-+ 298 - $F44% FE28 202128 ’é!ﬁ-#ﬁﬁti Drug Evaluation Research  Vol. 44 No.2 February 2021

lEARIXIE P X Z X E R R EIENRIEEE

FEAEE, E WIS, BEWC, EATY, KREFE, 3 OKL o 15, W OET, AR, XRES,
FHRER7, T fE7, WMEEAES, WRRES, & 0, BRENC, FEEE, EERED kERS
1. AR R E b st P R fE, dEad 100010

2. [ R 2R B AL B AR B, AEET 100730

3. HMER R FE MR R AR, dba 100730

4, E N AR B R B E T A BT, dbad 100853

5. H RN AR AYIE AR RIS F AR AT, dbs 100027

6. P E PR 2Bl B M W AT MR FE, REE 300020

7. EHERRFEM IR LERRE, b 100045

8. VHMr L by RAHAMAGRTIEAF, Jbal 102206

9. WM ERR M B 88 =BT, Wil N 325027

10. AL EBUKEERE, JEx 100035

1. EanGE des) BEREARAF, Jba 100015

12. BHERER M E I 2 b, dbs 100069

13. ES I B R R A TR AR, D)1 BR#R 611137

OB Wid (EPARIRE T X 2 s R A B B S ) AR TY Se. iE ARH RUE SR, DL AR AR S T R 1 32
BERIR, I A5G ot 52 3 A A6 FE — MR R R ARG R R 0 B AR R Y 91 1 2 B R R R AR B R
2, DU MAGHE A B OP I PRI EE A 32 il A i EE iR S R L. & TR A e T il R E e F B R, LA
St A e AR 6 7 R AR IS TR AR R SZ O B DG . S KRG 2 iR R T LR 200, RIRTZRE
BRIz —, A7 BT R B AR 56 IR I J o

XEIE: ImARIRES; 2k B RS S e

FESES: R26 XEkFRETE: A YEHS: 1674-6376 (2021) 02-0298-07

DOI: 10.7501/j.issn.1674-6376.2021.02.007

Ethical considerations for subject pain management in clinical trials

CHENG lJinlian', TAN Gang’, ZHAO Xiuli’, WANG Xiaoning*, ZHU Xueqi', XIAO Shuang', LIU Qiao’, CAO
Cai’, WANG Shaohua’, LIU Lijun’, WANG Xiaoling’, DING Qian’, HA Pengcheng’, CHAO Shiqin’, LI Ting’,
CHEN Zhigang", L1 Sicheng", WANG Meixia”?, ZHANG Qingsong"

. Beijing Hospital of Traditional Chinese Medicine, Capital Medical University, Beijing 100010, China

. Pecking Union Medical College Hospital, Beijing 100730, China

. Beijing Tongren Hospital, Capital Medical University, Beijing 100730, China

. Institute of Geriatrics, General Hospital of PLA, Beijing 100853, China

. Zhongguancun Jiutai Good Clinical Practice Union, Beijing 100027, China

. Institute of Hematology, Blood Diseases Hospital, CAMS, Tianjin 300020, China

. Beijing Children's Hospital Affiliated to The Capital Medical University, Beijing 100045, China

. CCBR ( Beijing) Company Ltd., Beijing 102206, China

. The Second Affliated Hospital of Wenzhou Medical University, Wenzhou 325027, China

10. Jishuitan Hospital, Beijing 100035, China

11. Baochuang Ruihai (Beijing) Technology Development Co.,Ltd., Beijing 100015, China

O 0 3 N i AW N~

12. Beijing Youan Hospital, Capital Medical University, Beijing 100069, China
13. Chengdu Hehui Pharmaceutical Technology Co., Ltd, Chengdu 611137, China

ks HEA: 2021-01-07

BEEWB: Ext = H7HIH 2450 L TR (20192X09734001)

B—1EH: BEE, o, FAEEIT, 777 17y 2 R 2538 AR #E R R &R« E-mail : ¢jltitan@126.com
SBEEE: W R, &, BARIN, B, Wi A S B 7T 5 NI PRI 7T . E-mail: caocai2k@aliyun.com



$F44% FE28 202128 %K"‘iﬂ'{ﬁti Drug Evaluation Research

Vol. 44 No.2 February 2021 £ 299 -

Abstract: Mainly discusses the drafting background, basis and the applicable scope of Ethical considerations for subject pain

management in clinical trials, as well as the main source of pain in clinical trials, the general ethical considerations for subject pain

management in clinical trials and ethical considerations for subjects pain caused by some test operation procedures in clinical trials,

in order to provide guidance for the pain management of subjects in clinical trials from an ethical perspective. It is applicable to the

cthical consideration of subject pain management in the ethical review, as well as the attention of researchers to subject pain

management in the development of clinical trial protocol and trial procedure. Paying more attention to subjects' pain in clinical trials

is one of the measures to protect subjects' rights and interests, which helps to ensure the smooth development of clinical trials.
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Table 1 Example of risk and burden of procedure
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Table 2 Examples for levels of risks of common clinical trial operations
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Risk evaluation of some of measures (including but not limited to those labeled *) , is very much dependent on such circumstances and on the

context of its use in the trial. In addition, the risk level increases with the increase in frequency of the measures and with the susceptibility to harm of

involved/exposed organs.
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