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- TMSe}FtDCS7]&2- o] 83 77| & Al o= -

[. &7}
.75 %2 7]719] &85} ok= A
1. 8]XEA HA= 7w Gt &7
2. ¥HEA HA571719] &%
3. H[HGFA HA=57]7]9] kA
1. 2.9 =] A 7488 24
1. 9=
2. 54
.Y
V. =] 1A s 4]
1. #A7] s A A
2. TMS
3.tDCS
4. JA A e] vk
V. W7k

Fe A WAT ARl WA AT 71603

& WA A AR sokshar, ol thek A AL AN 5

9= 2020, 9. 10. = AAPNA]: 2020. 9. 14, = AAEA: 2020. 9. 23.

A AATL A, WK Dr. jur.). (minyoungchoi@kic.re.kr).

% O] Tt Jer‘W]’“X*iENl?—A Lo g ghmAT At vio] Q- 57w /IIAg o] A
S o} S=alEl AE9)(NO. 2019M3E5D2A02064503).
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T RS BA 02 gith HEA HAbS 7w o] & o] &ste] RhE 7]7]%= of
A7) 9-2] HAA L} tEe] ofsfiell A st )= sk, A A8 HA o=,
=2 A7 BA o= Wedn /i 7Pl A AREEE FAllel itk

o] 22 HIZFA HAS 717] TollA AA] &-8-o] 7P Wi, 3| vlurt
7Fs8k TMS$}HDCS 71715 4 0 & 3 1A 714 A58 vfetslar, B#gh
NARks E=E=starat sigitt ofof] mhk TMS$}FtDCS 7= 3 1 75 4
9] 31, A E8-o] Ao} b o H-E (ks Al o] &, ulwat H,
UES TH R &5 WHatE v aitA g o] %, Ul Hat S A9 Ha o]
off tht 7| RS =2]skeltt

e 7|3 77 oA AR TolH, AlE o AR H T e 7] T o
Q7] wjiol] T FAT A =S AN, o] = 7&56}04 w=olg wheh el
T7F 3] F-=gk ook wegh 2 71719 7)Aol g g 7 4131
3l LoFe] #3kxrt ol ofdfiar] of ]2 i \‘4~r A ghet. ool wh
gh i 22 TR =Y =& Avlste] Blul A staL, (¥ V]S o]8-35h)

7171e) A zsk ee] BA ) Aol A Estel =2l Ak

L HsY HA=7Ise] ook 257
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| (o]3}ol| A =] dli= rTMSH tDCS7F =2 o]of] 3ldsh) Al 2014
]7\1 ol Pt 14.7%) AAE R sl 202200 oF 2% 53] Yo
st Ao g Astar ot = AL A 2 =1 /\1;54710_ =7] TH|el
‘ﬂ 154 YA=571717) daste vepdel whe) Sel e B o)zl
A e Ak olol mslAE Aol EeAE R, A o8 7]]
A, 2020, 84 o]s}.
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(1) AF70A7 1A= (Transcranial Magnetic Stimulation, ©]3} “TMS”)

TMS+= AA] & Saf ol 271734 sk A7)
O & 3t} o] A | s ] fl8) AR vt 5=
ol 5= o]-&ato] Abe] Welel 2@t o] g A 2wl 7] (electric field)
& oA &5 A E st A DS S skstAY AAAZITE TMS
O] G b= A= 9ol whet EefA| =], = ZU o] YA, A=) A7, Hl
Lo} Ho Slapof| wE) Aok gyE yERdIt)

71EA 07 TMSe e = F29 sl mp} 2572 725k Al

!

Jol A8 7t
= o

p2s
o

o

L

ol o

U\l

1o 3
=

=2 =2 T

oﬁ

L‘

SHA A ARR-E] = T TMS(single TMS) 9} 140 &2 21728 7138}
= HWHE TMS(repetitive TMS; ©|3}, “r'TMS”) 7} 1A o]t} ¢ TMS+= 1%
TH 27 13] A=) A1AS-E 7hetaL, rTMSE <= Hz 8 =4 Hzo

2) Alessandra Finisguerra et al., Non—invasive Brain Stimulation for the Rehabilitation of Children
and Adolescents With Neurodevelopmental Disorders: A Systematic Review, Frontiers in
Psychology 10, 2019. 11 ©]3}.

3) Nick J. Davis and Martijn G. van Koningsbruggen, “Non—invasive” brain stimulation is not

non—invasive, Frontiers in Systems Neuroscience 7, 2013, 1™ ©]3}; Alessandra Finisguerra
et al., &l =%, 19 o]3}.
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AEA=E 7hehh Wk TMSE G388k 749 o stofof & A= w7
= AR, AR, AR el 9l rTMSE Faiehs 44
o]atefof & Ap= mi/| MG R A5, AASTF IR, A ASAIRE A=
Zke] 2¥A o] Stk rTMSOl A= o] 23k wiyi==e] A o= 2=9] g}e}
kg o] A WE = 7] Wil iziRaE Aol St ol E V&Y
27} Qlth Ak o 2 rTMSE ik TMSol| B8 = A17 2] T34 a1 %A
71 23t Este] kA 7 s AT FAIEA SR 5.0] 3-8l Wol AR
4

(2) 745N A7 A" (transcranial Current Stimulation, ©]&} “tCS”)

tCSe= ol A& Zolal A% AR(1-2mA)E ol SHEW
Nas Eol AANAH R A S Es A7) = 7]as Btk ol dajx=
Aol Fwel web AN F A H(transcranial - Direct  Current
Stimulation, ©Jd} “DCS™)¥} 570 1FAF=% (transcranial Altering
Current Stimulation, ©]3} “tACS”) 2. & ¥l AF7HDCSE 8l &2
Al =9, AFe dAsH AEA o' (F10-203 4%) A& vk, nhe
tACS?l 7d-7oll= 5748 Fu2 a7 e vk AAQ7HA]=1CS7 15 5 tDCS
7F A9 0 2 ALGEITES) 4 tDCSO AR EE W9 A7 1-3mAR
AFAIEE 104 Ao, 71 gy g A THll A = AJZE A ST tDCSE=
AR7F AT S18] k] 58] wiol] | sl Hl kA kL 94

o NANEE ATE 5 Yok, W9 AF-E AT ok

4) fFRE B4, IXmHERRE (tDCS, TMS, DBS) DIk & R, 3HAl & FIMEI(A547 23), 2015,
839 olok, A%, “S-eFold MG Tl AT As A AT A AA
=7, AAAA L BHA57H 23, 2018, 1199 ©]3}.

5) Nick J. Davis and Martijn G. van Koningsbruggen, €r¢] =+, 1¥ ©|d}.



W% =25

=}

i)
1

d A 213

>

“
o, WAGAoln ARe Avsk, And AAEe A

hl
TMSE AAT8h Axp7] B27) 53] 37 7p7tol 2 ddo] wof 1 o2 v

=2 = RS I} A = O
(phosphene) S At Aot syl gl Al H = kg a1 v
2P Q1 A s vHEo = 9lom TMSe| 749 H o] Rl F S14=0
me} 54 114 F9)7F &AstE A A1 5 UHk6)

v
J|m
ol
)

>,
it
J[m
o,

9 rTMSE X420 g3} o]o]d 4= 9]
ZhelAl = di o] i Aol TRE A 5] A 5
o] Z27d (excitability) & SHAA = At} Z12{ 3k Wste] viAYFe] ¢
8] WEskA = o Al 32 WollA S (potentiation) =2
(depression)©] Yojutt}ar B Ao] Aura el yjalA o] AjZto|t}, thA|
3fl, rTMS®] 73-%- = 2] %4441 shaahg aafoll A4 &= m & =
th= Zlolth rTMS+ 76 $ke] A m o= Q4] 5Qls ke W

ok 5ol 23t dvke G5 S717F SR8 shAIRE, vl A F o] of=r

i
S
ol
2
k1
ol
off
i _111

o

5

©

o}
(U.S. Food and Drug Administration, ©]8} =4 “FDA”)-& 9-2-=of tjj3]]
e SR 3] 2 AEjolt). 591 AHF-9] o] = rTMS7}F eHA14 A58

%

3} 3702 918) A8 2 Sirhs RollehD
TMS] 47 487 3134 el A QA121e) Fhde] W Aggtos
R 54 2] 58 A] o]o]] FholFhz ¥ .919] QHbe FAZ wlPHA 0w 5

O

6) Adina L. Roskies and Kimberly Farbota, $20:59 Transcranial Magnetic Stimulation(TMS),
in: David L. Faigman et al. (eds.), Modern Scientific Evidence: The Law and Science of Expert
Testimony, Thomson Reuters, 2018—2019 ed.

7) Adina L. Roskies and Kimberly Farbota, o] &3 =%



A% 5 Gtk Aotk TMS AT o] ofel 9113 Frelell A] 71502

S 1) X] 7] wfjiof] k&t 5278 = (temporal resolution) & 9GS 4 AT
whebA] F3sE AhA| o] 5 Fat-S ael] HOH i o] ojw gk F-9] 7} AE-X

L olglo](array) YETHE 59 ‘jr ﬂ X}lﬂmoﬂ 10}‘34 TMS®] &3+ 5

4] (spatial specificity )< Ho]

ow A o] ogal o] 5 thE AU AR Al AA kst 4= gl WA

Tk A A5E s B TMS Als'S 7dsls 3lo] ofg7]ol

TMS A 8/9] a5e H7Ishz A offrh. =g thxo] §l= 4+
9)

[e]
o= 92k & ¥H(placebo effect) 7} WFd = == ¢)

—

Lt} tDCS

tDCS= Tt 22 7 714 2 5730 lok. 3, T=77) A=l shal o8-
ojoiA AT} S Fl DCS7F wEER AUt A, 24, A=
Ry OJ?M 719 ofwl 75- A=) A7} w2 A8tk Holvk et

579 AT Aol AL i olEAARE AAA ool | £ girk i
&, 714 T Yot AdRlEe] A s H = deths Aaks nojFe g
R AT QAT 53], o312 HAb=el ik gkl o] tiFell A7kA] Sk i
= 21S i) ol9h g 78 DCS O] T - T15l0] AlRkgelE, DIY

8) Adina L. Roskies and Kimberly Farbota, 2]
9) Adina L. Roskies and Kimberly Farbota, 2]
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o] — o|A Y AREE EU & A A 1A EAIE Rk 10)

tDCS 2] -4 91 g 3= i3 9] $37-4 (excitability) = 243t
U= Zlolt, whbd 925, T E5, HET, d=sto|mH, 91EH
Shok= v gl JAA A 58] TAlTE o tDCS7F HE R
et 3, (DCSE HIAE T2l 4 &84 < sk W&ol tDCS
& W Foloks A5, HET Ao 575 o] A=A 24, tDCS=
o] 3&0] 7hs kA o] of 7, a5k 3
™ gk2ke] QIX 7] e A A= 1
W5 Bolal ik AA, tDCS+ 52 e a9E Ho|7| % gt} 53],
] A= tDCS7F 7 H5E, 3HX| 5 (phantom limb pain) 9] X&) &
7} o A TELD

o]2lo| = tDCS= =2, <, 37K, =3 ¥ | S5 A7) ol
AR 3 o] e E A% Aol = = tDCSTHE
& A7) Ao 2 YEltt vix|Eko 2 2549 9 (pre—motor area) ]|
3t = tDCSI AoluHH] & S35+ (post—polio syndrome) A} 4~HH 3}
&2 Fe WA= A o2 T2

o ¥
0,

!

[

o]}J
1o
N,
g

f

3. HREH =HA=71719] b/

10) Nick J. Davis, The Regulation of Consumer tDCS: Engaging a Community of Creative
Self—Experimenters, Journal of Law & the Biosciences 3(2), 2016, 304 ©]3&}. AA|=
tDCS 7171= 719 2 Y 3 59 B4 o= opupEi} 22 QIEH Alo] EdllA 7iE
AR Al A Qi o] off, Al %Xﬂ o7 PujE 7| Skal, Au[R7E A4
ot AR 5 e E A7 gk

11) F. Fregni et al., Regulatory considerations for the clinical and research use of transcranial
direct current stimulation (tDCS): Review and recommendations from an expert panel,
Clinical Research and Regulatory Affairs 32(1), 2015, 24%H ©]3}.

12) F. Fregni et al., 99| =& 259,
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TMSe] 802 AR, A7 |02 whAlshe 140dB ©
o st J71715] A, oW, FE, waE, BT, QA2 A2 8
5O FAE-S S qink o] Q]ol = of X 7] ]| b2 -2t
S 7 AL, G7IEe] A A ae g A A 7 &

3} 13) A A 2 rTMSel #ato] &= 2
5714 ek TMSol| et = Zul gk 5218
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TMS®] Qb sk ARE-S 913 7hel =2iRlo] 3 =]

7}

}6]'

|
|

E
LR
.

¥0, oo & 1o ox
o

2z
=
L T
g L F
K
39 ol
o
N
F;h o
f>4 o
»F
4r o Md
Jo
il
o
i)

o
i
N
P
i
X
x0
=

L}, tDCS

A7 tDCS Al 1A 0] A7 I3A13 B0l A 35 gk 9] W
A A& Aol HAgEo] At Fakglnt. 2 Agke] 913) o]
2} b T gk o] WS- (SAE) o] §laL, 95 ol 28 ARkA <l o] vk3-
o] 7PHA BA A& a1, ARl S 71891 A, o &4 A7
A= AL om) gt AA7A] 85 3 e 1) 2.5 mA 7Rk A
T, 2) 54 A5 gl A 95 s Hase 4 e Blo g Azl A=
S ek Al 3) AlA o)
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Ar
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22 ARk o] QloiA] sl fIsi 7t flrkar

13) Veljko Dubljevic, Neuroethics, Justice and Autonomy: Public Reason in the Cognitive
Enhancement Debate, Springer, 2019, 75% ©]3}.

14) rTMSH & o]% JHy 539 A=, =2 25 A9 Ao+ 5 (mania) %
o] HALEJTh v, ThUTMSS] FAH8- 02 78 A gE T 5 qlrh o]l s
M FRE BIa, o9 =, 839 old)

15) FRE &g, ool v, 83¥ o3}

16) F. Fregni et al, $+e] =, 24,
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30,
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L
=

Aelsh= 49 A7 ol digk 484 =2 544 a3p7) opd 4%
7oz olojd 4= Qluk At DCSY ehaA
SH o7 o]FoH ) AY) AFE-2] EIh= o7 AR A %A, tDCSE
& A7 AR RS wo] E3E oldlsh] g 54 AR ek
2Tk Hgh tDCSO] WA AHE-S S 7hshe AR E A 9] lh1D)

tDCS7} & T8A]L 2= A8 W2 (seizure) 2] Yol ke vzl 4=
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o 2 Yo J ol

= 54 —rH Fut Aol A%l dE Aol JOH “XﬂﬂJ« 7] wjol] o2 7k
FoAAdE A HH o) g vh-g-(adverse event)©] ZAISH
O]E} 6411177}2] tDCS ©]%-, zto] Hars 212 gk ol B398, 1A%

oA A Zel Atk 1 o] AL tDCS Ala=
/\}%Loﬂ Al /\]536* Uﬂ FaljoF & ZX]o izt o) E SN = U= Aol

n it
ul
—{o P

7] %@tDCSQ] %Lm & O] H}aﬂ gFARE At A B =,
T AUTh A717Ee] REEA QI DCS Al T B, o], -5
7AW e eHA Sl ] H 7] WSS 7= o dvkaL A qd f9k
o] B} -4 %1 W= 717+ 7 (potentiation) 2 ¢155 (depression)

[‘F

17) F. Fregni et al., 2]

oro] =8 249,
18) Nick J. Davis, 2] =3, 305.
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7149 ) A} fFARSE 24 wiitol] dold 7sAd o] At 573} fl5elof
T 9] sk oA A WA YTl 7] Wittt 7AEE Aol tDCSE
= 739, 7153} 3] EeE X (resilience) o] A|E%]21 W 3}7} 7))

5 &8 717124 Bl = Ao] ohg), i AlSd
= AL Bk Aol Aldd & 1% E7] e 54 5o wA S22
o] ~Etd§ 7172 At o] wj AREAR= o ® Bl v glo] B
o= 7150l 7hellE o A o =X] 92 A o] 7EsAd el tiaiAl = & A
o=t} 28 tDCS 282 (mode of action) oY} A& =2 It} 2}=29]
B+ Ags] = do] WA= A] ol tstod= B 7R A A 2 FE0]
ULk =2, AT el A ddAIgel e dF7F WA 7]+ st
L, P23 A e V)5l gt of 8] Ragho] Akt ofdf] ut
Aol AEA| -2 A, a7} Al

e
e
>,
B
i)
ul
N
S 3
ul
of\
ko
r
2

. 8.9 =2 HA A 4

1. m)

EER RS BEREE

(1) ©l8717]e] Ael: LR} A EE]

£ A)%o] 9 87]7| 24 FDAS] A1 W] 91 1—‘5 A, g Aol

JE/719] AoE FHaoF Ak AFORESGEUFDLC Act) Al
201(h)Zol w=H o5 7|7+ th-3) 2ol Zg.cqu:]-ﬂl)

19) Nick J. Davis, k9] =% 305,
20) Nick J. Davis, o] =% 3059.
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o|57)7]% ofeflol] s dshe =, A, 719 71, A, dETE, AW
Aok, 71E} o] of AR Y I ExolH, ool FFolut AAM e 7} 3
g,
« 7} eBEH (National Formulary) o4 7]=5-2F4 (United States Pharma—
copoeia) Bi= oJol] tfgl B-E5-ZH o A A E A,
e Al 22 ) BE-o] A1 7|} Wslo] ATkS: 9|5l ARE B2 o) o] AW
P, A2, e ]“}moﬂjﬂ AREEE A, B
« AbolU 7Ie E= o] AW 7R S Vsl e VIR A B3R she
Ao, Abgolu 71EE F= 9] Zﬂ‘ﬂJ sl E3lM T8 BRE Ee)

A ghom] 71 BEEYS 913 AT 2Fg0] G ] ohjshz 2L,

o] 4ol ke, $]57171 7171e] AEelel7k oflek A A n—
tended use)oll 2713ke] Gl L), 2=, wa) AlFo] AetolL} X2 B1je] A}
&= o Eslal e A, S AAT U 7T dEFs PR Ao R ord
7ol @)= 717]12 Aeojert. 18] 3 FDAE w4 #1217 #1801AH
A1801.4%(Code of Federal Regulation[ CFR] Title 21, part 801, subpart A,
Section 801.4)°l w&} “7]17]12] eF#E] (labeling) S WA O 2 AAX]= Alet
o] A ol "o T2 o] AR A= BRI o] A2 2] 777 Q1A] o
H7F Az 7] AlEE7 )0l wht depivks 2 on| gt LefA AlxSd

Al
A= Arkshs AlEe] 8 AEE AR-E-E AE o A Hrk22)

(2) s T2 flEl=
o] o 27)7)= Asf el whEt Al A F EEivh FDAS] Aol wh

21) Sec. 201(h) of the FD&C Act (21 U.S.C. §321(h)) (2012).
22) Anna Wexler, A pragmatic analysis of the regulation of consumer transcranial direct current

stimulation (TDCS) devices in the United States, Journal of Law and the Biosciences, 2015,
677 ©]3}
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2 ¥ & 5351 7]7]= ‘957171 (medical device) 2 72 5= T} ¢
71715 Y8l = (risk level ) = 7122 Class I, Class I, Class 1= &5
=], 3PS BAe] g Aol EAY AR o] el whet ozl
T}.23)

Class 19l &3l o] 5717125 2|4, 'hE 50] It} Class [o|4= A1A &
= 71719 epde], AR F Y YRS AITE 86kaL, of 7)o
Z5h= 717152 - Al A Ala1(Premarket Notification, 510(k)) 2]5-
of| ] HAE . Class I19] 717]+& Te=9] Halid<s 71 71712 A A2 =5
(surgical drape) ¥} 27| 7] E(breast pump kits) 5-©] At} AlFol whel o
A2 F Y B s TSPl 5 woll= U o2 EE-EAE
7% gith ojul], SHEEA WHoRE ATHA|E(performance
standards), 55 2P, Al $- 745 Fo] ik AA7HA] A4 71414
A=< (Transcutaneous Electrical Nerve Stimulation, TENS)-S ¥3}5}<]

o REA 0% ke 570] W71 ARl 7k 71719 71 5

—_

["
.

il

=71719] thE-E-2 Class 10l £:3H0), Class I3 A3 oluh Abaliol] thaf 32
AE F-2sk= 717]0th Class 1= 5EEAMe 2= E58skaL, 574

Ao tigk kY g5S W Al A 5<Ql(Pre—market

Approval, PMA)=- 217 sllof saL, o] &
[e)

23) FDA, https3//WWW.fda.g0V/medical—devices/device—advice—comprehensive—regulatory—ass
istance/overview—device—regulation (2020%d 8 10¥ AN, o] 7= 1976\ 59 284,
2] 5717170 H(Medical Device Amendments, MDA)S &3l 2] 32| oF& 31455 (Federal
Food, Drug, and Cosmetic, FD&C Act of 1938)¢] 7RAEHA E=H Zolt} oo thajr+=
U.S. Department of Health and Human Services Food and Drug Administration, Center for
Devices and Radiologicla Health & Center for Biologics Evaluation and Research, The 510(k)
Program: Evaluating Substantial Equivalence in Premarket Notifications [510(k)], 2014, 29,

24) olo] tigh ¥ zAIgE A o2& o m 7|7 B, vl o|5717] AlF QlF HAt
- QIS|7F A&}, 2019; WA, H=e] o 57]7] WAl wEk EA7, HA LS HA G B (A8
%), AT, 2017
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W% =25

510(k)AIHAME AEsH7 ] = st

(3) WMo sfj4j=t FDAS] gt

ko] AFAH, AREA I} ARl w2577 s el T A

7] el Htoll EAIE AL = WA B AFES AF RN A7

—_

:
= AW BT} fARE ETES AGekA) e e AlAle] P
Pisel G V1A Ao g 71719 ojul= WE Aol Qo] ofe &
e 2% 4 Ik AAe] P} 7)ol Qake wAthe 1 Fole Qe
A B3 S S 9l7] wRo]e25) olel Hjs] v Wl Tt 7]
S} AT T WA o B S A nA FelE P glojof dtlal v
AsbAA Bl H sjale] 4gS st

W) )2 7]7)9) AR Peke 2 A FES]d] o)) kAR, Hel
W4 #2178 AIB01AHF- A|801.43(CFR Title 21, part 801, subpart A,

Section 801.4)°] we} FDAF A& R7} o L5t 524 S AE357] o] 9o &
AFY fres = G, Al xgRret AZAF dEe] AR
=7 5o thekst 2918 a1 sled sl gl MY E o] gk ekl 9
o]A] FDA2] FH9jet Aghe Q1gsk3ith2n)

L}t TMS 1A

A AR 217 AIR82FH-(CFR Title 21, part 882, subpart F)+& 4173

o

25) Anna Wexler, ¢9] ¥, 678 |3}

26) United States v. An Article...Sudden Change, 409F.2d.734 (2d Cir. 1969); United States
v. An Article of Drug...Helene Curtis Magic Secret, 331F.Supp.912 (D. Md. 1971); United
States v. An Article of Drug...Line Away, 415F.2d369 (3d Cir. 1969). A A2 FDAS] A1
%.21(Chief Counsel) Daniel TroyX= 20023 A gtol| A 2)352] okt sl AE e ol 5 4 =2
284 do)E T 9l 77w FAs ek Bt} o]l thal A= Letter from FDA Chief
Counsel Daniel E. Troy to Jeffrey N. Gibs, Oct. 17, 2002 (Anna Wexler, 2] =%-of| A
A1-E).

27) Anna Wexler, $F°] =3, 683H ©]3}.
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2]3.7]7](Neurological Therapeutic Devices)] THAIE 143k T} o] =
TMS} A E 71712 & 371 5, = A|882.5802% A A A A2 Asix 5
E 213 TMS, A|882.58053 rTMS, #1882.5808% F&A 55 =
AL =], B TMS 717]1E Class [19] 21577 & E553FaL QQt} o]
9401] TMS Als=o] B9 EX}"JVLO] ﬂ*‘xl the o] w4 o] El%tﬂ,

1_.

o} tDCS 1A

tDCSOl| Fstol= iAol T = o] AA] Fout, v HIF 54
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Non-invasive Brain Stimulation and its Legal Regulation
- Devices using Techniques of TMS and tDCS -

Choi Min-Young

Research Fellow, Korean Institute of Criminology

=ABSTRACT=

TMS and tDCS are non-invasive devices that treat the diseases of patients or
individual users, and manage or improve their health by applying stimulation to
a brain through magnetism and electricity. The effect and safety of these
devices have proved to be valid in several diseases, but research in this area is
still much going on. Despite increasing cases of their application, legislations
directly regulating TMS and tDCS are hard to find. Legal regulation regarding
TMS and tDCS in the United States, Germany and Japan reveals that while
TMS has been approved as a medical device with a moderate risk, tDCS has
not yet earned approval as a medical device. However, the recent FDA
guidance, European MDR changes, recalls in the US, and relevant legal
provisions of Germany and Japan, as well as recommendations from expert
groups all show signs of tDCS growing closer to getting approved as a medical
device. Of course, safety and efficacy of tDCS can still be regulated as a
general product instead of as a medical device. Considering multiple potential
impacts on a human brain, however, the need for independent regulation is
urgent. South Korea also lacks legal provisions explicitly regulating TMS and
tDCS, but they fall into the category of the grade 3 medical devices according
to the notifications of the Korean Ministry of Food and Drug Safety. And safety
and efficacy of TMS are to be evaluated in compliance with the US FDA
guidance. But no specific guidelines exist for tDCS yet. Given that tDCS
devices are used in some hospitals in reality, and also at home by individual

buyers, such a regulatory gap must quickly be addressed. In a longer term, legal
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system needs to be in place capable of independently regulating non-invasive

brain stimulating devices.

Keyword : non-invasive brain stimulation devices, Transcranial Magnetic
Stimulation, transcranial Direct Current Stimulation, medical devices,
legal regulation




