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Discussion of emergency management strategies of investigational
new drugs in first-in-human clinical trial

FANG Ying-ying, WANG Xing-he
( Phase I Clinical Trial Center, Beijing Shijitan Hospital of Capital Medical University, Beijing 100038, China)

[ Abstract] With the rising of investigational new drugs in clinical trials, the risk of adverse events is
increasing as many aspects of the innovation medicine need to be explored. The first-in-human clinical trial ( FIH)
was retrieved in PubMed from January 1, 2009 to October 31, 2022. The types of drugs and the proportion of
adverse drug reactions ( ADRs) were analyzed. The number of innovative drugs in FIH during 2021 — 2022 was
37.4% of the number during 2009 —2020. In terms of large molecule drugs, the proportion of ADRs reported in
the period 2021 - 2022 is higher than the proportion in 2009 — 2020 (15.63% vs 12.66% ). Importantly, the
proportion of monoclonal antibodies with ADRs in 2021 - 2022 was also higher than that in 2009 - 2020 (27.59%
vs 11.32% ). Strengthen risk awareness and the risk of acute insight play significant important role in early warning
and prevention of adverse events in FIH. At the same time, the key elements of emergency management and principles
of emergency treatment are the essential cores of the entire emergency management strategy. It is crucial to formulate
a feasible emergency management strategy which is worth exploring. The potential risk factors in FIH, the common
adverse events of innovative drugs, the key elements of first aid management and the principles of first aid management
are expounded on how to realize emergency management strategies.
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Yifh2 KA 2500 h 2 WA R (adverse
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ARG 23 A A5, 72 2009—2022 4F 53k & %
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EAH2S FIH 532 3, 3 ADR 4 He ) 2 14.85%
Ho N TF 259 B ADR (5 H 2 16. 9% , 4y
T-259 3 ADR 4 L 2 12. 66% , 7E K 4> T 259
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MY 11, 32% ,BE 1 13 ADR Y L2 8. 11%
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2022 4E4f¢E Q) B 25 9E 47 FIH 3 199 1, i Bl ADR
B LB 20. 1% o b /Ny 7259 B ADR Y 1E
g2 22.11% , K 73 5 25 9 i L ADR 89 Lb ] 2
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M2 25 )t BL ADR By B2 25% , 7 i i B ADR
1 A 2 10.53% 20 i e 22 25 25 W i B ADR
B e )& 50% o, WLk 1,

&1 BUF24 FIH /Y ADR Zp Hrill &

s 2009—2020 4F 2021—2022 4F
ADR % i 2 ADR/ % ADR it T2 06 B A ADR/ %
INGY FE54 48 284 16.9 21 95 22.11
KA FHEY 30 237 12. 66 15 96 15.63
B 2R 12 106 11.32 8 29 27.59
EHKLY 6 51 11.76 1 5 20
PETH 3 37 8.11 2 19 10.53
ADC 2§y 7 19 36. 84 2 3 66. 67
ZIKREZ Y 1 16 6.25 0 3 0
A L) 30 237 12. 66 1 4 25
HAb K5 F 259 1 5 20 1 33 3.03
ME5RS 1 9 11.11 4 8 50
Bt 79 532 14.85 40 199 20. 1
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