12 3 —_— 12 (3): 293-300
2020 6 JOURNAL OF ENGINEERING STUDIES Jun., 2020

DOI: 10.3724/SP.J.1224.2020.00293 _
5 4 2 P 26 530 O A PR F DL R

ZWA KR

1. 710021
2. 100005

W OE: AT HEMN K AF T REMS 5 BT Mg+ RIEFEL, #
JET AE AER BTSRRI, AR AR EE R BN T RN, MBHAM KB
8 E R E BBIE HATEE A E JE, AR P e RIXIE A L E R EATE . A RIRAL F IR,
RALT BB GK IR0t SR Ao — i 4, T A& B MR, AR RARSF, RN SETRENIE
A, VRGHEBREFER., AT EF0-PHHLE LA HERE SO IENT 6
X F, HEB AT EAE LR T e K EALR N S AIRAHE; A A A KGRI B
REZUERIEEITE AR, BRAE—OHFELELAHFE, 3 ERREBARG S TR EFR.

KRR HAA K, REFIERS; kRKE;, KERE; REIT

hE %S RIS BS2 XHEkFRIRED: A X EHS: 1674-4969(2020)03-0293-08

1 &Ry 5] H

WHO ““COVID-197~

2020 4
30 82874
4633 “e

2003 SARS

Yo#m B #3: 2020-03-30; &[5 H #A: 2020-06-07
1EB BN 1993— E-mail Ixsslove@163.com
& 1970 E-mail zxqclx@qq.com ( )



294 S , 12(3): 293-300 (2020)

2 BIFENXMPBENIERDGS ZMRE

2%
2.1
2020 3 25 t
http://www.chictr.org.
en/ <<COVID-19" .
514
274 160 1.5 21%
[3]
6092
37.49%
[4]

7 [5]

(7, 8]

2010 9

Avastin



295

2019

79

[10]

2.2

135

21

135



296 S , 12(3): 293-300 (2020)

[11]

compassionate use

CESS

[12]

(131 %020

[14]

2.3

2013

37

expanded ac-

100

28

[15]

[16,17]

3 M RIERIXIESI XRYEEE

3.1



297

[18]

30

SARS

[19]

3.2

2013
33 ¥ 3
77 CIOMS/WHO
135
add-on
design

33

[20]

Randomized Controlled Trial RCT



298 S , 12(3): 293-300 (2020)

adaptive design

.

7

-
i
o>

5

-



299

2% 3k

(1]

(3]

(4]

(3]

(6]

(7]

(8]

(9]

[10]

(1]

Saiyed M M, Ong P S, Chew L. Off-label drug use in on-
cology: A systematic review of literature[J]. J Clin Pharm
Ther, 2017, 42(3): 251-258.

[N]. , 2020-
01-21(001).
[]. , 2014, 25(45): 4225-4228.
, , HE. 6
ul , 2019,
28(10): 661-666.
[I]. ,2016, 16(12): 1785-1786.

Mudur G. Indian Medical Association wants off-label pre-
scribing[J]. BMJ, 2004, 328(7446): 974.

Krzyzanowska M K. Off-label use of cancer drugs: a
benchmark is established[J].J Clin Oncol, 2013; 31(9):
1125-1127.

Davis C, Naci H, Gurpinar E, et al. Availability of evi-
dence of benefits on overall survival and quality of life of
cancer drugs approved by European Medicines Agency:
retrospective cohort study of drug approvals 2009-13[J].
BMJ, 2017, 359: j4530.

s s H

[J]. ,2011, 31(11): 63-64.

. ,2018, 38(1): 88-91.

, 1-7

[12]

[13]

[14]

[15]

[16]

[17]

[18]

[19]

[20]

[2020-03-14].  http://kns.cnki.net/kems/detail/61.1203.R.20
200306.0038.004.html.
[J]. , 2017, 26(16):
1880-1886.
Singh J A. Humanitarian access to unapproved interven-
tions in public health emergencies of international con-
cern[J]. PLoS Med, 2015, 12(2): e1001793.
FDA

COVID-19[J]. , 2020, 36(2):
276.
Zareifopoulos N, Lagadinou M, Karela A, et al. Intubation
and mechanical ventilation of patients with COVID-19:
what should we tell them?[J]. Monaldi Arch Chest Dis,
2020, 90(1).
Schuklenk U. Future Infectious Disease Outbreaks: Ethics
of Emergency Access to Unregistered Medical Interven-
tions and Clinical Trial Designs[J]. Dev World Bioeth,
2016, 16(1): 2-3.
Landry J T, Foreman T, Kekewich M. Reconsidering the
ethical permissibility of the use of unregistered interven-
tions against Ebola virus disease[J]. Camb Q Healthc Eth-
ics, 2015, 24(3): 366-369.

[J].
,2020(3): 301-302.

Papadimos T J, Marcolini E G, Hadian M, et al. Ethics of
Outbreaks Position Statement. Part 1: Therapies, Treat-
ment Limitations, and Duty to Treat[J]. Crit Care Med,
2018, 46(11): 1842-1855.
Agrawal S, Vamadevan P, Mazibuko N, et al. A New
Method for Ethical and Efficient Evidence Generation for
Off-Label Medication Use in Oncology (A Case Study in
Glioblastoma)[J]. Front Pharmacol, 2019, 10: 681.



300

S , 12(3): 293-300 (2020)

Exploring the Mechanisms to Balance COVID-19 Emergency
Drug Use and Compliance with Moral Norms

Li Shanshan', Zhang Xinqing*™

(1. Department of Marxism, Xi’an Medical University, Xi’an 710021, China;
2. School of Humanities and Social Sciences, Peking Union Medical College, Beijing 100005, China)

Abstract: This study analyzes the conflicts between emergency drug use and ethics in the prevention and
control of COVID-19. It demonstrates the ethical principles that the use of drugs for unlabeled indications con-
forms to, and the importance of ensuring informed consent. Clinical emergency treatment of COVID-19 patients
should be given priority, but clinical trials in epidemic situations should still follow scientific principles. To obtain
scientific evidence, the design of randomized controlled trials is not the only option. Methods such as adaptive de-
sign and real-world research can be used. Using drugs for unlabeled indications can efficiently meet treatment
needs. To better balance the need for emergency drug use with moral norms, the authors suggest the following: the
urgent uses of drugs and authorization mechanisms for emerging infectious diseases should be clarified; accelera-
tions of clinical trials for COVID-19 treatments should be based on compliance with ethical norms; and a unified
scientific information publishing platform should be built, to protect the informed choices of the public (in various

ways).

Key Words: COVID-19; using drug for unlabeled indication; clinical trial; emergency treatment; moral
norms



