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Abstract

Objective: To summarize the status quo of clinical research in safety evaluation of traditional Chinese
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medicine and to explore the methods of further improving its evaluation technology. Methods: The
relevant literatures on the safety evaluation of clinical research in Chinese medicine were retrieved
in the CNKI database. The design, test purpose, safety evaluation index and statistical results were
systematically reviewed. The new technology of safety evaluation of the Chinese medicine based on
the WeChat official account was put forward. Results: 206 papers were included, of which 58.74% of
the loading tests and 43 literatures (20.67%) were used to reduce the toxic and side effects of West-
ern medicine such as chemotherapy drugs and give full play to the advantages of reducing toxicity
and efficiency of traditional Chinese medicine. With the increase of treatment time, the incidence of
adverse reactions in the experimental group was lower than that of the control group. Discussion:
The expression of adverse reactions is not standardized in general, and the strategies of tracing the
source of quality control of traditional Chinese medicine, establishing the monitoring system of the
whole process and improving the judgment method of causal relationship are put forward.
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1. 5|8

W)L NEVN RS R . ORBE I 25 22 e O B B M, AR T IR PR S B 2 A B BRI . I
PRz PP 28 — RPUNE RGN ERA RIER], #E AR AR, LU
KIGRI R R T RE . (P BR 2 R ms IR 49 22(2016~2030 4F)) R “IF e i 2h LTl Ja
PR, IR RS2 —ROT R I BE, TR RS IR Ab I RS, 858 — A B brsa g 4407 K. 7
6 JIAN CAHE b7 1 25 FHEHE SO A 15%~35% [t SO A A4 ETifE R, £ 2000 4~H 2517
P AL TARIRRAS B A7) o #8530 2 Ty e 4206 1 5832 HLIR AR SCRHRIEAS 2 5 18 V) RS bk
R BEAT A VEAE AR B, A HRAE BT DIRE R, S ERHERIRIR 25 E . JiE, R
2019 FFH A R R B/ FAFR L R BEZ i 163.5 JIBIR, Fo g b 12.7%; M EA R RN/ FF
WRMEEL fh 19.9 JIBIR, H gyl 7.1% [1]. h2eEir sz 21 E0, HhgRe2
oy, RITBALRRs A, AR RA R RINUH A SE 48 2, PR R RAPE R 5 A8 B AR,
A5 T 24578 24 2 AR VPO (K SRS PR AT P B vy A 2 25 o 2B xR P v R 245 i PR IT 9 1) 22 A R VP A
BUREEAT RGERIR, IFRRFT & A% A 2 VP BRI

2. EREHE
2.1. PANICERARIE

PANHIE TR A REN L B ERBA BRI 7 s TR & R 2 IRIEA R MG HL: R1GEE T .
22. BWERFZEERE

THENUAS R B R 208 B CNKILL 578 s I 208 PR SR R R &8 2020 4F 12 1
H#1l . 3 85 (Subject word, SU)LL “(SU =""HEE' or SU ="/124") and (SU = "Il FRAF 57" or SU = "Il R IRL")
and (SU ="AN R M or SU = "% 2 MEPFAT) not SU = "R BT 3= A Al B B IR AR 2R o 383 (5] 152 SC iR 22

DOI: 10.12677/tcm.2021.103062 447 2


https://doi.org/10.12677/tcm.2021.103062
http://creativecommons.org/licenses/by/4.0/

=
B
B}

%

R4, WG RS Frp it — 0%k b 5= 24516 PRI 7T 22 4= 1 VRN SCHk
2.3. MERIFIE

BORHR I b 9 52 PP 2 (¥ 3 A0 5 3 BB S B 1552 T 2 3R SCRR AL I B 9 22, R S AN g APt 1)1
6, PRI AT REAT A AN NARHE B0 AR 5 4230, DA E 2 B4 & SCRRII AR o 28 SRR N B iR 45 2R
XA 3 BT e LA E HE B BB BEAT DR IR 58 3 AN L&) g R BRI .

2.4. GeitFAbTE

SR SPSS10.0 KA FHET . HHHBORRM R R RGOS A ES M, RA R
ST, A R IRA S HIHE M HTR A sperman 436517

3. &R
3.1. PAEIER

FIRAE R BIAHICSCHR 571 5, $ONPSCCHR, G Bl BsCitbr il i 2 e 230, HEBRERIBIEGE . )
TEARKIUA B RIIE 7E LA B 5 B AR BRI SCRR, BN 208 Fa SCHR, VLK 1.

Kot e S7LRI R |

\ BB A HE R (14708 %%
B . (RELRD)

A 2187 |

| EARRRHRE: 2105

INTCHR A K TR
iE) : 2085

Figure 1. Flow chart of literature screening

B 1. SCEkimE R AR E

3.2. BURSH

3.2.1. REEHAE

FRZGIR A T2 I R AR 3, E Sk g o A8 P S ZE M M 18 1k o ) T B A P A S ik 25 1
PRECEIHEIIETT h AR R 1 2GS 2R T AR (2] (3] [4] [5]. (H2 2 et KU ANE 2 6] [7] [8]
(91, 9403 2 546 51 S 4Rr B A (508 P S8 26 P32 AR AR P R [ 101, 9T 27 5 R m 6} 2 Bk 2 25 3 BT 5P P40 49
[11] ZANSCERH INERES (5l =50 2 —(58.74%), UtBHH 216G FH AR 2 AN R OB L3 1),

Table 1. Literature classification by experimental design

= 1. R IR

RI BT Yl =a
IR (H RS 121 58.74%
EIINE=AaR S U 70 33.98%

3 B i 17 8.25%
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3.22. MEEHNAE
43 J SCHRAEE B RN T IR PR 25t ik T 25 s RIE R, A R 2 IR e L B, oS
20.67% (P WL 2).

Table 2. Classification of literature according to the purpose of the experiment

2. A AR IR

R H I I =14
AR 165 79.33%
TR RN 43 20.67%

3.23. FREMFRER

AR R R IR S A ARG, AL 7 5 SCHRIRTEAS R R SLPPAL 2 A SRR e, bhin WHO (2t
T M T R S S R IR 2 FEARME Y B CH WA R S B PPN AR #E(CTCAE)) (4.0 FR)FFE A B M
AR B EAE) R )€ o

208 SCHRIEAS [ RANBEATRI 4 RIS 50 e, RTREVS M AT S RIE R BRI 254, AExT
AR N B % (T LA 3).

Table 3. The description of adverse reactions in literature by disease classification

3. BERR D EHXET RR R ESR

HENR B AR B

MgEE 50 EEEMSI(EAIR TR, ). BBEAE. SMNAMEENE. IR . BTG . DR A
DIMERE 18 T SN BRI E) . S BT v 4
HILRGR 22 MEAK. BOR, Sk omkeh, V5. AR, RESE
MERGIR 21 BIEAE, K, TEIES
WIRRGHT 9 K& 2. HiaAE. FoseRE . AMIRIC. RIREESE . L HAERL . pERgsE
HORER 24 BIBERRL . RSB RN Skt Btfsfs. VUBRRA . AR RV IB 5

IR 17 LB BACAIR. WO, BREE. KB, e

BB R 11 JeRIIH BRCNIR. WO, BURIRE. BE. T &%

AR 36 ARG, ki Bl BOE4E

324. TRENZEEER

ANFE R IAS BRI A LU, e 20 A0 55 I 550 o i 25 B A A B s 4 FH R 241 X IR ZE A
5 VO HE RGBT I G (1 V0 24 B Al R 9T BB ok HE 24 el JERI S . iR AN BSOS R AR FRAI TR R
HIFE G A2 TR 134 Fs, d 64.42% (PRI 4). BEEAS RSO H I R 70 SCiRER 20 A
RPBURAEMCT XA TS AR RBR AR R, &7 RN R, 562 A R SOV KA
FART XL (r = 0.146, P < 0.05).

Table 4. Incidence of adverse reactions by test purpose

F 4. FHABBANTENTRRNZERER

IR ZH 2 K T R
W4 H 1 A
. P>0.05 P <0.05
AR R ) 165 71 94
TR RS 43 3 40

Wi, X*=17.804, P<0.05.
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Table 5. Incidence of adverse reactions by test purpose

"5 BERDENTRREEZERER

RIS AR AT X A

U A

P>0.05 P <0.05
¥R 50 8 42
O I PR 18 11 7
HWRGRITIR 22 5 17
W RGP 21 9 12
WPR R G 9 4 5
BRI 24 8 16
JURHER 17 4 13
B IRF 11 6 5
FeAt 5 36 19 17

3.3. RIXSRRE

3.3.1. PEREWHE, PASELTRARENPEMREESEN

CrprHe NI 25 81 )(2015 )W 1 83 g 1 Hh 2464 K FLATUF fR R A2 A 2 Al R A P v VR
Forp 10 AbriEN “RFE” , 428 CHTT , 31 A CORET, IR TR RAE K258 508 S
TH99 Ffr, HA AR 39 Fi, A 60 FR(E WK 60 K 7). WA KA KRB H A E T RIGIRTT T, Bt
2 TN A AR OSBRI PR AN RN AR A o 2525 vh [ RE22 e _L HaA HLA 20F 5T P R A FRD ) 3k A 2
b B e P ) o 2 1% 75 B P 08 J2E (http://www.organchem.csdb.cn).

3.3.2. B EERERNENARS

RIT “HIRM + R 5B, RS ARSI T 2 E I H R, RN TR E R
e, SIFHZRIER, BN R AIA RFIRRE, WEREZMESETHER B NA RN . Bt
LA AT EE RN B AR T R SR B A B BT REDA T R RO R 5 TgE - 1gG TL-2,
IL-4 AT DR RN I R34 S0 S G i R 48 52 B I I PR PP A FR B 12] -

Table 6. Toxic Chinese herbal medicines and their decoction pieces involved in Pharmacopoeia of the people’s Republic of
China (2015 Edition)

Fo. (PEARLMEHBA) 2015 M)TRAFHPAMRERA

B BT
K NS, BEF. B8, KMy, B8, CEFE. 48, W¥Ed. HOMpEE.

T BB, WER. T&7. TETE. $)I1%, R, fIRMEE. RET. 1. Ier. gt ax.
5 PR R S el SEE. BHT W BT wE. SR, 5O, BIEL ., 2R R

s BB VERAE. Wl REfh. BUEE. RERE. BIRRT. BREA. BT, Wiiw. WEEE. ZRRER. AESE. RS
FHART

Tl UEAE. LEAL BT AASE, JKEE. 0 JEEAR. M. R, PIIER. RREE. WO H
N AT O, EEE. BT, EE QT IR, BER. SO MBTTAK. BE. SR, KEM.
R eEREL RIER. BT M
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Table 7. Medicinal materials and decoction pieces prohibited and cautious for pregnant women in Pharmacopoeia of the
people’s Republic of China (2015 Edition)
7. (PEARLMELR) 2015 TRHZEZRAMERNAM SRR

SRR M)

TR BAE T T SR KR, IR PEEL BIEL. WEAE. T A NS, R, 4. B, S5
&M WYTE. et DE. RIEE, REM. KA. R BE. B2, BE 500, 2. #2407 |
fi. CERE. T TETHE. K ST S8TH. M35 B, ORRmkR.

R PRE. NIZRE. fRBEEL. MPhEZ. EARBRAT. FaEEg. TULE. 048, R, JRAL. BMCT. mEAE. 2k
B, AR =h. dEE. AE WYL AR, FILE. . ORIER. P . BN BIED . HIR

fHH A M. @BREl 0K Wi, HETHE. RME. AT O SIS, KR SERR. A,
T ZHPH. KIE. FWUEA. ASC. AsE. . B, EUUC. FA. LS. Bl B4R, WK, KT
R Bk, SRR

3.3.3. TEERXRFIESE

PRI R 5 22 Wi 77 V5 LR BORT BLURA AN Oy 4t A A VE A T HE S

M NEEEERKELT RN NFRMER . HEESHEAMARER, RJEHE 2475 5EA
RSN 2 R BRER SC ZR I WT, sh Z AR EAL BOE AL U535, BV R mECR, AR K & W AT RE
FAAERBCRI 22, T LR R R, R 7 Iyl — Bl — etk DISEASA T . S
AE P 25 25 RAIT FE— U (2015 FR)rh, XA RS BEERR R FE KIS 5 DM OFF4G
P25 1) 5 AN R SR/ AN RSO BRI A T S B SE e R R . @ BEZ5 YA R ¥ (adverse drug
reaction, ADR)/2 15 75 51% 2 i A1 ADR 287 . @i MASEIX] ADR J& 75 1] LA 5 (R BRI UL & R 24
B IFRTT IR RNG YT TR R R . @IE R )5, AT5ER ADR 2 R sl 2k . @R
FBEZG fh JE T 15 PR BRI SR o

METEmNEE, RS M ERERGRITE. HATCA 20 2R E TR,

Table 8. Improved Naranjo’s method assessment for ADR

%< 8. Naranjo 55 X R AR

- B BT 3

& & ES|
1.i% ADR il R 56 4t RS2 +1 0 0
2.1% ADR S22 TEAE I I SE 25 KA1 2 +2 -1 0
3.1% ADR S5 7E 15 25 38R F Bl i 49 2 2 g 2 +1 0 0
4.% ADR R GE AR T 2595 R W2 +2 -1 0
SR TAEAEHAR SRR Be S5 #21% ADR? -1 +2 0
6.1% ADR & 15 7E 1 F 2287 5 B 2 -1 +1 0
7. 2PTE MR A R T A B R 2 +1 0 0
8.1% ADR & IS NI,  Sb 7R R R M A2 +1 0 0
9. BF A W R T R Pk R 28259 9 th I3 A Js 7 2 +1 0 0
10,52 75 77 AEATAT 25 MHIE H 31 51 3% .2 +1 0 0
11.3% ADR RAEHTJE /2 75 B AR B AL A1k ? +1 -1 0

E: BME > 97, RAZAYSARKRBMERXFZNEEN, EAEIUEYE L SR NEIRES; S0E 5~8 2 MR aE A%, B
BABVAEREOE B RSCRE: B0HE 1~4 PARRER R, ME TARSEFMES, SORREM e 2T el B0E < 0 NnT4E
B, B T8 AR 00 B A TE R AR DL -
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N A S Naranjo APS PFAME K S G hi vF o055 . T4 HE SR T2 0T 25 Ak 2 1) (1 SR Bk
SREELE VS, AT BERIAS B SR R s AR 2% H /B THE 5y, DLADEA R RS 254 8] 1) A
RKRARME. HHEU, Naranjo ¥EfE ADR PP RIN A Hia) iz, —LEPrEUE A&, W (Clinical The-
rapeutics) .« {European Journal of Clinical Pharmacology) %%, #5H#f% R ] Naranjo iE1E N2 R
(P52 AF[13]. Naranjo 3L H 10 AN #RZH G, FEAN Il O S AH B2 7050, DRSS SR 4 90, VP AR
PR H AR v S AT I . HAT, BRIERER 14155408 T, REZ A R SON IRBEAE VFAN 7
5 IRUPAL B RIVERXT LL 5 70 M i os 1 — BB, TR IR RS> 22 B RD6E IR I I oL B4 R BR 1
RTBIANFEAIGRETT, BHEEAT TSR, B 78 118, I EPHERS E S, WA
PR— SV AL FISEIECVE L2 8).
4. itig

2T 2 RIE T PR IG IR G5 77 B By AL HIFR, B R EEIR SO . MR A A5,
K 5 A ZisL, A BRI AR M SR RIS, AT A7 70 A AR, 7RI
PRARES /T A PR FH O RAR ST DL St AR eliib 4l . T2 2 0B 050050), — 2 a8
MM AR 2 GG, TV E TR R G — R BB R 248 VR B B 2 s — 254, Eorh
A BEAEAE BCATLOkEE « MR R SRR N 2 B 07 BUAS RS I 7 v R RS e M 2 0 RFAIE « Ml AR Re
M 2 PSR R M RE [ 15] [16]0 T LA BRI R AR Z , RS ERMET FAL DT R — k25 54 R [ MY
IR RO RFERE . IS PRRIS R, A R E s RO AR S v 15 5 240 S22 — PP ) B # i) A i
PEHEZ A RS 73, AR IR BEBCE B AN BSOS R AR AR o A5 5 4248 SRV I I FH R 856 mT DA
R EKEMAGHEIEE . bEESIEZIHEARN K BB AR EE RSN N, 7 512905535
W Je B — Ll RITEAR E[ 17 15 528 R RN H — Lo B, R e rhosd I B3 0 491 36 A T
288, TEANESHRR, MEH Do AR RIS HALKR R B8R NI R 255 77 (158 RE
T THATERE F 25 55 I R F 2 A PR I PROSR AR A B SCHF . EIX — 48, KRR R m4Emgiit 4y
HTRL R KR RIX e Fi i, AT R AR R o FRE AN BSOS M Il FE IR 7R i — 2 a3, JUHAE E 3
WA A B R SPEN J7VETT T . AEBUR ISR E SRS DLR , 386 1 T MIEEREANE R (R A8 Al
TR 245 5 BT 5 2 A PE RPN TAEMIHN[18] [19], & 73E A TR [E 175 16 F 24 22 4 PR FE AR &R o

E&WE

B xR+ = “HEFHA0H]” B E KL T20172X09304001): 8 I8 25505 7~ yu M b 26535 24 i
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