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sEST erapy sr=EQ OIS LB
software

% 2 JlolSalelolA cies UmE AR} M4 CIXIEAEI|7|E 2ZE o]
o|2I|7|2M, ALE Al WL WE MB|(ADIEE & 23 PC S)E N

Heloll Zet=X| pout BEEAl g "HEsHoF 57| miZol M7|S

!

FEXL Herd 52 sotet MES AtEalof etch

w dde dg gts 5 ZHES| flsh 7B HoE |=2]7] Jt2 ALE
St 29c= Hrof hddet ds Algds S2et AE2 ArES ddetot




7}.

AZE 0] 9 757]7|(Software as a Medical Device, SaMD)
stedojo] FLHHA gL 25779 AR s Tlse
7 S5 A0 FE o Az Eointo R o] R0l o 57]7]on.
] X € X] & 7] 7](Digital therapeutics)

AFolfEFAA HABA R 57} - AAF Tho] =ERI(R Rl
FHA) 7Ee E8&st oSt Foju A A, #dy, A=
stz] el fAel A A7 A 7A NS AFses £AZE
o o] 5~7]7](SaMD)o| .

U3ae AgA ] 21X 35 X 5 (Cognitive-Behavioral Therapy, CBT)

Usd AgFE BARANE AAHA 9 FE w2,

riot

Usd ARGANE z23teles ZAxd Y 84E IA=
ds A=H 7Mool

AN A F49&Point prevalence)

4 ANHoA 59 22O FHsta Jde Hd s X3
A HEYgsts A Eolth A 00€ Bt SHlE IAN=X HIt
sta, A Aol glod AFH 34 HFH=E 15t

A4 A F<49&(Continuous prevalence)

9 T2 AR, 35 T FA BEAQ ol& AR
ZIZoZ 6719 = 19 B¢ (3 Holgtxn) A ARl gle
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Y=g o]&E: HE T-4Fagerstrom Test for Nicotine Dependence, FTND)
A MAHCSRE 7 Ho] 2ol= HAFolH, YIE sk A

&3 Y-S F=2 SHsY. @AY A (Uni-dimensional) Al&<
T2 He o2 AF o] dsty, AFEVF =1 Fddt
oS HYEEE Ad Aotk I8y DSM-5 &4 #d dsh9
T8 & A, AHkd ALE 595 S T Agd oES

A Age] A 2 5A HFH(Diagnostic and Statistical Manual of
Mental Disorders, Fifth Edition, DSM-5)

n] = A Al 2] 8+ 3 3] (American Psychiatric Association, APA)oi| A
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Zoll(Tobacco Use Disorder)e} &4l 5 %H(Tobacco withdrawal) €]

a4 2 YR EZH F&A

HE =

U UEZ" AR Y] g dx 8 3A
Y

2008, Bader et al., 2009). ©|&|3l Z=3}v12]

HolA H4.

s

Al

Feke)

|~

| we} pehath DSM-59) ) ALgolsh

101
A

Joll A

[©]

°.

71=(DSM-5) &



ojo

w A/ = AF

2 ooA]=

N

T T %F17.20 &), 671 ©]

%

J)
o
N
_&o

o

et}
S

—

—

S
=

)

=
(L

il ALE HEES 20|

(DSM-5 7|

= H 4

—

—

S 2 0|0 %]

7
il =

—
—

CC

ol

3

X
o

A=t 1274 &
olo| A=

DSM-5 &) FHTobacco Withdrawal) &8 <& 3>9] 7|+

[

od
00

—_

~|

-

0

-

_ll_
W
4

o
00

o

1ol

oK

—r
fe]

Mo

ol ALEE ZO0[HU

2.

70

4

ofu
=~

10

-

-

<0

1

—r
10

ol

ol

ol
07
A

i
o

5]

g 7

=Ll

3.

FALE, AL

70l
i
N\

ofu

1ol

oK

—
110

=
110!

horer ars %

[

., 7HE ol M

=

o7t Lh= AW Z2)7F gr=EHo|AHLt X|

(=]
o

b

=
=}

ELIRY
=

6.
A

StALE E£0{0F BtCf

SES TV

ol

—_

ol -

ofr

KM
ol

Kl

KM

o}

70

EHl At mEol 52

7.

Al Eof ZIC

&)

1 X

[}

S A Aol ALt

o7t

o

o

£

H

Ses 7 ot st
stLfol
o =

=

=

| -

HAd
s 0
=Ll

0

E

At

o

B aj ofl

9.
10. Cf

Klo

wr

-
1o

(2013).

& American Psychiatric  Association.

American Psychiatric  Association,
Diagnostic and statistical manual of mental disorders: DSM-5)

q:

N

=
=

(




)

=
(L

=il 2 cH(Tobacco Withdrawal) (DSM-5 7|

E

KH

7

70
090

& 47HX] o] &2

=2
=

PALE, AP S Z0[H 24A[2F LY Cf

cCts

=
S

o O
aI =
o =

LALZ| el A

B.

10l

=

ll

-

<0
Klo

(irritability, frustration, or anger)

(anxiety)

3. A& =zt (difficulty concentrating)

2 =i (increased appetite)

<r

(depressed mood)

7. 29 (insomnia)

ol
ar

T

(0]

70l
0
Kio

i

14

W)

KI
ol

Kl

Kl

ilof

=3
1o

od

o]

<0
Klo

o]

<
1)

ok

700

K]

2 ooUH nF = Tt LiETCE

ALK ©
o 11—

oM 2

7ls

X Al
O -

ChE

HAf LtEFE 2d0] ot

[

= Aol 2

L b

=
—

S E0| Cf

Al
—

10| ot ct,

(2013).

& American Psychiatric  Association.

American Psychiatric Association,

1

Diagnostic and statistical manual of mental disorders: DSM-5)

K

‘mwo

TTE X&Hom sdrE ol gt} Fagerstrome] 7

)

—
110

T—
T

5 A& E7(Fagerstrom Test for Nicotine Dependence, FTND)

N}
of

ol

, FE =7} A5= Atk (Fagerstrom

s

<)

=
~-

A=

o]
=

5}

et al., 1978, Fagerstrom et al., 1991). Y

—Z
) L0

B

g
v

BT
G

E=7HFTND)=

=
i

=
~-

o

A=



of Smoking Index, HSD. &+ &&9] H4E s
47 olAolm UZHE oETyl =ra Bl ol Zd A Z

g d =271 493 =0

3 7}3kch (Heaviness

¥ 4. U=E =& ZAHFagerstrom Test for Nicotine Dependence, FTND)
HIEE o|&EX HAl
(Korean Version of Fagerstrom Test for Nicotine Dependence)

OfZloll LOo{LtA Lot Sholl & SHmf EHafE uf U 7?2
" 052 ol 3®) (1 6-30% (&) [ 31-60% (18) [] 60% 0l % (0F)

S22 g9 FHEYE, =M 3T S SHE &7 g8 sH I
1 Do 4z O otde (0&)
3 St= & Eif o] JtE E2 = AH LY n?

] otal A & (1d) [ ctE e x| (0H)
4 stFoll 28 HHlE ZE 7Hd(Lt m| AU

[11074e] ofst (0&) [ 11-20708] (1&) [ 21-30748| (2&) [J 307HH| of&t (3H)

obElol YoM B R AlZt Sot 518 F Ch2 AlZHPCh O AHE oefjs m|e

5 | AH7t?

O ol (1%) O ot (0F)
o | BOI OFTHA SI% B wHSlE ST S E 3P UL
0 ol (18) 0 ot 2 (0
& da (&)

(ZX: Heatherton TF, Kozlowski LT, Frecker RC, Fagerstrom KO. The Fagerstrom Test
for Nicotine Dependence: a revision of the Fagerstrom Tolerance Questionnaire. Br J
Addict 1991;86:1119-1127., Ahn HY, Lee SY, Lee YJ, Jung DS, Kim KN, Kang JH. The
reliability and validity of Korean version of questionnaire for nicotine dependence. J
Korean Acad Fam Med 2002;23:999-1008.)
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O 1~3%: UzE oZEE7} e A
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Y

O 7~108: HEE of&EZI =2 &l

(e}

 1HI 4H 2 Z9X| E(Heaviness of Smoking Index, HSNZ 5 =% SHAH7F 4
ojAto|™ L ZEl o|&FJ} =t HItsto,

(£ X : Heatherton TF, Kozlowski LT, Frecker RC, Fagerstrom KO. The Fagerstrom Test
for Nicotine Dependence: a revision of the Fagerstrdbm Tolerance Questionnaire. Br J
Addict 1991;86:1119-1127., Ahn HY, Lee SY, Lee YJ, Jung DS, Kim KN, Kang JH. The
reliability and validity of Korean version of questionnaire for nicotine dependence. J
Korean Acad Fam Med 2002;23:999-1008.)

UFE =2 Hrlsle = ttE =3 E%E Shiffman So] 743
Nicotine Dependence Syndrome Scale(NDSS)7} 1t NDSS+= <& 6>
Zom, Ys"” oF g SHA F50river 4%, 9 4
Agld o 5 F59 ), ¢4 = Priority: THE S|y A3}

A

R TAL 9431 71x =), WA (Tolerance: Y ZElo] tj st

)
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2. R AZEHE HulE A 22 mH ey Sodol diet 22 Zesio)

3. Eufol oigt alet 22 =2 miH, oix| Lot SHME =+ gle & 7 8le ol
=2l =et =4o| Ect

4. etz ot GHHlE I RX| 2 Fols, 2HE F0|7] flsf 90| HL3Sich

5. 40| ot20l E= MELX 2t FH0| =X §F=rCtH ufsts Zeol Uch

6. otF 2| HE| ofdZ X2t S40| ==X Y2 H|WT|E O|&3HA| Y= HOolC

7. 92 SHA = TS @ KXol St= MetE we mH, WIF Hel S
LE222M iXle sHEE 7] mZol HHESC}

8. 5tF & ot Jiu|e| EHujlE 7& = fictH ciEE otFoll T g JHH|E ALY
ol ottt X = J=IR

9. M2 HHIE H<P7| A ES wet vlwsiA, I SHS2FH Ysts AES
27| flolf, 2t B2 EHoj7t 35

I
oA

>
o
r
m
T
N

10. M= HHE =27 AEYE et slWsiAM, ol 2EHHL of

7t €W o B2 =HelE 52 = Uch

1. Z27[Hel SAX7t 2 ofei 2, HElE u[?= o] AHSIAH L i EACEH

12. 5tF Sctel Lo & 2du2 i =aciAM, gt AlZt Setoll B2 =HHlE
LHCHtE R AIZE Seb o JHH|E u[2X| 2& 20| E5tct

13. 2= L 227, ¥ AlZt o|l&4S & |lo] A|WZ|= strt

14. ol £42 ol HujE u2Ch

15. Lto| &2 COfE AEEFH B2 Jde2 UA ech &, & ool L o,
AESIALE =5 M, EAF AALE CHE AR & UAS mf Sofl Aetglol €2
ol HulE = -2ch

16. dlgt FE2T LIE 22 ¢ 8ltt - I oot EojX|H L= HIZ HH &
A2 flall AbEoll B Lzict

17. 22| 20| S E== RolM EFAHL H[T7F 2= Mol sfolAM HHiE =2
oSt JHA[7F AC

b

18. &S0l FollM ZotH, L= Bl E o0 42 S5 =2k
19. L= otFoll EHHlE ¥ =Follof ¥ S

|
= A
20. “‘Lt= 9ol ths =EH 2 X2 JAct’d =AM ANMEX g s &

T UCH

21, 2 o|M= O o4 EHujE &AX|SHX| Aoty AA= CiySHX| g ZA=ofl =
Bl E 50 U= Lt ApAES LSO

22. S E B £ mojch LollA of"/E2 =3t ol

23. (24A1ZF =2 O ol4h) EHHiE B tF ofF CiA ¥ 2 S =HAS EF 0|2
=% TELE Sotvt= ol B2 AlZto|l ZFC

ME: 1. M3 ™A pick 2. =5 3&8cCH 3 S22 oot 4, 485 O™t

5. i =™

(ZX: Park JW, Yoon JY, Kim TS, Kim SJ, Kim DJ. Standardization of Korean Version
of Nicotine Dependence Syndrome Scale and Its Predictive Implication on Nicotine
Cessation. (2007). J Korean Neuropsychiatr Assoc 46, 58-64.)
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Ask , Assess g Assist Arrange follow—up
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D=9 =7t A= F9A dig A5 At

=4 &7t A= FAA dsiAe <T" 3D 22 5A(Ask, Advise,
Assess, Assist, Arrange) =S @1slal JQT) o= YBAAES LES
€ AREAA FH ARE BaAsk), EulE #%5 dstH(Advise),

o] oA 7} A=A Hrlsl AM(Assess) 5 A7F Ao E#EE
o} T(Assist) THe YA S FErHArrange)E s olth,

ol

l~l‘l

Ask abouttobaccouse  EEE=R-Lty B tulv i R 3= wlCSE FA)

 BE ETEX0NA X! 20 HE0 F=atn, TS
Sog sl (g A2)

Advise to quit

Assess willingness « B Mol Foxtel 2 Al=of i3t o|X|E molBict,
to make a quit attempt (H2F A3)

- 58 57| Yol JEOIL F71 X2E BB (MY Ad)

ASSISEIN QUIESHEMBERNIR -7 =155 8- =R A= L VEE F=o PR
Fr4e sict, (m2 81, B2)

« 2O AIAS S UF ool CHA| RS 4 QISE i (2 A5)
Arrange follow-up - S 2018 ofx|7} gl EXI0AHIE CFS WE Al UTE 553t
2% oixjofl cah olo}7| sl=2E Sict.

A Zl=eo| S5A’s ME
Bl ALEEO X2 Ztol=2fel, 2008)

a8 8.
(EX: ol= 24 F Y

R o
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ol AL 2 o)E S JfAEL7] 98] Prochaska®} DiClemente= &1
A2 g =Y o] oyt o G@AE AXTA o] FoA| =
A8 A ASHETE (Prochaska et al., 1992). <13 4>2]
STHAl T FAATE oW ©Aol A=AE st YAE 1 A A
7V A A N dst= Aol wAsk=d A olgtar AAskiT

o?‘:‘,
of
g
ot
e
N
td

12| A (Precontemplation) 12| T (Contemplation)

B'KE%OI o|= 7 & glE EHA - 209 AF(EH)0| ZH2tn
BOA S gz 6/ E 0|0l = op=9l B
9|=7} Bl B « 60 O|LHO He HBtE A
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2t UA" AREARN ] HIFEZ A=

D UEH" AR A A X5 &

UEE 5o a3bxel AAANSA A ge F59 txzd A 7|
x| =(evidence based therapy)l <1#]38 -5 %] =(Cognitive Behavioral
Therapy, CBD)%} &717%38kx] =(Motivational enhancement therapy for
nicotine dependence) ¢ AH 7I'H=ol 7I¥hs 7 U

71 5 @A) 5 7] wet A m F3EE Astar, o

sttt =<4 Bl meEr BAE SEAR FESIA ko] Ao wet
A Y-S ot Aol 54 ATl aHRFolgte Jidelt. X 59
ol xlo) whg} 1¥ AeA(precontemplation), 118 A (contemplation),
4] A (preparation), 35 TA(action), A TA(maintenance)=
Ut} (Lee et al., 2008).

S71ABA = Al 77 aigdor & 71E del== &4k (empathy)
st7], =LA WHErI(FAAe] dA et A Atole] EAA|
12D, =4 A7), A A FEIVAHGe N} TR il

Hete] AR &8), AV Bsi AASIE ZA BA 7= AA
2 Aok Miller et al,. 2007).

AP sH 5N 54 5719 53
=4Y s34 22 3 Zgsta, AgAE A tiA Zles
3| A sk, FAolY Ay AHEHE Wi
2= (Lee et al, 2008, Hall et al., 1998).
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therapy ingredients

2O B FIIAFAEL Zo] A AR o Foxl, B} AFZF <
A5E AL ATk <F O A ZEIHLS HAE 7E 7|
Uael AREA] A QA EXE Z=2TOo|n, FHe TAE
WZeal Qo &, <9 =Hl(preparing to quit), & <(quitting), &
A](maintaining abstinence), A+ 749 AW A (retooling if lapse)ol]
gt &S Z3sta ¢l

¥ 8 UIE AIZEof JME e X SXE ZE2OH FA oA

Conitive behavior Foatures S

Explanation of the
treatment model?

frequently asked questions (FAQs).

Display text and animation and

Overview of preparing to quit,
quitting, and maintaining
nonsmoking.

a,b,c

Goal setting

Display text, assign stars to list of
choices to choose which

strategies to use, and narrow

choice via series of questions.

Set goals to quit smoking
and maintain nonsmoking.

Tracking®

Periodic notification messages
asking user to reply and view
summary charts of key ratings.

Track smoking/nonsmoking
status and track temptation
(high smoking urge) situations.

Pleasant activities®®

Display text, identify activities

using a /st activity that permits

typing description of activity or
choose from prepopulated list items.

I[dentify and plan for
situations that trigger
smoking urges.

Self-defeating
thoughts®

Display text and FAQs, view
animations showing procedures to
identify and interrupt downward
spirals, and videos of coping models.

|dentify and interrupt downward
spirals that lead to smoking.

Positive thoughts®

Display text and FAQs and
videos of coping models.

Focus on being smokefree.

Stress management®

Display text and FAQs and
videos of coping models.

Two brief relaxation strategies.

Choose strategies to use and

Personal plan to maintain

Maintenance plan®

signh commitment contract.

nonsmoking.
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Plan for smoking slips.

sign commitment contract.

¢ Increasing awareness (destigmatizing/normalizing).
® Providing opportunities for corrective experiences.

¢ Encouraging repeated practice.

=
=

Review circumstances of lapse,
list what to do differently, and

1: Danaher, B. G., Tyler, M. S., Crowley, R. C., Brendryen, H., & Seeley, J. R. (2019).

Qutcomes and Device Usage for Fully Automated Internet Interventions Designed for a

2) UFE AL&Aoflo] n]ek

Relapse plan®?

X
Smartphone or Personal Computer: The MobileQuit Smoking Cessation Randomized

Controlled Trial. Journal of medical Internet research, 21(6), €13290.)
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10, 15, | k=0l 2074 | ojok £ HHLE 24412 ME S 16
20mg | ® & 45kg ol 5t Azt Maez M3t £
(16A1ZF | (2CTHA) x| 20, 8F — g2 &2 Ade=z ush
M&) | (1etA) @&l 10, 4F - AL, A5HEof
7|4 = A e o= AlZh
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o

o

. U= Agae) vekE Ame) daE AL AY

2008'd m]= RAFUS Department of Health and Human Service)ol] A]

AMMe = A7t

=]

SR BA]

p—

o

Z 2H(assist) 0. =

3t

(cognitive strategies) ®-$-71,

9

P Sl =

S

%% sh&(cognitive and behavioral activities)s = A Al

o

R

—_
110

o &

A1=x% 9t} (Hollon & Beck 2004,

ATelA I FEA o
Riither et al., 2017, Killen et al., 2008, McDonald et al., 2003, Webb et al., 2010).

}?)]'

o]

=

]

o

MA &3 Jebgth (Killen et al., 2008). Z=3F vk
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olg}x &4# A th (Brannon & Feist, 2007; Earles et al., 2002).

12 A9e] 27}

o =57]7]=

o

=Xl )

o]
A

=2 SAA AlTE

0]

g

o
KH
o

N

A HAE A8 Um® Agg] g MY AT

A=2E AlF ol Ysd

NEDH HEAT ol w

T AT (Khadjesari et al, 2010).

HA, gAE 7]

]

=Q
A

o] thEA <l oAl CureApp

Smoking Cessation(CASC) X.H}<

A0l A

O
R

7 AHTobacco Dependence Screener,

=
) BN

20A4] o)’de] =l <

T—
) .

o]& AHS47F 53 o]Ao]a, Brinkman index(st5 &

5l

TDS)oll A Y=

A, G BRYE AT7F AFEAT CASC Yolle FAL

A&k,
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H 12, A # olX EM HIitHs A1

Endpoints Statistics
CAR? from weeks 9 to 12, % (95% CI) 76 (65~88)
CAR from weeks 9 to 24 (primary endpoint), % (95% CI) 64 (51~76)
CAR from weeks 9 to 52, % (95% CI) 58 (46~71)
MPSSP total at week 12, mean (SD) 13.7 (3.5)
AMPSS total from baseline to week 12, mean (SD) -6.4 (5.8)
FTCQ-12° general craving score at week 12, mean (SD) 2.5 (1.1)
AFTCQ-12 general craving score from baseline to week 12, mean (SD) -0.6 (1.5)
KTSNDY at week 12, mean (SD) 10.5 (5.9)
AKTSND from baseline to week 12, mean (SD) -6.7 (5.2)

®CAR: continuous abstinence rate

°MPSS: Mood and Physical Symptoms Scale

°FTCQ-12: 12-item French version of the Tobacco Craving Questionnaire
9KTSND: Kano Test for Social Nicotine Dependence

%
100 —g— CureApp Smoking Cessation + conventional therapy
(vertical bars show 95% Cl.)

80 =B « Varenicline phase 3 trial in Japan

+ «& + National survey in Japan (2007}

60+
= ¥= Varenicline phase 3 trial in the United States.

40

20

% 5. 9Fo A 12F, 9F O A 24F, 9F oA 52F 77X A= FHAE
(Continuous Abstinence Rate, CAR)
(ZX: Masaki, K., Tateno, H., Kameyama, N., Morino, E., Watanabe, R., Sekine, K., Ono,
T., Satake, K., Suzuki, S., Nomura, A., Betsuyaku, T., & Fukunaga, K. (2019). Impact of a
Novel Smartphone App (CureApp Smoking Cessation) on Nicotine Dependence:
Prospective Single-Arm Interventional Pilot Study. JMIR mHealth and uHealth, 7(2), e12694.)
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E OE A3 dFdA= UZ"E A SAE o= 284<
719 YFZE AFgAo] XY 2] a8 A3 S 3F

e A4 e Z=J3H Hlwste B@rhskstt (Nomura et al, 2019).
AT A= T2 (randomized) =2, A= a(controlled), &71% (ppen-label),
o} #Hmulticenter), ¥]<€-SAMmoninferiority) Aldo.2 P A+
(telemedicine arm, n=58)-2 2z}Q1 7|¥k HIT| Q@ AFehs Wgtom, FX]of+=

YA Ag SRS BE A A AY LEE BAANA AT
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rlr
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Uat FEAR HI7PHTEE T4 12F7HA1 Y A5 =<A&(Continuous
Abstinence Rate, CAR)S A &3}ttt sid =33 AAHA 717 St
&Aoo 7 FAKL BT 7Mele] MESZ HogdAr I HAFS Al

B 2&AQ FAH g 713 B¢ 3719 CO ¥E<10ppme=

o
Aolstdet. A& =91, 9~-125212] A& 9 (CARS A7} 9125

5 A% 2AL AL mI;aE, 12540 7] O FEI} <

—

ot E4 WAFRE 9-24FAe] A% FARCAR): JE B
AA 4 2 =Mood and Physical Symptoms Scale, MPSS) 2 gl Z+

A & A(French versions of the 12-item Tobacco Craving Questionnaire,
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FTCQ-12)9] 1270 && H=9 W3} 85, 125, 245l A8 % Yxy
o]&X H<(Kano Test for Social Nicotine Dependence, KISND), 125 %
2470 Ux”l oJ&4 1A HX(Nicotine Dependence Cognition Scale,
NDCS) H A = E& sl A7 23E o

CASC feoll tigh ojd sd=a A+ol|lA CASC §} 15(78%)3 A
2T s AFESHAl &+, 54%) Xt 9~125F %19 A4 5HE(CAR)Y
zkol= 24%0l AT oo wEt dF AP dxzaoll Hls| 9125

S AR ¥ W A% FAECARS AFsHA &S Aol

oz 2AH vgS5A vlRprespecified margin]& 15%°]th. o] =

it
e

83 & A7|E 114 77 5NE ALtk

A7 Ay ddT(telemedicine) ¥ thxw BE5F 950l 125 Alold
(CAR)E E AT (81.0% vs 78.9%, absolute difference,
[ -12.8~17.0). 54 T2 o7 QQEYl 7|HF vt AES

ni:[o

C
AHEE 94 Nz HEL (E 1D} o] 9F oA 125 Aboldl] EE

W Q4 PR ZEaws A 94 FARCARS Ry

E 13, 9~ 12F XKL A 7 &M HotHg) Y 9~24FX}HO| At 7 &M HIlH )<
AL 2 Z(Continuous Abstinence Rate, CAR)

Continuous Telemedicine, | Control, mean Difference Odds ratio
abstinence rate | mean (SE) (SE) (95% ClI) (95% ClI)
Weeks 9~12 810 (5.1) 789 54 | (_1080 170 | (045588

(ZX: Nomura, A., Tanigawa, T., Muto, T., Oga, T., Fukushima, Y., Kiyosue, A., Miyazaki,
M., Hida, E., & Satake, K. (2019). Clinical Efficacy of Telemedicine Compared to
Face—to—Face Clinic Visits for Smoking Cessation: Multicenter Open-Label Randomized
Controlled Noninferiority Trial. Journal of medical Internet research, 21(4), e13520.)
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CureApp Smoking Cessation(CASC)e] F&A4S AS3H T34 wlA

A7 Al & (Randomized Controlled TriaDel A= YUZE &L 7} &

L1g ggste] JPHAS. F I1F 27 125 < o=
T 2E 24 ASEE BUT FATLS CASC <, iz =2ukd
CO AA7F 9= EA4l" d(Control-app)2 ZHz}t 245 S<F AR5
A2 FEA BT E 9FA 24F74A o A 3HEA
A< F9-8(Continuous Abstinence Rate, CAR)O|S 1L, 8 o]z} &4
T IFHE L2F71A 9 A4 FA9E(CAROIUT. AE HEE
stAY ARESEA ¥ 129W9 FTIAE Al9sthal, 2852 FAE,
287 0] dxTFo g I
SATY 9FA 24F Atolo] A& FAE(CARS HETHY 79
sHA o =3} (63.9% vs 50.5%; OR, 1.73; 95% CI, 1.24~2.42; P=0.001).
9o Al 525 Alele] A& FAE(CARE <I¥ 6> Zo] gz
Bt FATANA H =9 6G2.3% vs 41.5%; OR, 1.55; 95% CI,
1.11~2.16; P=0.010). CASC 12 =+ A5 % FTAH HAZE XUd
A(control-app)# vHlwste] &71Z <l AL FAE(CAR) /Ao =30
= A

(—
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% 100 - % 100 -
90 - 90 -
80 75.4 80 4 ..
70 4 70 -
60 4 60 4

50 4 50

.....
.....
.

40 - o 40 -
41.5
30 4 30 4
20 4 20 4
-— CASC = === Control - CASC = === Control
10 4 10 A
0 0
0 12 24 52 Weeks 0 4 8 12 24 52 Weeks

a8 6. Matstdoz AFZE 2 E(smoking abstinence)

a: 9FOllM 123, 9F oAl 243, 9FOlA 52F Atole| X|EH&Ql Z5 H|2.

b: 4%, 8%, 12F, 243 I R2FXRte| 78 A|™ F912(Seven-day point prevalence abstinence).
» P < 0.05 =P < 0.01.

(ZX: Masaki et al., (2020). A randomized controlled trial of a smoking cessation

smartphone application with a carbon monoxide checker. NPJ digital medicine, 3, 35.)

w3 UIE AEANE X8y ZHog e 9 TR
AZEY o2 &9 H|ebFE ~(Click Therapeutics)®] & == (Clickotine)
oA A7} QA+ (acoviello et al., 2017). &8 ZEI(Clickotine)-& 71<l w3
v ARE s7] AT FH o g2 JREAT. wjd 57RR] o] 4wl
-3 18A10A 654 Abelo] ml= AFAE st AR Fo B A
712l sigshes H7HAE 2T 7R 271 A3 (baseline) 3t
87 Foll =&iel xS T3l BriEAT. F3 =" (Clickotine)=> 2008
n) = B ZAX(US Department of Health and Human Service)ol| A 23§ 3}

UFE AL 8Z o] AAZEA R oA HAdE F 1O FE 8AE

=
=
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H 14. Ol= HZE AL2Zol

MBI AT Aol

3l == = Clickotine 7+A

Guideline

Clickotine interaction category

Advise and
encourage to quit

Complete missions

Assess wilolingness
to quit and enhance
motivation

Complete missions

Log sentiments and feelings
Participate with “quit teams”
Interact with supporters

Log cravings

Log smokes

Assist with quit planning
and connect with
intervention

Complete missions

Control breathing

Use digital diversions
Participate with “quit teams”
Interact with supporters

Write in a journal

Learn about and use quit aid
Receive personalized messages
Respond to messages

Log cravings

Log smokes

Arrange or provide
follow-up

Receive personalized messages
Respond to messages

Log cravings

Log smokes

Log sentiments and feelings

(ZX: lacoviello, B. M., Steinerman, J. R., Klein, D. B., Silver, T. L., Berger, A. G, Luo, S. X,,
& Schork, N. J. (2017). Clickotine, A Personalized Smartphone App for Smoking Cessation:
Initial Evaluation. JMIR mHealth and uHealth, 5(4), e56.)

ZF 41699 Z7IA7E S geZ2 st i H g2 4 (Intention-
to-treat, ITTo] Z3FHJo B4 A=, <GE 15 1603 o] 8F3+e]
AT 717 Z<F Clickotine ¥g 100.6¥H AA1(ESZFE 69), Clickotine
Z2 W 214439 45 4L 7SP o (FURt 178), 5.3F T

Clickotineol] A& FFASFATHFTLAL 5. 8F F 45.2%(188/416)7F 74
T Bugleon, 26.2%(109/416)7F 30¥ w9 EuFTh
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1814 % AN E diAk(Per-protocal Set, PPS)Q1 3659 (87.7%)<
=A% A3 51.5%(188/365)7F 7d w9 Rarglom, 29.9%(109/365)7}

!,

Ao

H2 &4 Z(Intention-to-treat, ITT)2 A &AM
o A X} 22 (Per-protocol Set, PPS)olAM 2] 2 &

Completer analysis
(n=365), n(%)
7/ days 188 (45.2) 188 (51.5)
30 days 109 (26.2) 109 (29.9)
(ZX: lacoviello, B. M., Steinerman, J. R., Klein, D. B., Silver, T. L., Berger, A. G., Luo,
S. X., & Schork, N. J. (2017). Clickotine, A Personalized Smartphone App for Smoking
Cessation: Initial Evaluation. JMIR mHealth and uHealth, 5(4), e56.)

=2 2MAH
el

Duration of abstinence | ITT analysis (n=416), n(%)

I 16. E0{ AlE(baseline)2| CHAMAL SMof| wE FolT X|&Z ZX|AE 37 &4 AI}

Engagement race/ Fagerstr m Years Cigarettes | Prior quit
o age sex . .
indicators ethnicity score smoking per day attempts
Clickotine app opens (high/low according to median split)
OR? 1.018 0.563 1.044 1.071 1.019 1.025 0.990
95% Cl 1.00-1.04 | 0.38-0.84 0.95-1.15 0.98-1.17 1.00-1.04 | 0.999-1.05 | 0.90-1.00
P value 0.048 0.005° 0.36 0.12 0.047 0.06 0.7
Clickotine program interactions (high/low according to median split)
OR 1.018 0.669 0.990 1.070 1.023 1.026 0.981
95% Cl 1.00-1.04 | 0.45-0.99 0.90-1.09 0.98-1.17 1.00-1.04 | 1.00-1.05 0.89-1.01
P value 0.045 0.04 0.83 0.13 0.02 0.047 0.76
No. weeks active (> 0 interactions/week)
OR 0.997 0.690 1.096 0.932 1.001 0.969 1.004
95% Cl 0.98-1.01 | 0.47-1.02 1.00-1.21 0.86-1.02 0.98-1.02 | 0.94-1.00 1.00-1.01
P value 0.75 0.07 0.06 0.11 0.92 0.02 0.24

®0OR: odds ratio

P < corrected a(0.05/7=0.007)

(ZX: lacoviello, B. M., Steinerman, J. R., Klein, D. B., Silver, T. L., Berger, A. G., Luo,
S. X., & Schork, N. J. (2017). Clickotine, A Personalized Smartphone App for Smoking
Cessation: Initial Evaluation. JMIR mHealth and uHealth, 5(4), e56.)
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tH

08 A3l dFeMe 59 AA7F e 94 12718 S o=
29 vy ddAE e Aldete] TAE YEE AR A 1A
8] 5% =(Digital CBD¢ B3-E AZFstARth (Danaher et al., 2019). sid
ATl Ao Ae 2rtEE 7R gAE Q1A 35 4] 5 (MobileQuit,
n=633)& AT}, thxv9 A d=adw == HES PC 7|Woe =

AAE OgAE QA3 %% Z(QuitOnline, n=638)S A Futgtct,

ALU71” B BaGOon, ‘o’ B SRS iAo AS 8%
W@ FA AN 2 AEIUL 1 AR E 1D} go] hxP

(QuitOnline) 2t} A& F(MobileQuiol A E# o 2e& Fdo] By
H Ao

g e o2 E4(ntention-to-treat) & T3 At 7¢ B¢ FIE
(7-day point prevalence smoking abstinence)2 37§ A&l 20.7%
(131/633) vs 11.4%(73/638), 670 A5 ol 24.6%(156/633) vs 19.3%(123/638),
IMe 2 ol AF EFE a1 598 A5 16.8%(100/633) vs
8.8%(56/638)= =21 = Ao}

T35t A} Fho](Participant engagement)] 74-$- A & H(MobileQuit)©]
o =7 (QuitOnline) 2.t} F++ 5u] ¢ A5 ¢ g == (Web app
program)-S WESFATE ©] A= YRkl JEU(E 2Ty == HE
PC &8) 7I¥t H HHEG 2uEE 7|vte 2 HAH3}st= 7o
Ao G= ZAHE AASHAT

O 7]:'

_4
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#F 17. A8 F(MobileQuit)2Zt Cf = (QuitOnline)2l =& & wE FAH FX
(smoking abstinence) Z 3}
. 3—-month 6-month 3- and 6-month
Type of analysis
assessment assessment assessments
All participants (intention-to—treat)
MobileQuit (n=633), n (%) 131 (20.7) 156 (24.6) 100 (15.8)
QuitOnline (n=638), n (%) 73 (11.4) 123 (19.3) 56 (8.8)
Between group difference
. o 2.02 1.38 1.97
Adiusted OR (95% Cl) (1.48~276) | (1.05~1.80) (1.39~2.80)
P value <.001 0.02 <.001
Participants who completed assessments (Complete Case)
MobileQuit, n/N (%) 131/287 (45.6) | 156/359 (43.5) 100/247 (40.5)
QuitOnline, n/N (%) 73/257 (28.4) 123/329 (34.4) 56/216 (25.9)
Between group difference
. o 2.12 1.27 1.95
Adiusted OR (95% Cl) (1.48~303) | (0.93~1.73) (1.31~2.91)
P value <.001 0.128 <.001

(ZX: Danaher, B. G., Tyler, M. S., Crowley, R. C., Brendryen, H., & Seeley, J. R.
(2019). Outcomes and Device Usage for Fully Automated Internet Interventions
Designed for a Smartphone or Personal Computer: The MobileQuit Smoking Cessation
Randomized Controlled Trial. Journal of medical Internet research, 21(6), €13290.)

A2 UAd ) Uze gl Az g ArSe] A&How

717+ Z¢F k&S A3 34)E Hr1ekgd (Horton et al, 2007). o] &8t
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ol UFH Al&Ao] OAEXE7]7] 9 AHd
A YA UI™E HRIEXE7|7]ZA s7FE AF 2 AR F
X 2(CBTE o] &3 A= <F 18>3 2t

[

# 18. =2 UAE AEFo i CIXERZ7(7] 57t HEF S

HEYHHE=HA
o [5E lerin) HEZMY
N
Clickotine A|_o| l AlStALA EF |7| O|E7|7| ol
, , - ] ASEA A ERX|D1E 9 & Z2 59l
(Click Therapeutics) Carrot = = N T
gt ofet atEsto] F91 CX|" &= M2l Clickotine2
Z&sto oS ot
- Clickotine= ol= HZE ALZZ0] X[Z 70| E2lRlS
7ldte 2 S0 Zl ADIEEZ Ho|ct
1 - 837 ALEEY & U200, 2R et HE 3 FA
ofd IME 7[Ete 2 2tXtof|A| HEY MUEE ®3
st 2 3 Foof st 7|5 ¥ F& 7[s0| UCk
- - 7o tfet ME 2Ees FH AR FF, 9 S7|
(gﬂ: ICIiCkotine EH 0| X|) 235 2 A= £, AdEX|E oY, S mh MEh
(elichotine.corm) R|%E olef Lhelol tHet &7 % ARSIKX|X| Xielof
CHet ot S0 Uct,
Cure App SC - 22 =M LS M(Ministry of Health, Labor and Welfare,
(Cure App) MHLW)o| &elg ghetond, 20208 & 35 o2
2 AlA”O] AMZEC
- 4H3E AZBEOE XZEs5H7 e 2 XNEE
AOLEE Ho|ch ME2 IA SHAE o, 2ALES o,
5 : FH& CO Checker2 FdEcCt 2tXte| 57| CO
nE =5 5% Al BRI} U0l 7|23 B HE
SEo 2t HEs =g M3 soh
(EX: CureApp ZHO[X]) | - 12F St ALEStH, 2 FX[of =F0| == &=
(https://cureapp-enblogspot. | QS0 st I] MMES SHAMCR HE, 2
Cgm/2020/12/Cgreapp—sc—di SX| ! A 7|2 =AM Salof| Cfsl AbErsr £
gital-therapeutic—for.html) ol= olZX|L MED iHElS M ZstC)
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A OAEA 251719 Aeleh T slol=aeld g SE

2l FojokEbdA  ‘OA”EXE7| 7] 37} - AL Tlol =gl

(ML A 71E= 85t o3 Zoiy A< o,

te], A 7st7] fal fAtelA 24 71Ne] A 83 Jide AE

s oflw malmel el X2 Jielo] WS “HBANE AR

2) =) o= He 7

7h

HAEA57]7] 37} - AAF Zhol =2kl b A

OAEA8r71e (8778 ] A2z §E AFgEF
1=2

-—

(D)l 7]k BREEAPAAEF) SHH o2 BF /s

o5 7171 sFett. FHAAE T
AEgEAYEFT IS EZAFA &= nvl, DSM-5014 A2

st ol A& Aof(Tobacco Use Disorder) Xk 7)ol %
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ATt TS oo FRAE A3 A Hpeer-reviewed journal) ol A
VEANBS e HAE T= JAABTAEY A5 a3 0|
A== v} 9t} (Khadjesari et al, 2010, Crane et al., 2018,
Zill et al., 2019).

flek 2ol gAE ya" AR HlekE AR Ve HAE
A5717] i AF Ad 7E € HAE FFEE fAHE

257171 thidolztal A = 3l
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‘u(‘!) AuE-?J]O-] 2|§-7|7I°|3|_'3:.?-= M OXEXZ7|7|= 2ZEYHEMN pc, 2HIY HE,
G = HMD(Head Mounted Display) 52 H&(&4HE 5)
lY SHEL0{0] HA|E0] ARS
@ "'%‘ o, 4EI ~_ N @) 29 oy AAEEER, BT HUMRF
< EE g7 g =Hoz . :
~ EI'7<|'0E|?"1l HBEE7
; = (3) ZHE7|Ho| et E(AdH) 2 SREY 2ls)
lY - tigtelsts|o M Q1" st AR 2 K| E (Clinical Practice
Guideline, CPG) &
{3) XIE E.‘-87[3‘*4 N - 127t HEE Solf EHohs o & X|(Peer-reviewed
SRS EE) 247 ?i_t7f?"‘ Joumal)0ll AIXHE e ==
T SHAl OITX} QIAAIE THE
l Y
F v

. . 7 EREA =771
Ed | = | = \
( CIxIER=Z|7|% 8 ) ( S| 22

g
E

CIXEX=27[7] tHedol 7 ®EV|E & EXR

7.
=2 k& et X (2020.08), CIXIZ x| 27|7] 3{7F AL Zto|=2fel(2la el ek A))

95271719 Aol 1Sk B} AAb Fhol=RkelT ULl A
HAER B717)E AF|FERAA 9271719 Afelu] Hk
S17b- Al Tl =RIRUL] QRRAD o 2ASe], <1Y 8>3

2ol HoMY d 92 71U A(confidentiality), F24d(integrity),
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(M) hA])” & 7| ® 7 HAEAR7|7|9 A8 dd
ZEA s O™ D9} Zo] RI|7|A EAstE AT EA
(risk analysis), ¥ &% 7Hrisk evaluation), ¢ & ZAl(risk control),
Zr 2] &8 7Hevaluation of overal residual risk acceptability),
A7 B A(risk management report), AAF 2 YA T AR
(production and post-production information)= &3t}

olg7]7] AZEY ] kAX SHE 1 == AR Ao w

dgr)7] AZEY Algozm ARAe] A e Lo

= =] o
R AT ASE, A% we gAel AsA AL AT
g ]
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S FAF 7lg 248 S0, 9 B8 e 7IES UiEsi 2
OXER=7|7| 252] 24 2 S3 7158 HME
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T2l &

o

2h) 98571719 AARESARWE) 280l gl 7ho]=glRI(FIER] hyA)
OAE X777 AAE=7A(Real World Evidence, RWE)S

Abgste 2l57]719) AR Bl Aot dEd A B wEA
US AR AAS = e, ol mE 7|3t B Blge Hfd

D AAEIOJEIRWD)E 7120 SA14 ol o3k A oery FHHA & b el dRuolgdl tigh =2z
gofoltt. AAES/IRWEE RWDE #438to] SAld S724, RWD 45 Fall &2 871719 A8 23 A7 o]
£ RN B3 JE S8 Y =23, I 2e Bkl e AR SE 23T
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19. XX =27|7] &

B 2o 7

- Part 1: Roles,
responsibilities, and activities

spwiof ofet A 7

o xE 4 dz F2 U= H] 10
Medical devices _
. °|lz27|7| & 2t
- Quality management ,
ISO 13485 , (Quality Management)o| = 2
systems - Requirements _
et =A™ 4
for regulatory purposes
Medical devices _
S| 7(7| e
- Application of risk , _
ISO 14971 , (Risk Management)oll et | =2
management to medical
, =A T4
devices
. . olg27|7| ~AZEoe
Medical device software
IEC 62304 Soft lif I METH 7A=TS = 2
- Software life cycle
’ =530 TFlof oht
pProcesses
=M A
Medical device software - _
. S|R7|7] AZE90L
IEC/TR Part 1: Guidance on the _ _
o e ate| gho| cf et = 2
80002-1 application of ISO 14971
, , =M A
to medical device software
Application of risk
management for HEgaz ofzss
IEC IT-networks incorporating _
S| 7(7]|9e <& ate| = 2|
80001-1 medical devices
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Application of risk
management for
T- ks i '
ngtwor S .|ncorporat|ng HES o ofzsc
IEC/TR medical devices - Part _
0 80001-2-1 2-1: Step by st isk l=o1vlel wE el =
+ IR by Siep TS greof st =M 74
management of medical
IT-networks - Practical
applications and examples
Application of risk
management for
[T-networks incorporating
medical devices HERIZ AZE+=
IEC/TR , =
7 - Part 2-2: Guidance for o|=277]e S ae| =2
80001-2-2 , _
the disclosure and greof st =M 74
communication of medical
device security needs, risks
and controls
. 3 9] Jhol =g}l
OAEx57]7] #d 2 7toleeel e <& 2003 ).
E 20. XA 27|17 2@ el 7to| =atel
Pl tolEglel H A Fe2 UE H| 0
o277, 2 TeoE7|7|H Al
| o277 s|7F-A1-AlAL S0
XA 2] sohaap || SEL AR e S
et #d, 718 CIX[EHX[Z27[7]|ol | =Ly
Ziol =2l (21 2l ot A)
ieot= MESl Hel, metv| = 5T
AAL 2ol & A A
o277 AZEY N o277 AEZEYO gz|do|Ma
2 Ha|flo|M Ztol=gtel CHskod 7| & A MEstALE AZE | Il
(2rl el otLfAf) olekE ot Mol XS 7=
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O|F7|7] AZEZ 02 J|=EAM &AM
gieHol| CHsto] AMM|S| 7|&s5t ‘ol &
O|Z7|7| 2= E9 ] _ ; -
717 2ZEY | MEM Feol HaM’
3 {7 AMAL JHo| =2}2l ) = L{
o|lg7|7] AZESN HE ¥ F&2M
(DIl obLf Af) _
2ol Xtz & S{7HAMAF Al K &5lof &
HEX=Zo| thHsto] H A
o|Z27|7| &IFAIAF Al AL A2 7420
o|z 7|72 Alolw{ Hof =171 = _P FALArE ARl 2
™Al dskg o|E = U= AloIH
4 {7 AMAL ZHo| =2}2l i =L
Hob 2go st MEE = U=
(Bl el okl Af)
F| Aol DAL S F A
o|= 7|72 Alolw{ Hof
o|Z7|7] Aol Eot MZ "t} {7}
5 MZakgl 5l Aby R =L
AME Al MESk= KERe| 2 of|A|E A
(DIl otLf Af)
6 Off-The-Shelf Software Use in | 2IZ7|7|0Ae] 7|ME A= E | ALSO| 0|2
Medical Devices CHet Zto|EHA
Information for Healthcare
Organizations about FDA'S
. “Guidance for Industry: HEXIE &3st= e|&7|7|e] AlO|H] 0|2
Cybersecurity for Networked | £ ot Jto[EH Ao Cist M
Medical Devices Containing
Off-The-Shelf(OTS) Software”
Guidance for the Content of
Premarket Submissions for LS2ZEQE =EZest= Q=774
8 . . . ~ . _ o|=
Software Contained in Medical | CH$F AlEF M XM Zof CHSH Jl0|HA
Devices
Decidin hen Submi
coiding When o SUBMIt & o) 5151y a=esgjof wiziol oz x|
9 510(k) for a Software Change ol =
JI=ES
to an Existing Device
Postmarket Man ment of
ostmarket Management 1| o\ 25151 ajoluf Bote] Alg = pajo
10 Cybersecurity in Medical _ ol =
ci st ZlolEH A
Devices
Guidance on Cybersecurity for
" Y VIO L o12717) Aol Hotol et sjol=alel | 3

medical devices
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Zol A EeAQ wtd N2E /1E Y (2o FAZ RgF ¢

F= F83 WHo=z HyyEa v (Yuen et al, 2012, Lee et al,

ol E Eol7] s EAFe] ARgE olye} AR
4 9t} (Ritterband et al., 2003).
o] Aol A fH O R o]ofr]|5}y]
A

=l g 4= At (Newman, M. G., 2004).
=3 QAP Fx 2ol tha) Eaxd 1980 F-E 2019 147419 4

_%E

St ERE 3 AAH £ 1 A3 I 7 A EA 5
>=
|

CBD+= A4 A5 T+ 710 Ad A5 Huds e 7o xbol7}
A=A okt (Kiluk et al., 2016).
a8y 228 XE= A dHo did AFH AR RFoF
= v, 99 Zo] o] Hdold 9 E FEsteT AL
EAgth (Shingleton et al., 2013). WebA ol& SEL F Y& MER
2, =

AR 71%e) E9lo] BasH, OAg /178 243
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(Digital Therapeutics, DTX)7} =533 Ut} A= 2Ale] X5 A S
AANTeE EUHY & 4 i

[o

(Effectiveness)= &3t A} 3ot

L I R B e )

OAEA 5771 Aoyt AoiE oA, B, X538t s SAtolA
7 7]9ke] X854 FA(Evidence-based therapeutic intervention)&
Asste 1E3tE AZEO 9BV|7IE 7MY HE HAHE
A77)7] Mulz Aol ZRol 7hEEtEA flow, 53 dF wAy Bl
A AS ZopdlA HAE 77E 5% AZESY zEOHS $8F
HoAol Zr=x5 a1 Yt (Grand View Research, 2017).

A AFNA= 2=d <l 9= Virgen del Rocio o & oA

1

FAAE Yo E ZAES ¥ 1209 2he) TR ujA, 2
(Open-label), 338 (Parallel-group) Al@eo] AT FAA=LS

AN A5 Y FHAAA o|FAR = F=Z=3]2[bupropion]<
ARESE Al eh A X7, n=12002 e Y ZTHCO) T AHalekEshA
]_

o
i

ARE WA ABAS /N BEY FD AU HAAE AT B
A& AEFE FAZIG)OE T Z T A rhn-120)
=

Zrtd 42 Z2O¥ &85 E iAEY ¥ w2



ASEA(CO)E AT 193 54 frAl&(l-year smoking absinence

rate)2, CO E|2=EJ(Micro + Smokerlyzer; CoVita, Santa Barbara,

California, USA)e} AW FEW HAE ALEste H7PelAT. &7]
CO <=o] 6ppm ©|4U F7IA= SAZE FFHAT =3 4

FE]'A(SmokeScreen H 2~E; Concept Smoke Screen Ltd, Lincolnshire,
UK) =7 200ng/ml ©]&4Rl F7iAte F9A= FEHA. 7=
UA AET =2 F sty oo T5E W FAAE FHIAT
AYA £ YA A Per Protoco)S 53 SAFIG) 2
NZHCG) F7HA= 442 64.7%(Cl 51.6~77.8%) 2 40.0%(CI 25.7~54.3%)2]
19 7+ 9 A &(1-year smoking absinence rate)& 2AstAth (P=.02,
2.75, CI 1.20-6.29). v ¥ =2 E4{(Intention-to-treat)oll Al FAHHIG)
2 ) Z2THCO) F7HA= 2 27.5%(Cl 19.5~35.5%) % 15.0%(Cl 8.6~21.4%)<]
1d 7 39 FA8(1-year smoking absinence rate)S 245 THP=.02,
OR 2.15, CI 1.13-4.08).
<19 1002 ZF wid 59 19 3 7IF 54 FA&(efficacy
evaluation) M3E BAEt A7 AAE THstH AL A&
(psychopharmacological therapy)E& X ¢sk7] $l8] Agkd mnid &
72 Ao ss A grE Al ol Hlsl 19 IF 5 #7A=

(1-year smoking absinence rate)oll © & /A4S H ).
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- 80% +4------- ,,A,A__..,,A._,:._“,-;\,‘A‘ ___________________________________________
) ' -
2 "‘ "‘-‘ ______________
= e bt -
2 60% |-
= e,
g e
. 40
B %%
-

20%

0% T T T T T
0 15 30 90 180 360

Time (days after the basal consultation)

—te— |ntervention group (intention-to-treat) Control group (intention-to-treat)

- =g == [ntervention group (per-protocol) Control group (per-protocol)

J8 10. 3 A(1G) ¥ =2 (CGQ)el =M ZE wWE FHS #H3l
(ZX: Carrasco et al., (2020). A Mobile Health Solution Complementing
Psychopharmacology-Supported Smoking Cessation: Randomized Controlled Trial.
JMIR mHealth and uHealth, 8(4), e17530.)
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¥ 28. 20lEE ¥ J|dt HIAE AEBEO BN A7 IF 29
Finkelstein | BUler DB | gricker UB | Heffner IJ et | Ubhi KH et Zeng et | Cheung et
Author/ & Ch et al., tal. 2014 L 2014 L 2015 Zeng et al., L 2016 al., 2015
Country | o1’ a | 2014 = A En ool 2015 USA | @ &0 Hong
Australia ngian Kong
Pilot
: : ingle-tlinded,
. RCT(pre—test, ! Single arm Single arm sing ’
! Prospeciive post-test Pilot RCT, post hoc Interventional Pilot RCT< pilot _parallell,
Design intervention stratified : .| 3—arm pilot,
f . two group Pl analysis of study two arm study(Quasi
eatures design desian) randomization RCT N=1135 N=09 experient) cluster
N=55 (o0 N=196 N=06 Resa randomized
controlled
trial N=136
A. Name: Name:
Name: Name: smart quit smart quit
Computer Real E B. Name: *Name: Name: Name:
assisted Uit mobile quit guide quit guide Name: Name: ACT-based | Whats app
Education g lication app: from app: from smokefree28 smart quit cessation and online
system (R%%—rmbile) national national app Facebook
(CO-EDI) cancer cancer
institute institute
Theory:
Adult
learning
and
instructional
technology, A Theorv:
; ; . y: .
information action and ) Theory:
processing : Theory: behaviour
theory, ?ﬁg;m'(txg%t ACT and change Theory:
constructive v Cognitive theories Theory: ACT
Descripti theory, Theory: B. Theory: Behavioural PRIME action gﬁd Theory:
on of cognitive unclear ot cleag- Therapy(CBT) theory(plans, commitment Evidence unclear
the flexibility based On’ responses, based:
mobile theory, clinical *Theory: impulses, YES65
applicati | submission practice NA motives, and
on trclje_ory, guideline evaluations)
rive
reduction
theory,
cognitive
load
theory
A. Features: Feature:
1) staying social
motivated group
focus on function of
ACT values Features: the
via ACT specific application
te?tifmonials exercised ?re rfemindﬁrs
. of formers grouped for rom the
ki%%\}ggse dsmokgrs moti\éatieg text moderators
; . escribing and video, . texts,
gg%?;'rt]?r% Fr%feji(?es- how quitting | skills to accpe Zi@tr%ﬁgz' pictures,
education test smoking has urges to designed to Features: and videos,
al content message help them smoke, and increase 1) creating | were based
and user supporty do things coping skills. Features: wilingness a quit plan on the
interface document( that deeply | Non ACT/CBT quit plan and o 2 “treatments
supporting benefit of matter then features: preparatory experience completing for the
content quitting e.g. time self-monitorin behavioural trigger eight daily recent
delivered strategies spent with g with modification to situation ACT quitter” of
via for family, feedback(treac quit before without modules the US
multiple stopping pictoral king and specific daily smoking 3) tracking clinical
platmfor;! NRT message viewing message and increase letting ten practice
tablet , coping and W'thf rea%on progrtess), planning recovery urge? patss gw?ellr;es
y . of qui positive ; visiting on treating
smaretphon nghuditrag\llaar? 2) reinforcement, acthltldeasySfor 28 zﬂfki];% 4) anytime tobacco
. amin supported personalized creating a lapses and coaching use and
Descripti gtouchg’ pg quit plan quit plan and gevelo section at | dependence
on of screens auton%/ated 3) audio sharing self—compas least once (1)
the ilabl ssages and text progress via si P encourage
mobile a?’&}farme message base skill email, text on to maintain
applicati paN% : presented and social abstinence
on for coping media (2) remind
with abnouit the
cravings to *Feautres: importance
smoke NA of
4) audio remaining
and abstinence
text-smoking (3) prevent
lapsed and smoking
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Finkelstein | Buller DB | gricker JB | Heffner 1J et | Ubhi KH et Zeng et | Cheung et
Author/ & Ch et al., tal. 2014 L 2014 L 2015 Zeng et al., L 2016 al., 2015
Country 2016 UaS’A 2014 e aU"SA a'L’JSA EI‘E-’ land 2015 USA a'L’JSA Hong

Australia ngian Kong
self-judgeme
nt tool
5) tracking
of actions
B. Features:
features and
content
drawn from triggers
smokefree.g (4) remind
ov website about the
1) reason withdrawal
based symptoms
motivation to and lapse
quit (5) advise
2) about
personalized stress and
quit plan mood
3) social manageme
support nt
4) (6) advise
information about
on FDA weight
approved control
medication
5) teach
skills to
cope
carving, give
technique,
share
success
US adults
18+ or older WhatsApp
smokers group chat,
Two US smoking at Féahcibggk
hospital least 5 intervention
smokers cigarettes Automated latform
us adlzlt8 daily forzat data collected P
age: smokers(1 least 1 on each time ’
sampling: -30) months potential user Single arm 3 reermvlcledee;s

consecutiv sampling: Exploratory open the app pilot P
partici e online sampling: study of Two arm randomizati cluster
pants selection, | recruitment, probability rnadomized participant set randomized on randomizati

sample probability 196 app users the quit date interention on usin

size: 55 sampling recruitment: and each day study randomg
recruitmen sample online(Faceb of abstinence number
t 102 00K, was rewarded masking of
hospital website, by the app clients %nd
admission search recruiters
engine) were
Offline: TV weeKly
adverrgltseme notified
smart quit Whe\lltgApp
app based Facebook
intepregﬂio mobile acce%?anoe group
com n application and smart quit vs. none none none online
—parison compari vs. text ; quit uide app discussion
pariso messaging commitment and boodlet
n therapy vs. control:
quit guide No-group
aop discussion
outcome | Difference | Questionna Thirty day App utilization 28 days User Smoking relapse
in ires: point smoking abstinence characteristic | cessation(t prevention
knowledge | baseline, 6 prevalence cessation s(by wo-month rate in
test score weeks abstinence point education, post Facebook,
pre and post-test, prevalence heavier randomizati WhatsApp
post App smokers rates smoking, on 7 day and control
use, reported questionnaire number of point group
pocess of smoking close friend prevalence

smoing status who smoke, | abstinence

cessation readiness anxiety, via

(stage of to quit depression)a | self-report),

TTM™) nd utilization | adherence
smoking point of app rate
self-qualit | prevalence
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A q Buller DB . . Cheung et
Author/ F'gkgﬁte'n et al., Btrlclker2611B4 HeflfnleOI{JAfet Ublh' E(Ol-:set Zeng et al., Zleng()?é al., 2015
Country 2016 UaS’A 2014 e aU"SA a'L’JSA EI‘E-’ land 2015 USA a'L’JSA Hong
Australia ngian Kong
ative abstinence
verbatim of smoking
transcriptio
n
. ; Buller DB . :
Author/C F'ngﬁte'n et al., Bt.r|c|ker26J1B4 Heffner 1J et Ub|h| 5%_1' 5et Zeng et al, Zlengmeé quug(% gt
ountry a 2014 et al, al., 2014 USA a., 2015 USA al a,
2016 USA Australia USA ’ England USA Hong Kong
45
minutes
Duration sefg;ign
inte?\;enti durg}ion 12 weeks 8 weeks rafsr?cjjc?r%izp;isgn 28 days 8 weeks 2 months 6 months
on interventio
n not
reported
Fewer
participants
in the
WhatsApp
group
reported
relapse that
the control
The goup at
self-reported Heavier (ZOFr‘n%nzﬂ;
smoking OIsmoking, 95% Ol
i cessation rate epression A
V|ev¥|ng and for 28 days or and lower Full 701';() Od
knowledge msoﬁ\}//;gd longer was education dhu v 6- anh_
gain was ; 18.9%(95% ClI were adherent month;
the main 30 day smart app video (OR 16.7-21.1) predictive of users OR 0.43,
predictor point quit rate 4.1, 95% Cl Recorded app (24%) 95% Cl
of more | Prevalence | with ACT (0.9-17.6) abstinence Utilization were over | 0.19-0.99)
favourable abstinence was 13% . Was four times follow-ups.
key attitudes r=0.32, smart app Uﬁge exercise significantly Heavier _more The
findings toward p=0.14 and | with quick leaves on associated with smoking likl.ey to Facebook
mobile continuous guide was stream” video older age (RR 0.95; quit group had
app (OR | @bstinence | 8% (OR 27, | (OR 4.1, 95% | 0= 2n iy p=0.003) smoking | an
438. C r=0.31, 95% Cl, Cl (0.9-17.6), occupational lower (OR=4.45; | insignificantl
1o 0=0.09 0.8-20.7) predicted group. and education( 95% Cl = y lower
20.0) smoking use of a RR: 0492: | 113, 17.45 | relpase rate
: abstinence stop-smoking D=0 021 )’ p=0.032) that the
n=15 users medicine but Depression rcontrotl 2
not with daily | (RR: 0.958; oo
cigarette p=0.017) 058, 959%
consumption ) °
0.24-1.37)
and 6
months
(OR 0.70,
95% Cl
0.31 to
1.61)
follow-ups.

(ZX: Regmi et al, 2017, Finkelstein et al., 2016, Buller DB et al., 2014, Bricker et al.,
2014, Ubhi et, al., 2015, Zeng et al., 2015, Zeng et al., 2016, Cheung et al., 2015.)
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(Nicotine dependence), Z71.6(Tobacco abuse counseling), Z72.0(Problems
related to life style for Tobacco Use), Z87(History of Nicotine Dependence)el]
Fote YA VIEoE ARt gvt mudA = Y deREE
EFIE7E EAHA] B+ BE, DSM-5oll A A olsk= &l ARE Aol
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oAE A s ok g

Pasitive reinforcers
{Arousal, relax, etc)

Stressful event, Expectation of smoking
tension, anxiety » 4— eff.ecf after party,
I dinner, and sex

Negative reinforcers

(Withdrawal, weight gain)

ag 11, UHIE AL2&ofe Xz
(EX: ol2, A4zt =Z7]. (2008). Psychosocial Treatment in Nicotine
Dependence. J Korean Academy of Addiction Psychiatry. 12(1), 10-14.)
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(2008). Psychosocial Treatment in Nicotine Dependence.
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UFE ALgAol SIS gido g 3 7|E AT F B A A
A UEE o)A /A gR"Ex57]7] CureApp Smoking
Cessation(CASC)&| A3l A& HES Aie <F 32>9 Zon,

H AFoAM = LA 7P sk

CASC system Control app
Outcomes (N=285) (N=287)
Smoking abstinence rate 72.3% 58.2%

(ZX: Masaki, K., Tateno, H., Nomura, A., Muto, T., Suzuki, S., Satake, K., Hida, E., &
Fukunaga, K. (2020). A randomized controlled trial of a smoking cessation smartphone
application with a carbon monoxide checker. NPJ digital medicine, 3, 35.)
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Two Independent Proportions (Null Case) Power Analysis

Numeric Results of Tests Based on the Difference: P1 - P2
HO: P1-P2=0. H1: P1-P2=D1<=0. Test Statistic: Z test with pooled variance

Sample Sample Prop|H1 Prop
Size Size Grplor Grp2or Diff Diff
Grp1 Grp2 Trtmnt  Control if HO if H1 Target Actual
Power N1 N2 P1 P2 Do o1 Alpha Alpha
0.8003 178 178 0.7230 0.5820 0.0000 01410 0.0500

Mote: exact results based on the binomial were only calculated when both M1 and N2 were less than 100.
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Report Definitions

'Power is the probability of rejecting a false null hypothesis. t should be close to one.

™1 and M2 are the sizes of the samples drawn from the corresponding populations.
'P1"is the proportion for group one under H1. This is the treatment or experimental group.
‘P2 is the proportion for group two. This is the standard, reference, or control group
Target Alpha’ is the probability of rejecting a true null hypothesis that was desired.

‘Actual Alpha' is the value of alpha that is actually achieved.

'‘Beta’ is the probability of accepting a false null hypothesis.

Summary Statements

Group sample sizes of 178 in group one and 178 in group two achieve 80% power to detect a
difference between the group proportions of 0.1410. The proportion in group one (the treatment
group) is assumed to be 0.5820 under the null hypothesis and 0.7230 under the akternative
hypothesis. The proportion in group two (the control group) is 0.5820. The test statistic used

is the two-sided £ testwith pooled variance. The significance level of the test was targeted

at 0.0500. The significance level actually achieved by this design is MA
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