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Application and practice for e-submission of drug registration in EU
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Abstract: In order to catch up with the development of information era and highly efficient innovation of new drug development,
USFDA, EMEA, and JP PMDA have adopted e-submission and review of drug registration instead of paper documents. The
specification of eCTD is developed by ICH M2 Expert Working Group (EWP), which provides the standardized structure and format
of eCTD for its creation, review, lifecycle management, and archival of the e-submission. The XML (extensible markup language)
backbone is used to provide a hyperlinked table of contents to the entire submission when viewed in web browser with a suitable
style sheet and provide descriptive information (“meta-data™) on the files that make up the actual content of the eCTD. Following the
trend of e-submission, Chinese FDA has started trying to push e-submission in chemical drug application. Tasly has successfully
submitted the first registration of herbal medicinal product to CBG-MEB with eCTD dossier via “Common European Submission
Platform (CESP)” . Tasly’ s practice on e-submission shows multiple advantages of eCTD, such as providing standard and complete
registration information, implement information exchange, and information sharing, improving the efficiency of registration, and
supporting the subsequent process tracking. The e-submission with eCTD files not only can ensure the standard and simple
registration procedure and complete and standard registration files, but also can enhance the review efficiency and reduce the
registration cost, which will be the trend for future drug registration in China as well.

Key words: drug registration; EU; e-submission; eCTD

25 AT NI IR — AN ERF 2933 ath. A RAERTCR AR B 2 3R G i) = K
#E BTy, e L R AR, Hoh, A ISR R IR R 2, NS S

WS B 2014-08-06
EEWA: FE T LEHR A0 b 28R B H > (20122X09101-231)
TEF R BRECH, L, REER LB H A R R 25 [ bR 5 3 M o0 2R - 0T 9T 5« Tel:(022)26735992  Email:chengiuyu@tasly.com



-402 - %¥ighat %, Drug Evaluation Research 35 37% 5% 20144E 10 A

iR SN =SB/ @ 8 bl 7 TN (Y Z S 2 R Tl it
FURTTR, MAERR R a2 8 If m 24
T 130 AT F e, JEN B DR IR~ 380 Jo 40 e
I 1AL AN ], ORI 1 25 2wl B 24
AFF A FR) A TR 28 FH A

29 M ORI & A8 R R IR
PRI E] 52 208 2500 A bl e 4% v Al Ok BRI — 3R
PIE, 4R 2 ah d VR, IR 2y L,
FEIX =W HHATRCRIETE, N2y i J 90 R
AL, HATI LB R S 280 SO H 4R5Thie
(paper-CTD) [ L 3CFYS (eCTD) W48, FFLAHET
B2 AT (e-Submission), 1FUFIME T AR K BT
PN v K =S RN DY R R I 2SR
Ji SR K, PRI A A AR I 1) B A AR A
Ji&, FEAT A L B 24 M SO AT R e — Bt
1 eCTD EEIFFIIK

eCTD Fu &z - i [ B 24 it v W 01 10 41 28
(ICH) TAE/N EWP (Expert Working Group) ffil
£, JFSEE FDA. RRIZIMIVEH R (EMEA)
FIHAJEA4 (Ministry of Health) DL IinSs K Al g
A Z R ERUE T ) PP LA AT
TR (IARAE H s S FSCRI R 20, X6 ST H s
Ay 4 VLA T BRAE, JFRH XML (eXtensible
Markup Language) ¥ 7GR A SCRY 25t b AT R IR
[F] IS0 L3R A I B . A A v A A B
VRS A 7 TR TR

2003 4, EEAFRHTZ (NDA) FJEEHY
H11 (DMF) T T eCTD SCRYEHTEAS, BR
BRI 10 RAER B FESEA T AHC eCTD $RE5Y,
Horp Bz [ 2014 45 3 H 1 HilZ, BRY EMA Jifg+
JAY I (CP) (1) eCTD #5420 1 f 7~ Tl T 14T
X E ST (NP Mo (DCP) H Tt #
A7 R EER, R R 5 TR 24 M AT AR sl v i
FIE R R IE AT eCTD 2y dhiE M i, A
AR R FRTT 1) 6
2 3HMARMMEERAREF AR

FUHT, 24 S VR A AT i FROE BORESCRS =2
YT CTD. Non-eCTD electronic Submissions
(NeeS) 1 eCTD LAY 3 Ff,  ACBT IR STHY 72 5 I 1)
CTD #2583, (HARH 2 AL AR 9 SCfH4E Pe
VAR P B PR R U5, AN 150 G080 580 (R PP Ak
ORI A Y%

NeeS HLF IO FE R4 CTD (145 SC AT B8

BB 7R 2, I LA ANAH R B35 1) SR,
T HIVE R PDF 8% Word # 3 1 1 SRS . 1l
NeeS HL ¥ SCRI I AZ AR g 7 Jo 2L A A kLS
JRIEMERI DGR, PRHTE KRR H 43 I an bRk
HATXT LG, WA ERER 7 V20 e H AT A F I
R CmR SR A SO, RSO Dt
eI AR TS

FHLEACT I CTD SCAY T NeeS HL 7 3C#Y4, eCTD
SO AN s 0] DO — 2 AT 25 B B AL ATbR
AR s T DAE I PP T PRk 1) 58 SR A T 30 5
P AR AL BRI BRI A% s sl R BT hi S A AN
HRE S L IR BoRE A s i AL R s 35 NS
FUFNZ A AT B E W RE s BEfS e /s A IR S0
BRI g A U DGR s nT LABE I 25 ) 24 b
(1) FU Rk s 248 R A SR DAk BT T 7 1 WAl B R 5
{RUEZE RS X — 8. eCTD 33548 Fl o A i A WL

K.
= @ L

.-

E1 BFREAXHEZIEMEERE

Fig.1 eCTD submission and review procedure
3 X175 eCTD BIHIRIEE

KA SRR EOT T H T 2011 4E57.10, £EDII 3
R R, T 2013 4 R RAEREAN CTD #RHES
BrBe i N [ PR fr e ok, SR 74T eCTD
SR A AR, Al I BRH FL Il TE CESP [ fif 2 24
)5 (CBG-MEB) AT Ti#48. eCTD HilfE it fH
T eCTD LR A ZwEE K/ TRS Toolbox F
eCTD SCHFA: 8k eCTDXpress. X AN A KK
/> T eCTD ik HIMER TAER
3.1 eCTD X#Emt@&id#z

L ICH MIRE, 58 M S0 7a B4R 7 SO
DA ] eCTDxpress (145 F i o 45 73 56 1 ia M 2k
ATIE A% A, LORAIE 25 M RS 7 158 SCAF I SO
ISR A 520 . 704 word US4 i PDF 3C
P2 )G, NOATRAS SO R P28 e i . 1548
FIBERE AR STAF H S f 5 H R . 51 N AL
A B sk, By SE. eCTD IR
Bt R WL 2,

HFH A



%¥ighat %, Drug Evaluation Research 35 37% 5% 20144E 10 A -403 -
# 5 Y £/ > A > i Word SCRSHE N ERVAS PRI R T4 Ak
s Py # b Ji PDF BB eCTD
TRS Tool Box eCTDXpress

B2 eCTD XHHRIEIEITE
Fig.2 eCTD preparation flowchart

Fi i ICH A Hb[X metadata {55 S8R B SC2E A
4 B #E eCTDPress ' Q1 # 7 w1 1% B . 7
eCTDXPress "GPt (PR HIE A, JE3CF B
%2 eCTDXPress Ho iR A I SCAFAE eCTD 1E
HRR T 2. 7E eCTDXPress H 7 MGz
Jei s BUE ST I G R SR AT A 1) o
3.2 eCTD MHHRYHE FiE3 (e-Submission)

FL SO 1) R 24 LA PR S AT 3 A A7 AT Y
Tl W70 M MO

HL Y1l 1E, fL$5 Electronic Submission Gateway
(ESG) HI Common European Submission Platform
(CESP). HLFIHIEM M LS54 http://www.emea.
europa.eu (ESG) A http://www.hma.eu (CESP).

JCHEEMIAE SISO e, # IR — ks NZEK,
FE G TS T bR T 58 T HE P SR E N PR A
B IR E I TR A
4 BRRBL

eCTD Hl/ERd 5 rh e A AR IR ) AR S 4 SR
KA, X TR L bR k. 2% 00,
KR AER 22 H U T 1K) American Medical
Association (AMA) Manual of Style HEATIEE4,
P XA AVEI TS — Sk, BB ks 2k
FDA —%,

eCTD SCAFHIESERUA, M EMEA 424t
eCTD ¥ iF 3 F EURSvalidator FEATHAE, SR 5 Fil
R HL P IEIE CESP V-6 MOt sg. 1 B0l JiH
fEdfEd, RA £13i N, CTD #EHERE . eCTD
HVE PRAZRIBAE )5 1E, Af eCTD $248 TAEFFLA
e RO b 5 o

eCTD HiL 1 3CAY H R BB DR Bt P A5 S
e, G PRAE M ORI S, AR T SEEE R
LRI, eI MR, a0 R

S EE S
HL SO R HE A R A e — AR B A

11y HARSC R M S0 AR, AESCRHIE . A2

BT RR A, T O O S AT R ARG,

Ayl D e T AN LR SR T 5 1A B s 00 S8 B R T

VRS B INAE S T RE, 75 2 [ Bs AR BT A N

A SRR IR PRAT S i AR LA S5 A 5 T ) 4 1

SO, DRSNS, Bifdhtd, A%,

P TSR = B EE DSV 4 e N A B

ASEA A RE S, A B FE SN X X

T AR SC AR GERHEL D o [ B FR BTN Sl ek

BATHRR, S50, ZI5 52>, ARSI T AE

55, WS 7K R
FR ] T A I T M 5 3 24 Sk I T e A ) R

WARAG eCTD HIRAEAGI AR, ALRENS (RAEVE

WEHARIA T EHE, MRS, sEHE. AR

HE, IERENS S HVERSOR, AR .

S E 30k

[1] ICH.ICH M2 EWG eCTD Specification (V3.2) [EB/OL].
(2008-07-16) [2014-08-06].  http://estri.ich.org/eCTD/
eCTD_Specification v3 2 2.pdf.

[2] EU eSubmission, Practical Guidance For the Paper
Submission of Regulatory Information in Support of a
Marketing Authorisation Application When Using an
eCTD or a NeeS as the Source Submission (V2.0)
[EB/OL]. (2010-03) [2014-08-06]. http://esubmission.
ema.europa.eu/doc/PAPER%20Accompanied%20by %20
eCTD%20and%20NeeS%20Guidance%20Final%20Marc
h%202010.pdf.

[31 EU. EU Module 1 v2.0 [EB/OL]. (2013-02-28)
[2014-08-06].http://esubmission.ema.europa.eu/eumodule
1/index.htm.





