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Guidance for Pre-clinical Testing of Repetitive Transcranial Magnetic Stimulation (rTMS)
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2. B H A M 3n i (Applicator » 4ot Bl)2 2 g~ B s e~ % & E(Inductance) ~ £
B -mrREE Mo

3.4 ﬁﬁs?] Sl tds 2R
(1) #= g (2 Standard motor threshold (SMT)H = 4 )

(2) % =% & (Pulse width)

(3) #7 & (Frequency) » ¢ 7 ¥ B iibrd AF 4 5 2 L Bribricp (B ™)
(4) % tb*L 71 3= 4§ pF 7 (Pulse train duration)

(5) *% e 7 B 2 ¥ 1g (Inter-train interval)

(6) = =t F A2+ 7| Hc p (Trains per session)

4, RERGE T(A-RB T ~BSE E)f R E 0 2 HELOSMTHE (0 flge s Sl B4k L6
o %3 BhiE 130 v/im) =4 Bt (Physical unit of amplitude setting (e.g., coil current, peak magnetic field)
at coil and its relation to the SMT unit) -

5. B Hc:

Q) ﬁi;—l o R # Lzé.iﬂi%] 4174 4] (Output waveform) » ¢ 7 5 g 4p (Biphasic) & ¥ 4p (Monophasic)
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(4) i PR RBEELG 2 ) 58 BadeRBlEaOem . 2 RS A T A K IFR2 oMy
BHE B Ep A Aom 2 ST B2 B B R R an% i 3 (Maximum dB/dt) 2 H i & (Ratio) -

6. B % P2 B G A -

7.% > g R > deif £ -3 (Prevent overheating) ~ 3 1T & 48 2 H F i@ (Alarm) ~ ¥ 3455 42 (Recall
treatment history) - z%;iﬂiﬁ drsnF e (Validate the delivery of the magnetic field) -

8. FHiphAs 2 B g
(1) 2 ARBTIpaieinw e 2 $R2 §F R -

(2 B AfpraRHFIIEFDEEE S o
(3) 4% B Z_i=(Colil positioning) = 5% °
(4) 7o PR3 B 2422 ;% (Determining the strength of the magnetic field flux (stimulation intensity)
needed for therapy) -
(5) 7o PFiE & 2 1% - #c(Treatment stimulation parameters) :
a. 115 & (Stimulation intensity)
b. §1 4 & (Stimulation frequency)
C. B B "R rE 4F4F 5 2 $_ B "% rdc P (3 i * )(Repetition rate and numbers of burst pulses)
d. #% fierd 71| 4 4 pF R (Pulse train duration)
e. % e 7| [ 2 ¥ 1 (Inter-train interval)
f. # =t F 420 7 #c P (Trains per session)
g. & = F A2k * *% firde(Maximum number of pulses per session)
h. i % B% 42 (Treatment schedule) » 4o p /5 i 2_ 5 42 #ic(Sessions/day, Sessions/week) % 4,75 % p* &
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9. dh & 2IRELAFFF PR L (F 4 2 ptWassermann et. al. 1998W ~ Rossi et al. 2009¢)) -

T~ & 22 A 3% T4 (Safety and performance data)
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L4 47 {230
(Biocompatibility
Evaluation)

A&E A MBI RE S A RN R
FRAFAAFE - BRIP40
1. m*z & 4 (Cytotoxicity) -
2. Az 1+ (Sensitization) o
3. §1 = 1 (Irritation) & A4 P §1 j & (Intracutaneous
reactivity) o

- 1S0 10993-1:2018 @
- 1SO 10993-5:2009 @
- 1SO 10993-10:2021®)
- 1SO 10993-23:2021®
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(Electrical Safety Test)
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- IEC 60601-1:2021 )

(Electromagnetic
Compatibility Test)
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- IEC60601-1-2:2020 ©

ViR Y rard
(Software Validation)
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- IEC 62304:2015 9
- FDA Guidance (2023) *V

4. # w B F &
(Performance test)

L. 4 fjpe -4 % 7 & (Parameter accuracy) °
2. B ¥ ¥ e rx 3% (Magnetic field characteristics
validation) :
(1) 5 & 5 & o B0 2 236 2k 3] (Output
waveform) -
2 = # 7 B 4~ # (Magnetic field spatial
distribution) :
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C. TIpcHA b enF® B » ¥ av 7 h IV
# =+ & (Local field maxima) g3 & T 3
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(3) I%ii—ﬁ%l It e s 4 & (Linearity of the output
level) -

4) 2 ¥ 5% B ¥ & (Magnetic field strength
gradient) :
a MEE R 2N S B BHEE
b. A 45 &2 54 B2 b B RAEMT
e % 14 & (Maximum dB/dt) 2 # B
(ratio) -
3.7k % % & (Sound level) -
A QB wH R EE &P
5.8 % i N pF B 4 5 g A& (Temperature on
surface at maximum output) 2 ‘e % #4F G 2=
(Thermal effects) -

- FDA Guidance (2011) *2




6. % > 7 it ! 4oiE # iF-3E (Prevent overheating) ~ 4 i
a2 2 E @ (Alarm) ~ 7 3= & % 42 (Recall
treatment history) ~ Izi}%ﬁ%] U rr st e (Validate the
delivery of the magnetic field) % -

7.3 % 4p % 14 (Device compatibility) :
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8. i & H i (Wireless technology) :
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