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Consensus on Quality Control System for Comprehensive Clinical Evaluation on Medicine
in Chinese Healthcare Institutions

Expert Group of Consensus on Quality Control System for Comprehensive Clinical Evaluation on Medicine
in Chinese Healthcare Institutions
Abstract: Objective

evaluation on medicine, and to ensure the standardized development of the comprehensive clinical evaluation on medicine in

To establish a scientific and standardized quality control system suitable for the comprehensive clinical
healthcare institutions and the transformation and application of results. Methods The Delphi expert consultation method was used
to solicit the opinions from experts, and the opinions were sorted, summarized, counted, fed back and revised to establish a quality
control system for comprehensive clinical evaluation on medicine. Results The three — level quality control subjects and their
responsibilities for the comprehensive clinical evaluation on medicine were constructed, and a series of quality control verification
documents such as the quality control system, standard operating procedures, progress quality verification and problem feedback
process were established, which played fullly the role of quality control subjects at all levels in the supervision and quality control
in the whole process of the evaluation project,and ensured the standardization, scientization and homogeneity of the implementation
of the comprehensive clinical evaluation project on medicine. Conclusion The scientific and standardized quality control system
suitable for the comprehensive clinical evaluation on medicine has been established, which can continuously improve the quality of

the comprehensive clinical evaluation on medicine.
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Fig.1 Flow chart of quality control system for the comprehensive clinical evaluation on medicine
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Fig. 2 Reference checklist of quality control for topic selection in the comprehensive clinical evaluation on medicine (setting stage of

the topic)




20224E8 H S H %31 55 151
Vol. 31,No. 15, August 5,2022

¥ %

China Pharmaceuticals

T ER-

Monograph on Pharmaceutical Industry

2) FE B e R P AR R AR T (L4
AT 2 PR 28 55 5 40 ) B RHAE 2R 7Tk KR
7R NBCE RS B PR 32 24 5 S mT AR 2
F4) I DA (5 175 450, B 32 2 ) R BT i £ 2., 412+ L
TR I DR 24 4 47 B4 % 24 4 JBOSKE [R) R, 4 13 B 5 35 1 IE
PR R AT 045 AR YEPEAS R RE, 4 B PICOS
JEOJU) R AR BT BB ST BT, 0 4E B AR AR T
Xof REE it DTS 4R B /A8 bR, DA BB R IR B s s
TR

3)EE PSR S IRV E O R A AU (E B (1297 L
T R R AN ULEH A3 ) BRI B A E 4l | an v e — A
FC, T ARl i s A T A s il

DM N RFEFRFEE: FEAFTARLAERT
(R R = @D SR T N 7 9 e i NP NG B 5 N o )T
Ll B AR, EAR A M LR
54 HREREETITNMIERIMRRERE

25 I R 25 A PR 300 H R SE 0, i A HE N B
TGN BOR  IES I H ) e s, TR
H St ) AH AR B, AR 2 I R 2556 VFA o i 44 i
TR Z B 25 I IR 5% -G AN I BT I 45 BEAR 4R A
FURR IS 25 G R A E 0 3 H i i A 3% Ui 8
BB ), BT B AN, I i G EARES T T A A S A
VLB BT H oA A R B AN A LT 444
BE(E3) .

DHLRBEAMBRE: ERaEERER TS
HA R F Rl m UL L5 K%, R S48 L]
MU B & N8 3 32 vE 0 7, 2 A A IE L 4UTE R 5
SR & KB, P AN B3 5 B A AR 32 T I
LA G TAEL I ER LRGP T IE R AR

2) E M B s ER b (1) 24 fhEeik . EE G2y
i O 25 22 R R VAN B PR R R TN S 2 2R i
W, EMUZ 2 EURAE B G PR A IR AR B
AN TRAF B 24 5 2 P, 32 A 2h i 1) R X3 1) 245 5 9%
25 &8 HET  H 25T 5K BT IS5 1R &R
B2 LR A5 B o (2) A RPN 8 A DAk 3 2
TSI I 6 RS L R AR A 7 R B SR HE 2]
F B2 245 i I DR I, AR o (3) 2 G PEITAr o F S G T
R TR RN 0 4 4k, RN IR R
N 43 o A K= 38 F R B BR1E (CTCAE) VS. 0 74
G REIR HE 250 B R A 4 AT T EA T
K (4)GTEVEM 5 58 8024 5 5 R 38 FH 44 259 I
2 BLIE UE TR 2 Y H R T S 22 R s
FEP AR s BE A B AR LB S M (24 U A5 A
A% S E PR AR ) B AL EE 2 5 O B R T 2

FH L BE R A SR U AR AR T A
FEAR BRI AR | [R] 42 A, 3G 4 BT AL 4 AR R
S HEE UARRN USSR 3 AT o (5) HiA o 38 BV
B AT SEVEAN BT AN UL DR A I PR 24 4 A B
524 W OO ) AL | 3 A2 R SR A S T Il 1) R B K
.

3) B0t AT SR PPN LS RO R VR L SRR TR
A G R E T €S P iiy S R A €/ TR 1l SR A i
Gi—.

)V 7 AR TR U LR R A IR
T AR VPR 4R 7 450 B R IR BRI iy
245 5 HE I AT B BB B (LIS 48 r AU 45 )
B T SR AR AR A A I B R | I R T AT iR
PRk A B, s S RS, Tk F O R A b
R EE
5.5 AREREEITFMN TIEEMMERELR R

Tt H BT L AE R H AT A T A A, JFAR
P15 H ot 4 B S A% A RIS 2 SRS T
T H A R (TR B 7 (B 4) BB A, I — 2%
= R RS H A G R R I B R B AN
BHLUT 5A .

1) VA 3 R e S5 B B 0 DDA « 0 435 B ds 1 R R
1055, AR 5 i T DT TR R IR AR
O H 3 A5 B R G0 A — Bk, SCHRR IR 5 R o TR
TRAT PRI T, R 5 T SRR B U RS 2 o

2) P 5 vk 2 AR R BE R Rk 2 M A B 5 AR
T A FE VAR LERE [ Ta b B IR B S s o by
A B A Sl S A B S R AR I BUEAE BN
FRAEH B R U B 5 Bl s T SC R B A A A I S 2E R
P I RO FE T kR 2s A B, s R R g, B
VeI IERY: I a SR ] &g

3) GERHE B . 24 i I R 28 6 PR SO R A L AR A
i A 7 SRR

4) T FE AT R I T, BRI
5 WA b ke B ] B A5 15 B ek Rk

5)3 5 it s i
5.6 HRIEKREEITNIERBREE SR

TR N OB WA v & A I ke  H A
PEAZ ), W3 © 57 NS T RO, i A e
IR — 2 B AR TAEBE TR A, o — ) Y
Y7 LA, <P E R 24 S I R 285 TR o
[ RS 15 % (&1 5) , A0 i) R 4 Jo R 401 2 i, 4 el 3
o 2 I R 25 A PE o [ @ ] 52 0k (161 6) , 8001 H
ATNE TR E FGmdsE F R, X5 B ol f5 09 a) 8 ik

5



AWEE-

Monograph on Pharmaceutical Industry

¥ %

China Pharmaceuticals

202248 H S H 4531 5 151
Vol. 31,No. 15, August 5,2022

HRA

B H

B AR

RE R TA

ATy )

R A R TR

A W5

FENE

AB A FeTY,
RAF A RAAERT IS )

ERAFTARLAFE T &R LA AR

FEENIMREAF L 2 M kit A2

S IERTA) Bk R 6 E R AL

A IAA R A& M % AR AR 20, F 4R 22 607 h 7 ki R

— 2 HMZE
TR A

EMEA BB AH LRI

AL A FHIEN RE RN R F S FRE

MG LT LRI, O TAL LA B REERS LT R RRERFTEDLEEE XK
B KW AR A A R R RS A RAE EE FR A B (H7 AL YL B AR AR E E L
F)AY HMMEER ., it T RAFE & AEEF

FAH LT E A, A S EHBRR R RREFHEABE T RS G R R
B ILESRARGR B AL A4S REAREERROERBR S B AL AL £ Bk
FEZE TR H BT (4w FDA Fv EMA ) A A 65T 5B G B EAZE Bm A =Sk
REFTHTHAAS BB & AR E L2 EAE 8 AR A B A0 kiR

F M 25 &% 25 M BORAS B s ARAL R 1 S E | TR R R B SR AL R LA

F 255 E RAR B 25 R R eSS HE S N B E R ST RS A R F R R

897 RO R (B W SR B A 64 e RS 97 BLIE Fo 8 s AN KR L)

5%
B

e

3

4 2R IR (R BB (A5 2R ARE)

e
!
g9

A

%

hon b 25

AP AR
% oty & BRI IS

W

\

B

&
AR AR-R =AW=

25ty T AR MR E (B E M E TR L, L I T 4 A ANEFRE B A 245
0 BB AR R IEAS &, A T K F T 2B L)

=

,

G

EH

E A 25 o 04 A AT IR AR 4

p

B

T AR R 0 s R 2h 4 FE R P M BOR A, S LI 5 & SRS R HLTEAE A AT A

FALE St RORAT I e 0 e BRI

= M7k
5 KERR
(# 4% B 1k &
3 i & A
R, Tk FE L
—, LT AH
HARE )

B RIR AL 5

BB TR T % —

ARIE LA B R F AR, AR SR [ J0 AT, BB RR  HABN LA

3.1 R RTH M ik

eSS EE
ER L Y
#

NG TR RN E RN R G T HOR VR BN R 6 T ROR A BRI oL, &
A0 5z 25y ¥ I 45 45

AERNHIET FRF R £ 57

REXET RAAREN G £F

T ER MR TH

AR R IR B A2 FHLTE

3.2 ki Fx [ANTRAFRE Hinh

Bk A g 2 | LR A ALTE

Y& B Wik iz A | NI G B AR IE

R T
LAE RS

AN T A R TG R E T AR R IR B T AR BB R L, B
A8 5z 25y ¥ 1 45 45

MR O s kAR, 72 B R & 2 4 T ik

LKA E A RAFEA 525 8

RA AL ERAA R BB ERAR TSRS LR R EEELERAE AR,

M

B R STA
B M.

B3 AmisRERITHNTERERER(BHHME)

Fig. 3 Checklist of quality verification of the comprehensive clinical evaluation project on medicine (launch stage of the project)




20224E 8 7 5 H 5531 %55 15 1] £ 4 L*:‘:] 7 AWER.

Vol. 31,No. 15, August 5,2022 China Pharmaceuticals

Monograph on Pharmaceutical Industry

BN

B

B AR

E&HA

BTy 5]

TR B & ) B 18]

45

B R Wik

BEAE

A
o
¥
™

— R AZIT AR 6 R

B RIEITR

BERPHBIEICEE BT RmA LT RE SR FEA CEEESE

B AR RIEBIELF— R

Lk R IBAG A E B, R T UKo AR T L5 Lk M s Al — 5

= T

TN T TR AT

AEE
T kTR G S
Pl e

AT RESE

= gHER

HRIEAGERN MR T FIEAKL FAFR FHFR
v A
AGRIT—BREAEF

ke Frds i P R I 9 T A7 B e e g R

£ R B # R

R B R 2L AT

R ILIE AL

RAER %% | B

ETRE 2L \

4 HRE/FTNTIEREXRER (EFAMER)

Fig. 4 Checklist of quality verification of the comprehensive evaluation project on medicine (research stage of the project)
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Fig. 8 Verification checklist of conclusion report of comprehensive clinical evaluation on medicine
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