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Discussion on common problems of healthy subjects
management in phase I clinical trials

SHENG Xiaoyan ZHAO Xia CUI Yi-min
( Department of Pharmacy Peking University First Hospital Beijing 100034  China)

Abstract  Standardized subjects management is the basis to ensure the safety of subjects and the scientific
credibility of trial results. Based on the work experience of Phase T Unit of Peking University First Hospital we
discussed some problems and measures of healthy subjects management to improve the efficiency of healthy volunteers

management and the quality of phase I drug clinical trials.

Key words  phase I drug clinical trial; healthy subjects; problems; management

I AY
1
50
I 65
o 10 50 ~ 55
o 50

1.1

I 30

( BMI) 24
:(010) 66110802 E-mail: sunny2013sxy@ 163. com. BMI 25 BMI
:(010) 66110802 E-mail: cuiymzy@ 126. com. N ~BMI

2109
2020 29 18 ‘ @7



Chinese Journal of New Drugs 2020 29( 18)

1.2

7d

@7‘2110

1d

10. 38%
2
3
o ~QQ
o A
B
A o
4
€ )

2020 29 18

1.3

(

113

SOP

)



2.2

2.3

1d

3.2

(PD)

Chinese Journal of New Drugs 2020 29( 18)

. “ » . I
I
(AE) I
( )
10 h ( PK) .
PK PD

2111
2020 29 18 ‘ @7



Chinese Journal of New Drugs 2020 29( 18)

@7‘2112

2020

29

18

KARAKUNNEL JJ BUI N PALANIAPPAN L et al. Reviewing
the role of healthy volunteer studies in drug development J . J

Transl Med 2018 16( 1) :336 —350.

I
. 2018 34(8):
986 —989.
. I
. 2014 19(3) 1320 -322.
. 1
. 2016 32( 18):
1722 - 1732.
. I J.
2011 20(6) : 490 —492.
/ 12020 - 02 20



