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Abstract: The quality of data is related to the evaluation of clinical trial results, and standardized data recording is an

important basis for ensuring the traceability of clinical trial data. Clinical trial data management in China is currently in

a stage where both paper and electronic documents are used.This article analyzes the current status of clinical trial

data management in China, as well as the requirements for document management in relevant laws, regulations,

and guidelines for clinical trial quality management. Based on practical management experience, it outlines the

process of controlled management for paper documents related to clinical trials. The aim is to further standardize

clinical trial data management from the perspective of document management and provide reference for clinical trial

institutions.

Keywords: Clinical trial; Data recording; Paper documents; Controlled management

Fund program: Jiangsu Provincial Drug Administration Science and Research Plan Project (202106)

i 2022 4 6 J 1 H (2021 4 B 24 i i PP )
s 45 2R, 2021 4[5 52 25 i B 48 2R (national
medical products administration, NMPA ) 24 i, ¥ ¥ A7 .0
(center for drug evaluation, CDE) 52 B 7 £ AR # ¥F 19
TEE R AR O 235 1, SR PP J5 4518 S ANt i/ i
BORNEHER 24 i B i 2 542 14, Hovb 359 4 A
FH T AR RETE I ] B PR b 78 0k} 5 183 478 PR v i ¢
BTG UE T B8 P24 i 1) Ak A AR s i T
ey e NP | B e B2k 71 )7 S W e S i 7
FEAFAEPISE ) . — 2802 LMk ) s — 2 ML

DOI. 10. 13429/]. cnki. cjer. 2023. 11. 025

BE&WH . A2 m s EaRBHHlR A (202106)
BEMEE: FEM, E-mail; whp57@ 163. com

HEREHE: 2023-11-20

PE SEREPEML, BEEE [ % — AR50 B PR AL A
T SO A A, BRI M A e 1) 7 B
R Wk R 25 7 B8 T 42 B 1 60 i o 4 BN I 2 15
FLE R R e A2 E AR o AL AR AR AR
it 7 0 2 A I 25 T | i PR I8 Kdl/ A=
FEAE L/ 285 A BIAC S S5 BT | 52 S A ] A ) 4
SR L I R 0 B 7t 24 5 PP
0 F R, LR T A A i S 30T A4 M LS PR A o
P K AT I R 5 L , TR 3 53 A AL A DU 2 N
PRISES Bl o 4R T E A



FEIGRBTFE 2023 4F 11 H55 36 %55 11 ] Chin J Clin Res, November 2023, Vol.36, No.11

- 1719 -

1 FZERKIREBHEICRE XTI

It AR 30 S AL A5 A AR B S il 19 12 L S
F/BEEE R sEmai g i) R 3R, DL KR B 16 i 55 A A
AT o MR AR AR 42 K S
AT B R EE 73 2 s (1) Sl AR A A
FERIN B A T 45 R B B i s i 5k (2) it
FWFREAL R B T B 2180 ATl i B2 1
AL RAR BN PRUEE AT 20 A FI B 1930 5%, 4 B
PR A RS D e sk s i s O SR A

B {7 B A A RIS H R B HEAE | I R i
g R P o S REBEYTE B AL 20
e 80 AR, HATE N =R E R AR T
TR R G, ER{E B R4 (hospital information sys-
tem, HIS)  5C46 %= {5 B & 4t (laboratory information
system, LIS) | [ ¢ [ (R 47 it Al i 52 52 ( picture ar-
chiving and communication system, PACS) — B HLf 58
TR AR AT B RIS A8 08 . BREBEBE 9 HIS LIS
PACS, Il AR50 S5 it ok 72 v i 95 S el W 0 T SR W 1Y
L T804 R 4E 2 4t (electronic date capture, EDC) , fif
A TG P rh R AR A0 BN ATHS 1 S A B e P AR L
HL T 94545 2% (electronic case report form, eCRF) ,
I PR RE X R G . B3R E 259 K
I E BACE LR GIT K W HI M, 5 K R E K
A AT AR AR 2500 T L H TR BE 22 FA 7 B B
MR T 259 R 6 19 EDC 5 B2 B A 7 1) 45
MELLSE B H G REOR AP BE BE 0 45 22 58 4 4 ]I B
SRR AR Y A 2R E R
AR SFE RN R R, 48R R L A e A Al
S it 3 R A 2K Y — B ] P E LSS, R 2
YEM G AR EEI0 B 198 B SRR R 28 & F Tl
FACT IR L BT L, 4R 5 S AT 9K i 2 i
PRI 3z B e s

AT TR 28, 4R IC S e s oA BT il
XA Al iR ] IR I 5 DL S STt B B
A ISR LA S N 2 I R R R 72, [R) B X 0 5
# AL N G ] B, BT RO s 4R BT R 58 %
B R RO BT R AR T SR, AR SO T ) LY
SR B I PRHAN 5 32 42 T A AR IO 6 Bk, S 22 ] LU
AN BRIREE W e LS 1) B0y SR 5, 3o T 1 AR i
0 K041 1 A BRI I A R — B O XEE

B0 PR 1w A 5 S A AR 1Y )i, ey il ik
ARJTT SO A0 A8 L , B ATy TR SO 8 2 45 22
JI AT SR 1) ) S M 1 DR S 0 K0 0 25 SR A A 1) XU

SEHUR SR A PRAE AT SCTE MBS YRS
2 IERIREERICRARIHEENERER

CH LN R R0 25 5 A HE ) (AR N RS A
A ) (2 R W BRI k) L CA Il TR I
90 ot A P ) S5 L SC A Xy i A i R R A 1 S
PR UEELSE M et S B . NMPA F 2016 4F3%
SR ATl IR 55 B 30 4 R T AR HOR A8 R (il
PRI B TS Gt i R A 4 S ) |
e R 14 VR, T8 R AR BT T S ) 3 R $
FIEHE SISO, LS, 2016—2018 4 =R AR fiESR
LAY A e A P (TSR DA ) ) , 3l 1%
2y RS PR S Horb (e RIS 2L
PR BT AR HORSE B ) X 259l R a0 Bl R 2
PR AT il 45 2% | i 8 R B T RHLIE R G
i AR 6 B3040 R 4 o 14 00 P 25 ) B AT T R
2020 4F5 A5 S i (14 € 245 0 i DR 12X 6 o 6 48 ALY )
(good clinical practice, GCP) 5 & M #h 2 348 T 5 S04
FE S BHRC S ATE R ARAFBIBRSE . 2020 427 A 1
H,NMPA A7 (25 i ic 3¢ 5 80 48 J20R (K17))
(TRIFRCESRY) T 12 A 1 B ER T, o 740
HXTC SRR 1 4% BT SO B B 2R, X
(ELR Y E s SEAR R A WA ER, 7800 % 183K
[l 77l A e SEBRA O , BRI sk 2 A AT DR IR H
THEREGEFEE 2 ML, (ER) hERA4AR
Bl s BT 10 X, I RTAR BT s e kg S8 1)
PR T EOR e =R D SRR AR ok
SR BN S  ORE AR R 0 sk A [A] 138 5 26,
RS TE S AR AR 2 1 524507 8, B Ik xe AT
BRI,

ST A PR U, AN AT RE X 4% 5T S B
A By R R it A A BT SCF R B BRI 1 S Y
FAZ SR A TR BRI 2R, A B E A
RRANRRYN 245 ot 4 By S S A 245 o i B A B 1Y
AHIE RG-S 50, R BES (AT 15 B O AH R N2
Tk 38 [ ZEA DGR XS T AR5 SO i A B K, 7
SR TE I PRI 2 it Rt AR R AN st

3 RIRERR HZENREZEE

ARG LA ESRFARFOC e L, AT e Xt 4R
JROSCHFZ AR AT R T . 2B A, SCPF R =2 P e
TEIT 8 GE 3% L A g id A b 2 A HE— P | m] )
Pk DRI, B T SO 32 2 AR SR - —J2 i
SR S LA B AT BT A0 0 A 5 B SO, A



- 1720 -

P G RAFGY 2023 4F 11 H 45 36 %45 11 1] Chin J Clin Res, November 2023, Vol.36, No.11

RERH RS IR L 2k AN, AR & A SO i el A g
TBER IR AL SO R T RE . S 5 S B
RO oy a8 L DD A
7 R ROy N E B bR R TR, X e, R
il AP 2 A A5 B ) B 4 ) SE PR Y SOP

HR A F 3R T 0], AL 45 G 22 4 i AR 56 48 L 42
By, X AR5 SO 2 45 TR A B TR S B 5 4 2
il T AR EERAE LR WA ORI PR 0 it 2 A
KAC =2 TAERA , AR AT .
3.0 SRR AR M R R GG F T B Sk A2 6 T
BAR FRATE SR EH AT 2 A R, 2
GCP i3 2 il a0 A5 B B 24T B BRI 58 U
LS ZFRAE B S BRI 24 i T R AR [ B A
SXBUIEAAT Y ICH-GCP Hofi s 1 b7 SCIFI B, ALY
FEART RS SN E 3 il s O i R S0 B s
(RGP E A (i SR 2e P VA B HEPE I B 1 3=
845 ) FE sl PRI A 10 18 P PR (nsziad
BT AERFNY) SR TR ) o AU A
AR HE— A A« (1) AR5 BIBA 51 GE R
ST AE R SE4 ) B U AR R BT BE 7 S
1 B S  ALAE T 12 P il s AS AE Bedi DT e A
855(2) HFSE RIS ok 7 v e 7 A 5 2R
FRA LI A A 45 2R AR AR T5 SRS H A
S R B AR RS AT R A AT B PPl 45 18
(3) WIFEE B G U™ A i sl A s 5k, £
FEBIFTEP™ i ) i 7 £ ) — DDA DG R 4R 5T 1)/ B
s i AR R AT A AT B S AR 210 555 (4) i
AR AR AT RG] B AR AR BT H Al R AL/ I
A ARk AE (5) A R R (6) M TREE
P BIRZIERIAS

FEHT Y i PR 30 100 H S S, Hilm R A
(clinical research associate, CRA) 5#L#4 i & 45 FH R
SE G R0 T SRR S L PR R TR , ) T A2
AR S H 5k
32 XM HATmETES TARRZE
FEME SR R i i A7 D%, BF— SO 2455
EHFPF S 1,2,3, 0 3 2 R R 32 4 S
P 2 (F B AR N R 4T 4 ) 001,002,
003, ++++e o WHEG 5 WU S48 B] 5L Fie SR Et
TEHAT B AU w5 B i 555 45y — A 2 00, 4
BV H G AR B A A 5 8 et 2, L
P o4 O3 A B A

ek AR 30 R 5 SC A 52 428 By BILAG) A 58 4 B 61
FEo TR Z 3¢ RS e, B LRGBS 58 8 31 51 A%

XFIEAE B3 ST B i A o 5 32 458 5, BRSO
R, 22 DS B R, I G A 5, A DR A 0t
SR T 325 RS TOE B e . 24 N
SENLE  BIURE RY 5248 B DU I R SR 2 4R R
JC5 S 387 B 10 32 45 SUME g i S SO
HURE ot e 45 B 53 A%, Ry ) 25 44 0 W1 H 19
33 AR XSS, MU
PR OB IN T 32 45 T A A2 AR SO R TR B A TRV
PO, WU BN B IF 7R il PR 130 SO 32 45 R
HEudsgR) &4 10 H I, #m 3 o/
HEATH SRR 259/ Wl PR L5, AL o 5 48 B
AR B/ BB ks E RS/ A
SEORHE L,

G R, B ORME B DR H5 300 H U5 LA 2L
W SZ 45 SCAE B2 AH L A 9 s A/ 4 s RIS
3 57 (clinical research coordinator, CRC) , X 75414
B SCIE A PR B 25 i, IR AE Qe AR B0 o 7
2RSS EIC R R ) P L TEY H B, Uil 5e
WU W BE A/ B8 CRC B 5245 S0 52 [T R 28 Bt
BHEHLOL, SO TE s C 8T 5 2l SO, id ok
Tl R g i A b 2 45 SO s Il R ), B4 T
TN H I RS2 45 SO g AT 1 7R bt LT
G, W RS 1 4% REOHCTH R o3 3 B i AT O Tl 28
TSI R AR BT SC A 5 S0 58 7 52 458 03 e SRR
L3 0 LA A T D) 7 R i R i 3 A %o R B
BIIBUIH 8 53 SR 0T G H T2 WA ) 4850 RS 3 TH R S [l
Weak AT 5

RIGEEHG , B TORVE 3L RV I B A 2l
FHE AR RS2 42301 AR P =AU A R B 5L, 30y
FrAzo 25 AR R SR, IRl ARG S
P25 S RO D SR ) A 24 5 H .
34 XA BEE PRI ARSI H 485
SRR B ST JR AT I B R A Y 22
A =R — R SR A B G T SR A A, X ERIFI
H SO A% ) B A8 R AT BEATLA A ; — 2 AL o
AT OUANE T I T U, A6 T 6 53 0 H S
S R TR s R AR AR B & 3T 5 TR S
WO FE 7 AR LE R R R BT X PR A R R 3
A [E0) RELKE 51) Ay ORI 25 AR, B2 4 BRI R 24, i
A PR RIR RAROE S
3.5 ZiEXHeyaEaig KW H S Rk
Je  AUR RS 2245 B 5ORE O TG 52 45 SO/ 3 B A
XF T HR 0 07 BB RS SO (nZ i E Hid R
) PR 2 BR Ml &2 CRA &b, X THLIG R



FEIGRBTFE 2023 4F 11 H55 36 %55 11 ] Chin J Clin Res, November 2023, Vol.36, No.11

- 1721 -

PR ST (AN 5214075 T s AL EIE R4 ) L h
DU RS S5 B 5 R AT B 58, 10 S B B M0 | B
SR, MU 5T o 48 B 5T A, BT 7E (Il
PRI 32 P SCHF B B s 38 ) h 28 44 0 W H A

4 KEXHZEEENIESRE

e B I R IR R EUE 75 45 & ALCOA 5 CCEA
JEI> 2 ALCOA J5UU) . AT U PR Cattributable ) 513
1 (legible ) | [F] B} 4 ( contemporaneous ) | J5& 4 14 (origi-
nal) EHf P (accurate) . CCEA J5L U] ; 58 % £ ( com-
plete) .—F1E (consistent ) 57 A P4 (enduring ) |, v] F 1
(available) o ZRFTIC SR FAE SATTIC 52 G R 50
Bz B EAEIC SR IE S, H AT NMPA X 1l PRI
B A A% e 58 U RE I i 037 o 4 it () 40 5T
TR ) 32 B OC R B[] 6 F R PP L S A
A X LA E BSR40l R 3R
K& 2 P RSB M ARG P 5 301 . AL I
XoF I PRI 2ok o o A SRR P AR SO A 7 4 (AT
TR S R e E— R R R

I RIS AT I SR S 2 5 B 2022 48 10 J
1 HAER AR 1E 250, 802 HET, Fe B lh AR
BRI % % 30 A2 im RIS 35 5 S5 A2l
PRI H iyt 2 865 M 4R SCAF#EAT T A1 R 4E
(2 e T ARG 2 0 Sk I AT bk, A
T BRSCR , DT e PRI e A0 (0 B2 A L AT
SEPRAL—E R PRBERE T . ARG ZRFH i s R
A FERE 2 25 G A A v Bl i sy ] il | R
stk T A2 3 B B Y TR RAR /L o FRAILA I PR 12060 o o
ZEWENG RN I — B, T —2, MUK E
AR SO 9 A2 45 4 it 0 R 25 B ) SC 45 (H
I, FAEIR B SCAFSZ 420 A B T B8R T Be, 4 4
FHHFE R RS, X7 S R HIE T,
MEmhR L

S 30k

(1] AR, DS, 25 B 2 I PR Bk 06 450 A T4 i WL ] Rt
3L ] R E R 2520 7,2018,27(11) : 1273-1276.
Wang JN, Qian X, Li JM. Drug clinical trial data inspection and
common problems analysis[ J]. Chin J N Drugs, 2018, 27 (11);
1273-1276.

(2] 0T, S, TRE, 56 3 F U (1 254 1 PRI IS AL AL SCRY BT
BIHETLT] . h E B 244k ,2018,27(24) :2916-2921.
Wen K, Chai D, Wang J, et al. Discussion on risk-hased standard
management of trial file management in clinical trial institutions [ J].
Chin J N Drugs, 2018, 27(24) : 2916-2921.

(3] RmLr, £, k0 #. 30 H B 7 TA:As Bk & J& i BLAR B xd

[4]

[5]

[6]

[7]

[8]

[9]

[10]

[11]

[12]

LI AR TRRIST,2006(6) :46.

Liu XH, Wang GP, Zhang SH. Present situation and countermeas-
ures of medical and health information development in China[J].
Heath Econ Res, 2006(6) : 46.

FRAETS , 2 G, Wt % g I PR 30 P Y 58 P AR i B AR 25 9
SR T]. 22 G 1A, 2021(10) :69-72,76.

Chen HF, LI JZ, Chen B. Analysis of the characteristics, advanta-
ges and disadvantages of electronic archives of clinical trials in hos-
pitals[ J]. Lantai World, 2021(10) . 69-72, 76.

IR B, R, S N R 2 AU BAL B2 I PRI
PR RS B LT ] JURRZ 27k 2021, 27( 1) ;44-47.
Guan HY, Zhao Y, Hua S, et al. Establishment and application of
quality management information model for drug clinical trials based
on drug delivery informatization [ J]. J Pediatr Pharm, 2021, 27
(11) . 44-47.

SEPTER , RS, B0, 55 F T R A AR U A W S MR 5 v
S AR D ] P I PR 24 B2 423K, 2019,35(7) - T14-717.
Ni SY, Wang SM, Wu F, et al. Application and management of e-
lectronic data record system in the study of bioequivalence[ J]. Chin
J Clin Pharmacol, 2019, 35(7): 714-717.

5L PO R, SRR , BRI, A5 25 I R R 4T S A% 1 E
I P E I R A 4438, 2021,37(22) :3173-3175.

Ni SY, Guo SJ, Dai YY, et al. Formulation and management of pa-
per record forms in clinical trials[ J]. Chin J Clin Pharmacol , 2021,
37(22): 3173-3175.

AL, AR (I PR 6 o B ) 75 5K 9 e PR 1K 5
AT ERIT ()] A [ QR 25,2020,27(14) < 175-177.
Guo ZB, Zan Y. Discussion on clinical trial management system for
Good Clinical Practice requirements[ J]. China Mod Med, 2020, 27
(14) : 175-177.

Sk HL T SO 5 AR BSR4 B U BRI () ] A B, 2017
(8):111,113.

Wu Y. Comparative study on advantages and disadvantages of elec-
tronic documents and paper documents[ J]. Tax Paying, 2017(8) :
111, 113

| 5325 it M B By BB 9 T A A e PR I 0 4 B A R
SR A (2016 4E58 112 5 ) [ EB /0L].(2016-07-21) [ 2023-04-
28]. https ://www.nmpa.gov.cn/ directory/ web/nmpa/xxgk/ ggtg/ qte-
2tg/20160729183801891.html.

FEROR , FEIE , BUDESE | 45 TR RGN TR 42 th1 .0 52 30 38 32 45
SRR ] T E TAE AR A4, 2010,20( 11) :3048,3050.
Qi JD, Qi JY, Cheng XM, et al. Discussion on the management of
controlled documents in the laboratory of center for disease control
and prevention[ J]. Chin J Heath Lab Technol, 2010, 20(11):
3048, 3050.

TEIERG, XIGELT , (A5 TE, 46 BT IR GCP T I PRI 36 B % i &
GER ARSI [T ] o R A 2y A MR A, 2020( 1) - 77-83.
Yuan YN, Liu XH, Fu ZY, et al. Construction and implementation of
clinical trial electronic medical record system according to the new
version of GCP[J]. China Food Drug Adm Mag, 2020(11) : 77-83.
Wi B HA: 2023-04-28 {EE HH: 2023-05-10 #ig: &5



