A R 1051
202148 H

PR R R AR (B2
Journal of Nanjing Medical University (Social Sciences ) - 361 -

1

]

ZIl 4y SHCCEEE 9]

AL, K
1. RER K5 — R

#,EER, &
BEAE B2, 2. BHOFS , L AR 230601 ;
G e

N R T

CERRA

e )

s PR 2 B St

ﬁlﬁ
3. TR TR PR A B
232001

m B ARANKRE T e KX T FEEANE Z, AR A R ah b sl 3 X
A E 12 2017—2019 25 )5 X 3 ik 3 fmﬁ%kﬁﬁﬁAﬁWﬁ%%%%ﬁﬁ%ﬁ%ﬁm
fm@%ﬁiom%ﬂ%ﬁ%%wﬁm%n@maww*%vﬁm&m&%mWhi EXP

A B ERFE YR, BRI LRI
7.7—7&0 E'

RAAF IR R BT R B A AR £ 3], A
AWM ARG, TER R FHRE LI, T FARA N BB ERNAE LS

ﬁlmﬁ»ﬁ?ﬁ

T AR RIRIE H R R B e R B R — R A A I

s EFE; A A
XERFRAERD: A

X4 FUAR B i
B 4r2E5 : R-052
doi:10.7655/NYDXBSS20210410

25 AT IR F BT 25 & 1 B B B 4, TR
[ 25 W WF 2% el 78 B2 25 AR BOR i 315 R & i
Bl , S H AR AR N . 2017 AR S 24
"#E‘MIE &y O F I e 25 Wi IR WF o2 B A 25 A%
T TAEHC S Y45 i, 7 238 7 2 0 249 245 W i R 56
Bﬁigmk}ﬁﬂﬁﬁﬁﬂw IR T AEEAIN T2 K
o HELR B 2S Wil AR 56 i 1 O AT £ R
JHRE AT R BRI 4 H I HL R W . AN TS A s
W YIS, FEFUAL BRE a4 LAt iz FH R 4B
D7 15 S ST AR R R SR e PR 2R 1 A R BT T SR
SR TEFR [ 245 i R 6 0Ttk #E 3 3R =R 2 &
5 [ 5 s () 1 — A A R R

25 RIS 28T 24 Wi A i B S A s Ay,
BEAR U A X 2 AT A B IR A AT T
T, MR 16 45 S A S a6 245 W) 1) 2 A PR A A 2K
P, SR 25 0 T PE AT AE BT R A 2K . 18
T2 i JRAE 2% James Lind T T B — 4 1
PRI o 20 [HE20 ) P U5 [ S A0 3 A7k 25 ) i PR
WIS WA A AR o R I 25 W i PR Y 4 T 20 i

XEHS:1671-0479(2021)04-361-005

20 50 AR IF IR th B . 1963 4R , F [ F 4 A AT
— F A RIS AH S HUE | FF T 2003 4F- I i FK 5
20l R G A BOYE . HAT, N T Y
23pIm RS o3 S - — e W N AR By
HIBT2h s 75 — 2R A2 BT a9 25 5 S E AN
T, 0 P Rl 24 i B A IR ) SR TR Y
I A 13X

Bifi 5 B2 28 AR 7 B A B AR T TR, FR 1R 24
Wbt K oK% B — 2 3R T (BAAFE A o 3
2017 AR T IT SR 25 W) i IR W 58 K5 A A A A 1
YEd S ) s, J7 5858 15 75 25 W0 i AR X8 DL 1] R
T BB, — e R EE BRI 29 T 25 W) i R
gorn ket o e o R 2 W) i R T A RS T
TE, J7 280 29 80 15 U7 S R A H R R I 52K
FRLgE M B B9 AT R TR P T R a5
i AR AT R TG T O AN SR i AR 12X 6 S
P AR, LA S RS B2 B v AT S B R
5 S S o T S T AR S T S B B RR AT
2, AR 2 AT 2 O 5 5 e 3 1 56 B s B AT A
AN 2 122 A, BAERRBE b b Uy 58 0 5 ™
ER

EEWB LR P ERAE HR T 2GR QU RHIEI H (Fp BR25 PR “ G AT T ISR S 28 B4 I K o 1B F

557 (2020cczd05)
s HE:2021-04-19

EZE T I‘ﬂlﬂ/ﬂé(w%—) 0 TR AN AP AR, W57 1] R B

TS 7 ) R Be A B {513, 765385306@qq.com.

2B (1969— ) U3 A BB B,



B ERL R 4R (2B 2D

AW R 1051

-+ 362 - Journal of Nanjing Medical University (Social Sciences) 202148 H
= Ln%*il-if\ﬂf?if (E 1), 1?90 4F. Strauss ‘%[] Corb.in ?’f(}?ﬁ‘l‘iﬁﬁ%
LAt - FLAR BRI R )Y 54 R ) (Basics of Qualitative
(=) 7 &

FLAR HE 2 J2 1967 4~ Hi Barney Glaser fll Anselm
Strauss $& i 10— RS DI VE R BTIERFTE vk . HE
ASTB R R TR BRI LA S5 XTI Sk S B
BTG, LRG0 L S SR HRAZ O J W i AR A A

Research: Grounded Theory Procedures and Tech-
niques )—F PR R LR BES T, BT S SR
T R BS LA RS BRI BE T O 2 At 3= S g
fith EAEA: G b A T AR PR AT AR SR G DA
— WA ZFE PRI

FUEMG )—> STHARDT > Ok 0

> e

A

%I\FE;J%*SP <

e

3

Bl IHRERHARREE

(=) Fdrac s

FLAR FH 5 A9 32 1 3 Glaser tA R “— 1 55 Sl %%
P, AR W BORHEL R AT ] AT DA WIF 5T ] Ay ke £
R, AR LB R IRIZE G PR B 2017 4F
2 2019 4F 25t RIS 315 75 7 Z2 10 SR AE N 43 A
AT HEEE , BEH 2017 4R 2018 4FE 19 id: B 7y Z2i
SEHEA T G 43 BT RIS YRS £ 6 2019 4R 1 7 =il
SR A B A R PR i FIEE

=48 R

(—) T2 2 25

PRI N EPRE e I R iy S N IR L T
B AG Gt 3 FWSCEE I BORE , S T LU A TR B H I
WG Ry HG EARAS T &, BB A & LA
[F] 7y A8 ™

ML T TP G i A DG 5, s e 3 A By ok
PR PTHAE Nvivol 1.0 SR i 7. X — B B 31145
Bl 425 FR%E, 65 M ES, 11 -EmE, 3X 11750y
SEEIRAAE T S AN AT EEEE WS
BT AT AR YRS S50 E VAR PME B
FEACHE IRER I A4 RE .

(=) £ 4d& 25 55

Ehh gD Y B A T RIS T i U i
RIS m B2 R oG A A [RYEE = A 7Y
AHH G ZR AN ER T, B AR, 32 A8 g Y W U 20 il
MEFEPEZE S PERI T S 95 5 Strauss F11 Conbin $2
HH PRy SR 9 OSSR RT L 0 W AT SR 45 TR RS 2 P
YOG S, AL A DR SR A — I G (=W ) — Tk 2%
(HARYEE S5 bR ) — A S5 —47 30 B3R —
ZE L S L g Ny LRI R B YE W I AR R
BEA RIS s & Al 1 PRER DG R o

DL JRURS: T 458 7 XA~ 7w g B, LR R AR
TEEAS I, BRI PRI 2 AE I 78 AT BA LA A 523
B IEFEAC PR AT P B T R TT , FL PR s 45 12080 v
AE BN AT IR =R, S b e 3 B wir TR 4 X
B A T UE AR SR . WF ST BT AR Sy A AR

4, TE 25 W e PR 6 XU P42 Hh B 35 2% L e A
L X 225 9 AR 156 AN RS04 g B B A A XL
6 T4 SL AR TR P () EL S SR, B B4 R N Il
PR ) IXUBS: 4% RE JI A5 B T), 259 ifn AR 56 110
XU KA

DL R P SR Al 73X A4S Y S LG, WF ST AT BA
N G BB K- DA S 2 5 Al PRS0 N DY
B T TR T A Sy o DRR A i R G v 0 B T
I8 25 AF 5 58 2 BT IR g8 IR T J B A 2R
M R 3356 B 5 & e DA R A 16 1 B84 A 25k
R R AR R B Ik 2% o X2 56 B B AT N
BYBEAT A VI, s 8w 5E A BA - 52l 2
(5] 114 ) 30 BR8], F5e 2 RAT AT R AR UE I PR 156 ot
EPESTE

AT DL b AR SR A U XU T i
PRILAN " IS FFE G, I XA N TR SR A T
Ty G ANAERA A, ange 1 R .

(=) T om0

e PR G i I Dy T S BE S T Rl v g A U )
RN IS SN e~ S - i el 7 S A LY - IR N N i B K 1]
RS IR ORAR AR B, R REN R 24K
LS BEAEAE N BOAZ DA, TS 2 ™ 4 HLFE e &
JERIFLAR BRI

HARRL N EIR OB R IT A thifd=i 2, U RERE
GEUITAT YL W A AZ L VB - BEAT 25 ) BT T A B9 AN
WIR A, 250 A6 ThT I E Rk FRni TR
el 2 245 57 b e AR 9K Sl 08T B B, e A VB 24 i UF
BIHT , I 245 W it AR X6 o TP AN LA 3 T AR
PZAE RS R I R XU JE S S, RAF
B 245 4 i DA a6 s 2 N D3 G 3 5 5L ) S 4%, Bt
SE A 1T 58 BR 55 AT Bl T i DR 128 36 34 3B i T
& o ZIn25 il RS B UF 58 & ST 58 T BN B
i BT — E B WIFFE B SR, YA A A 8 Ll 4
AE , = i A0 T8 PR R R, O 3230 AN B i 1
DTN . TE FIRILA B, 4 2E e ik J ey
REIE B A TN 2R, S B 7 2. 7RIl



WA R 105

PR R R AR (B2

202148 1 Journal of Nanjing Medical University (Social Sciences) " 363 -
£1 HMIGHRRRESY T ERNEE SRS ST (A0
— s TS g R
e Ge) =aERmS) [ e =arAEe)
Wi sl ARFHE6) RIS A (2)
(53)  FU5) RSN AHRRIE(D) [t B SAE 210 [ T125(3)
A NN (3) R R R 2 (1)
IR S A 50 R BT 5 7 % 5 B R SRk (1)
(1) 7£(26) HiAth(5)
UK th T 5288 SR 2 2 B A1) TR E A A BRI IS 552 ik g
BRI R BT (1) (D
DRI 2 0 L 2 e 25 (1) Bl (10)
FEGIAH T MARRAECD RPITRL I TH A B R )
e BRI R (12) RN, BARGR (2)
(1) ZREEE () A I3t (1)
BB SAEREISECR L) L TIAR )
(16) SAR A2 [4(9) TR
H (1) AMEYOR EAVREACHEIR(3)
A A bR T2 (2) © igﬁiﬁg;gﬁ;
et R e B 32 (2) s AR (S)
HI T R AER -4 SAE(1) (18) = *E;@F@%(g)
Wovgye  ZAFERI(2) ot o
O B ASESAE() ;iiﬁiﬁiﬁn v
e TR (2) oo AR
JLEIR DRI FROEN IR (8)
B S G A AT 152 (4) 043) R
AR Jr R TRBIHR(2) HHRATIRK(S3)
(3712)  (63) Jr IR BRI (1) N
SRR A1) AR (29)
ARGy B R PUAT(56) BRI (24)
W H B T A £B17(2) # FIAE 25 (18)
RAS A 5 7 28 TR A6 2 A 3 TRk AR (6)
) b1 (33)
IR B T (2) et )7 FHE RN (8)
wEPME  HIARBMHEZILEARAKMN(LD) FH IR (42)
(13) FRHHI(2) FEARAMR(10)
FZR A2 AR % e PR 555 R T8 124 (5)
(1) ROREEAS R (3)
S AR (3) LAVHEQ) PR R(2)

FLIETT R , M FFE 3 S W58 AT BA N BA B A7 55311,
PR B ENGETT SRR MR R iR . fEIIR
e FPAE ST P BRI 5 -5 320203 YA S, R T
fi I 2 H 2 IR Y el AR 4 A A p R o L
F I 28 KOs WE A8 22 Bl 2 AR BIZR Bl 23 W LI
SV EAT WA I B A A T, PR E I AR a6 K s
BB A AT 5 o AR B b AR R 2R DR AZ O [R] R
A il ARG T A PR ASHIF S B A R
BTN PR Lk, IR, 500 S “ 2 W) i
PR B A B, S i — A i B 2R

WE 2 R

(v9) 22 364 A A B

ST ARG B A AR R (R AR N R AN SR X 2y
Pl ARNTS: 2019 41 1Y i B il s A T = P dmit . 45
SRR, 2019 4E 25 RS 19385 1 SR il sk ok
Xof A5 Y Y BRI ASE AR BT 04 DT, RPARE & VS AR
O 2, H28J8 2 )t ik A =28 0 19 22 i &b
FRELH R C R . AT W AR ST T AR B A A 1)
YU OB 5, AT LA 2 “ 25 ) Im R 503 5 7
ZEFE N R 22 AR E B A A



B ERL R 4R (2B 2D

AW R 1051
202148 H

© 364 - Journal of Nanjing Medical University (Social Sciences)
YNGR R R
T
) b
HPRIERE
T ELE FRE | ™.
R A Bl AR
PEST L
ron
BB et
AR R
e R

E2 AR EL 7 RN E FEE
218 I

(—) A 23D & R X2 HT 5T B A

AR AR, 259 it AR I8 I 78 T BA N 51 1Y)
TEE B RE GE A HE K K AR RE T B
I RIS BT I R LA 2K E ., R
JEZJPIG RIS 32 5 R 10 SRR, B A
P00 XU i e D16 B Sz i E il A, A
BRI IE T R B SR IR B, B SRR
FRFPRAEEAE R S EGE S R R, B, AR
HEAA R, Tk MR GETER I S A
HE ST AR AR R 2R e 3R . BRWTSEHE LA WT 58 ]
BAN D3 28 28 od b HL L 52 280 B5 I A 5
1 FEBWTE I8 7 28 SR AR e . A e R 25 )
It PR 38 56 ot A BRI Y R )22 PN I g Sty I IR 3K
9 4% 7 N D3RR BLRC A VA 38 PRE A R A s il i R
T8 0T b, YIS AR B 323 38 A s I 5 i FL S
PEo BEAE, TR EA BA% IT R 25 Pim AR T 19 B Y 7 AL
R ZJE = H &P, A58 i B p 92 35 [l B e
TEIT BHIF  BUAATE 55 IR i A RS T A R, FR 2
XTI AT B R s s 35 1 o

(=) 3BAL X I 20 2R 22

It A3 8 A T ) Ji 25 AN O B 49 ) 2 2R 2R 44
FNEIOA I ER S o Lo W IR i AR I R 3,
AD |7 N = W b I =L VA 4 SR o WL - L2 2o T SO
TR B 2ok A v AT B 52 Ml JoT B 1 — RS 3R,
Bl G o Jr 52, 2 Wi R g o 1 48
TS I BT AN S AR v A PRl Y S
JiThE o BRAKIE PR W B O3 P 2 v A PR R AR
FA PR UE IR IS o B2 P R YR TR R L A5 BT ALY
YEo AW RN, 3230 5 R A 7 22 A U7E
F 2B RN B IRE 2 I o B o HH B AN AT

HZ R IG IR . th T2 201 5o 5, 1
fid IV [R) e Ik 25 2 B 22 , W98 38 I Xt 52 13
rEAAEE RS R 520 e 4
T 2O, P 2 SR I R RS 1 0 AR
PN T

(=) 35X B2 4 ) R 4%

It RIS (R IR 58 AN s 22O AR A, B
T E AR IS MRS L R it PR R A Ak L 4
NEZF A . Bl iy B IE Sl e Ay e
it e 16 5T B A IR A SR B SR B
AN i AR RN 8 Ll = W vz T SR W i (et
PSS B . ST 25 W R B 22 A W R
g0, W e B H A R4, 6 B o & 5 s
P TN, Wi I R G 32E i, A ) 1 A a0 e 0
WFFE 7 48 PR ERRAERURE 0T 5 45 BRI 45 2SR T
J& o RIS, Bl Bt W s Fn e A= P 2 R
PRSP 22 b 2 B WSR2 D12 e s 2 (AT A
BT, LR 32108 L A s S _ iRt o e R}
2EPE RIS AT A5

(v9) T-E R B F RS A 2 AHUH)

AW I & A R F A A T i) 2 25 W PR
IGH WA BT Sz —, HIE R 25 W R AR
B AN R SR 09 A0 BRI 5 SR B e AR BB UG, DR,
B R WA 2SI R A5 281, S8 38 AN R 4
Ab BB ) A ) 245 4001065 DA 3K 56 1) JXUISS: PPk T JoT i
PCHEN S RGP RS AS BRAT Ar p, 2E ST
H AATE— & A AT F0LA XURS: | 12 3R 22 51 <5 v AR s ot
I H 22 A WA TR, T AR W s e R b kAR
TOUHA SR TIHAAS R (4, $2 AR BIT 5T 7 76 B B BR Py
T B} [ A PR ZE L 2xis AS 4 A o

. iR

FR A R BRYEARRY | F= 2 I AT 6 XURS: T3
P S LA AT PR IS T U7 S A AN R R IN R . AE
PWIm ARSI FE AR, O T AR AR FL AL S
VRERS A IR K , LA B BER v R ey, B B A A
J7 Z e ST . R IR R XU 1 ]
AR PR A 1 o B AR Bk, A RESLIE AR 32 i
DS XU, S AT RERE St 75 7 SR A AR e B
GOMAM S50 . Hedh , AFTE 22 LA 980 32, 6
R TR, AP M R far o LU, SOBCHI— 2K 122
BE F 25 ARSI 5 Kt , A R AL R P32 3] )y
BR , s BSOS ST TSI AN [ e AN R A S LA
BRI , HE— PRI R AN I SIS IE

S0k

1] YT, BT, P, 2. BT XUBS: 1 25 1 PR R T 56
D 125 52 B4 BB SR [ ). o e R 24 B2 29 K



B4 BE 1051 PR R R AR (B2

20214F8 A Journal of Nanjing Medical University (Social Sciences ) 365 -
2021,37(2):201-203 2021,25(4):1-5
(2] JAH. 2020 4 M 25 Wy i PRI BT i 45 BRI ) WF Y (9] ¥, a4, 4= 2. BHMEINHEZOMERE & & 2
H IR E AP 22 R [T, E B2 A, SR N R A T S —— S T AR R R 4y
2021,34(2):205-210 BT, P EARKREEE % 1,2021(1) : 100-113
[3] State Administration for Market Regulation. Provisions [10] XVZEN, S, BB A, & - TFAR ISy« 7Bk
for Drug Registrtion of the People’s Republic of China 05+ sy M B B s A AE Y T AT R ],
[EB/OL]. [2020-04-13]. http://gkml.samr.gov.cn/nsjg/ HRla£,2016,30(7) :30-34
fgs/202003/120200330_313670.html [11] EB R4, 7 07 5. B FHAR IS I AE L TT R
[4] BARNEY G G,ANSELM L S. The discovery of ground- R TEM R R R A A T —— L) [ SO i R =2
ed theory: strategies for qualitative research[M]. Chica- PRI, EEAREE R ,2017(11) :70-76
go:Nursing Research, 1968:10 [12] JEksfe, @, G2, SRS AE b EA - 48 BRI
[5] B, My, L LA 1 E A 8 RS Wk is EUIR S R R[] & B 2E4R L 2017, 14(9) .
TR T ). P24, 2016, 13(3) :336-346 1274-1282
(6] B BH. FLAR LIS AE R 2 A 5T T idis IR R [T, [13] PEAIA, Fakis, 3R, 4. B THAR A iR 4L
R R HEE,2015,13(1):2-15 PR Kz R A pr ], 1A%, 2019,38(4)
(7] AREE2= W5, Bkl BUE MM T Pl NS 175-180
B RHRTE — L TR B I = 5 504 [J/0L ], B [14] BOBAR, fiyhr. SRS R IR L A S5k 1], R
EHITIS  1-10[2021-04-02]. http://kns.cnki.net/ke- W R, 2020,41(5):151-163
ms/detail/12.1288.£.20210318.1449.002.html [15] B2 259G R B FHE S # e BT ). 524
[8] jH2s2 40k, Wl ZE, 5. ST HLAREIE 11 X 96 B % 547,2020,39(11) : 1466-1470
IR EEYT IR G B R 2 R X SRR [0 ). i I B, (ExHwig: = &)

Construction of a model of influencing factors of illegal events in drug

clinical trials

CHEN Xianping', ZHANG Jing’, WANG Zhuoyun', LU Chao'’
1. Hospital Management Teaching and Research Office, 2. Department of Scientific Research, the Second Hospital of Anhui

Medical University, Hefei 230601; 3. School of Medicine, Anhui University of Science and Technology, Huainan 232001, China

Abstract: In order to deeply explore the factors that affect the occurrence of illegal events in drug clinical
trials, this study used the grounded theory to sort out and analyze the illegal records of drug clinical trials
during 2017—2019 in a large general hospital in Anhui Province and construct a model of influencing factors of
illegal events in drug clinical trials. The results showed that “pre - control of drug clinical trial risks” and
“prerequisite basis for drug clinical trials” had significant impact on the occurrence of plan violations. It is
recommended to improve the research environment and resource conditions, strengthen the relevant training of
researchers and research teams, and rationally design research plans. It is suggested to establish a safety
monitoring system, improve the reporting and handling mechanism for adverse events, guide researchers to
deepen the transformation of moral concepts, and provide some ideas and suggestions for reducing the
occurrence of illegal events in clinical trials and controlling the quality of drug clinical trials.

Key words: grounded theory; illegal event; influencing factor



