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Introduction of ICH E14 Clinical Evaluation of QT Prolongation Caused by Non-
Antiarrhythmic Drug: Q&As (R3)

XIAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: To detect and determine the QT interval prolongation caused by non antiarrhythmic drugs, ICH released the E14 Clinical
Evaluation of QT/QTc Interval Prolongation and Proarrhythmic Potential for Non-Antiarrhythmic Drugs and released E14's questions
and answers (ICH E14 Q&As) in 2008 which explained some specific questions. Subsequently, This Q&As were revised third times and
in June 2017 forwarded by FDA. The number of questions and answers in the revised edition doubled compared with the original. This
article introduces the details of this revised edition, and hopes to be helpful to the research and supervision in China.
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2w U 1) H B B A RRE  CAn e et oI D 5
(5) AFAE TS IO B A B Y. Canfi
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MAE O3 ZE. OEE S (6) 2L
MR CnZiis, Ay, ES%. 29k
Sl wEERD.

N SCHRSE AR S AT QT WF ORI R I R AR
FEER, FRHERRR) ECG WY, X4 n] o oA Al
E[n LA (D #6) .

7.2 [EHAC R M SR 451

(1) 4= QT B, EiGy7r Al ARk 45 R
(ICH E14 brfE XML 45 3 g QTe 1K
Wi () B 95%CT _E PR <10 ms) 1 iy TG 7 #l & (5
HMBHAEAELD s> QTe &Mk 10~20 ms.
WARA A BRIE, BRI R B E A 5L
I 29 5T, AU BRI S0 O e
W XTI S R, B EFHEA ] REEZ
AR X1 QTe 5.

(2) A1 QT WFFAEIRTT A ™ A BH 1k 45
(ICH E14 $r#EE SUHIBH PRI SS R AR & B
WL o SUIATATEE ), SPHIEK <20 ms. 5
IXPIFERE QTe [ HARZNA (1) 254, BESRATI i3
LTI

FEI R IR s 5 ECG Wil wiAS 28 H i)
— A H IR T e IR A AR QT Al >
500 ms [FIEEF . B AHPEMEHE QT ¥
(A, QT ZEK:>500 ms 5 QTe HIIN>60ms) 4%,

YT 5 WRR I AR ) ECGs O JRIBRYE, 23 BT
T RIEERHE, MATEE TGS BT st
2, ANTEFEAM MG 0o IX P 2 7E 2 1
AT, MEAHLEEENSE.

Lo FEL PR ISCER 1 I 1) S 2 i L 2 ) R R 2
TR ], T BB HN A2 Bk . S
(1) ECGs frfr. MtAh, NAEG WHEE L Tato
WHE T IREE D Tax A FIREZS ZE A1) ECGso MU
WREEFIAT IR L Z (W EN A KI Y, Toax /47 ECG
S AN . RGP EoR QT K ER
BN, A2 ECG WA IR [A] 3 sz Bt ik A 4iE 3R

(34l QT W5 LAERIT &, 7 A P4 R (ICH
E 14 bt e U BIPERT 7145 R & QTe K5 i) i
M 95%CI <10 ms), HETiHIT &, Wox 10~
20 ms HPFRIREmT . W AT A AT 2 R A
B, fRIGARA RGN ERER, IBAfE 3 IIAHE
(X P REREAT 5245 2 Tk IR AR I . X iy
LT, AR TE— MRS B KT e B4 = 2
FRABRIE . AR, R —MRF RPN

ARG T (EFLUE L N IR B I 2k g
2 FERAENU X AL IS 2 A T34E BCG
W

(4) JBITFIES Y QTe ZEK>20 ms. Xt
A QTe [FIHAEKAEH 25, ok ECG VR I&
M T EITDHIRR W &S . T TdP X, 5
% ECG WM 7 — AN EE S, VST
IR RIS P S At R T 0 1) 0D SRS D o
IEAR, ] B SR AR A 1) 2 T 1 A ECG
PR (i, 24 h ECG idsk. Bl AN £ 0%
4 ECGs) o Sl Hiil ARG R 5 %6 T UA i 7]
BB IX 7k,
8 4HiE

AN ICH E14 CAE S04 2 o 25 51
QT/QTc [HHAZEK: Ky A SO0 2 3 VE I R D
fr: S 53 IEITHRE 2008 AR I
BHMWEAR: (D MZEEN S, At
8 AN, MIRIER 3 YKABTT RRAE Al S 1N T
8 ANMIZE, 16 MR o BN N AL FEAR S 1.4,
1.5, 22, 5.1, 6.1, 62. 63 F7.17 5. (2) ju) i
AT, 28 3 WASTT RO [l g 74328, JLIa4h
bR 73 MR AR B A 5K

TV = A R Rk T R A 2 T A AR
Je RIS IA B (BT E R B, i R
ERER GBI 2y, 53024 U W15 24 BE g BI040
BAHKT QT/QTe [AHIEK K N2, 1T AT (1) [ 28
2j Istodax® (romidepsin) PHGE & A KK F-—
25 & VOFDA A% HE (% 30 9 5 I R 245 B O R A
QT/QTc [MIAFEK I Z¥ . 34 FDA JisE 7625 i it
B A5G R 27 B2 300 H 1R 2550057 /NI 1 <Ol L AR
B OB, AEZbSE T AR QT A s, R
A AT St A U B R G TS RE A 1
TN o X LEERVT S BT 24 0 A AL e A T
X251 QT/QTe [8] 3 52 M B AL AN

FDA A A 4811 ICH E14 Q&As(R3)E M AE
2 [ St e e 2 R 2017 4 6 H kAR, A
WA EMREE., REERERANREEHELRC
J§4 ICH M IE U 2™, @il i FDA H,
¥ ICH A SR R FE 1) 1E XS0, Lo
AR 24 g S R e A ) Ak . A H AT, AL
A 2HH) ICH E14 Q&As (R3), JUHJEHE R AR e
7S, STEREZ5% QT/QTe ) AR W A Y R IR 5
HEEM IR SN, AEA KSR AL
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