl

srg o] g}

28 67§47 35 oA =3 717to] A 2, 20189 1€ 24~25%Uofl= Eufl Al
E 75} A7 91¥38](Tobacco Products Scientific Advisory Committee, TPSAC)
7} oto] A0 AHAT FHiAIE 511 8 =2l5tAutt. ofd Hleol= o=
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Philip Huang BIAtA @ AH 35H A3 w2, 11 o gl I A2 745
98 o] T3 9]¢lo] ofstl o, ol Qo gl 4] SARAE, e E 5 (Centers
for Disease Control and Prevention) 5 g4 7|3 44 A% 50| =1 A §lo]
H} A 5F3d T

3ol AP AlTE A=, FDA, PMI 2 AR A2 =2] T3 ALE, 39S 52
FDA A Eo] 7= o] QUet. S1¥3]of A =2]¥ =8 1} oo tigt &
EE 4= ofiet d

a) OO|ZAZ} A0 O|X|= Plalol 22E S+ E9f R Mt I8 MY

ATO| BT W}

Q. PMIO| A A& et AL=7} ARt gufol| A ofo|Z A= 23] A 2ke 7-¢- dufiof 2
e Axo] 29 feAe Y 7 A & 742 89| dSe eV

- G Oox, did 8%, V]d 1

Q. PMIOIA A&t 457} “Qut gl ] ofo] 145 S| ARSH 2 FALS
A&3He AR E B e S S8 ASFHAEAN
- 4 4, W SE, 71 A OX

b) OFO|ZAL| ALZ0]| [}2 SHEALE HIHLE 2= o= U= =6t EEH|

CHSt Qx| oS0 2 E SH EQ| X HISHE = MZ A7 HAY HIt

o
ol
2
ridt
_?L
i
pau)
rlo
:oé
il
X

Q. PMIOIA Al &3 A&7t “Gut Hufjof 4] ofo] AR 2+
HAAAH R 2 4= =S5t B gt &S

Q. (319) Aojol AT 749) PMIE 1 Aol W/ Ago] AT A2 ofof
A Ro] A 0.2 stk A FE5 YFAALAN

- Zg 23 ubd 53, 714E 13%
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- “9J3(risk)” O “ATi A l(relative risk)” 9] Xjo]7} Hrg 5] HeE|ojof 3
- YTE 559 §I34do] Bys] AgElolof 3

ﬂq%ﬂﬁ%ﬂﬁ%—ﬂﬂQ1HJﬂ*H%%ﬂ%ﬁﬂ%ﬂﬂﬂiii?ﬁﬁ
A 7hsAdo] Hal(3-a), B71H L2 ofo] A48 BRlg A ARE 70l &
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