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Opinion

Governing at speed? 

China’s hard question in need of 

soft solutions
Joy Y. Zhang1

https://doi.org/10.1016/j.omtn.2026.103096

China is one of the world’s most exciting sites 
of biomedical innovation, not only because it 
has emerged as a global scientific power
house—ranking first in biological sciences 
and second in health sciences1—but also 
because its regulators have been willing to 
experiment with new regulatory pathways, 
creating space for early-stage clinical explora
tion and responses to unmet medical needs.2

Yet, China may also be particularly vulnerable 
to poorly governed scientific experimentation 
undermining public confidence and trig
gering backlash, both domestically and glob
ally. The hard question is: can China develop 
governance capacity at the same pace?

Two recently exposed deaths in gene therapy 
trials bring this question into sharp focus. A 6- 
year-old girl, Mei, with a rare neurodevelop
mental disorder, died 7 days after receiving 
an experimental adeno-associated virus 
(AAV)-delivered base-editing therapy in an 
investigator-initiated trial at Xinhua Hospital, 
affiliated with Shanghai Jiao Tong Univer
sity.3 Less than 2 weeks after this case was 
reported, STAT News revealed another previ
ously undisclosed child’s death—a boy with 
Duchenne muscular dystrophy who died after 
receiving a high dose of HG302, an experi
mental gene therapy developed by 
Shanghai-based HuidaGene, also through an 
investigator-initiated trial.4 For many ob
servers, the two deaths immediately recalled 
the 2018 “CRISPR babies” scandal—the 
illegal use of heritable human genome editing 
by researcher-entrepreneur He Jiankui, 
which resulted in the birth of three gene-edi
ted girls.5

However, as someone who has studied 
China’s life science governance for more 
than two decades and was also involved in 
Chinese academic communities’ response to 

the “CRISPR babies” scandal,5,6 I find these 
recent cases more worrying. I want to draw 
attention to three points, both to place these 
cases in the context of China’s rapid scientific 
development and to consider what they 
reveal about how the credibility and robust
ness of its governance could be strengthened.

The first key difference is institutional. The 
“CRISPR babies” scandal involved a scientist 
at a then relatively young university, work
ing partly during his sabbatical and 
flagrantly violating existing Chinese clinical 
and ethical regulations. The two recent 
cases, by contrast, were investigator-initi
ated studies that received institutional 
authorization within China’s IIT gover
nance system and were subject to the 2024 
Measures for the Management of Investi
gator-Initiated Clinical Research in Medical 
and Health Institutions, which came into 
force in October 2024.7 While the 2018 scan
dal could be characterized as the work of a 
“rogue” scientist and was swiftly con
demned by the mainstream Chinese 
scientific community, ironically including 
the Principal Investigator involved in 
the Shanghai Jiaotong University case, the 
recent cases raise a harder question: what 
happens when ethical governance fails 
from within established scientific institu
tions themselves?

Secondly, and perhaps most worryingly, the 
two cases emerged after the Chinese govern
ment had introduced a slew of policies in 
response to the “CRISPR babies” scandal 
aimed at strengthening ethical governance, 
including explicit commitments to build 
the capacity of institutional ethics review 
boards.5,8 It is also significant that both cases 
reported in 2026 occurred in Shanghai, a 
municipality with a historically well-con

nected and internationally informed 
scientific community that has been at the 
forefront of ethical debate and the institu
tionalization of ethics review in China, as 
demonstrated by its earlier experience with 
stem cell research and related experimental 
therapies.6

What is most troubling about the Shanghai 
Jiaotong University case, however, is not 
simply that Xinhua Hospital’s ethics com
mittee approved the clinical trial without re
viewing the final report of the primate safety 
study but that after the girl’s death, the 
committee concluded that her death was 
“definitely related” to the treatment,3 yet 
public recruitment for the experiment was 
allowed to continue. This points to a deeper 
problem. Despite the Chinese authorities’ 
commitment to strengthening the institu
tional ethical governance, ethics review 
boards, even in a leading scientific hub 
such as Shanghai, may remain marginal to 
research decision-making, with limited 
authority once research is under way. The 
hard question is, therefore, not simply 
whether appropriate rules and review mech
anisms exist, but whether those charged 
with ethical governance have the authority 
and resources to make them matter.

Thirdly, both tragedies were exposed by 
foreign media roughly a year after the deaths 
occurred. In the Shanghai Jiaotong Univer
sity case, Mei’s parents reportedly asked 
for the research findings to be retracted to 
avoid misleading other families with simi
larly affected children, but their request 
went unheeded. In the HuidaGene case, 
the company’s former CEO and co-founder 
Alvin Luk said that he had pushed for details 
of the fatality to be disclosed, also without 
success.3,4 The two cases raise an uncom
fortable question: could political pressure 
to contain “bad news” in the name of social 
stability, combined with an intensely 
competitive scientific culture that rewards 

1University of Kent, Centre for Global Science and 
Epistemic Justice, Canterbury, Kent CT1 7NZ, UK
Correspondence: Joy Y. Zhang, University of Kent, 
Centre for Global Science and Epistemic Justice, 
Canterbury, Kent CT1 7NZ, UK.
E-mail: yz203@kent.ac.uk

Molecular Therapy: Nucleic Acids Vol. 37 December 2026 © 2026 The Author(s). 
Published by Elsevier Inc. on behalf of The American Society of Gene and Cell Therapy. 

1 

This is an open access article under the CC BY license (http://creativecommons.org/licenses/by/4.0/).

http://creativecommons.org/licenses/by/4.0/
https://doi.org/10.1016/j.omtn.2026.103096
mailto:yz203@kent.ac.uk
http://crossmark.crossref.org/dialog/?doi=10.1016/j.omtn.2026.103096&domain=pdf


success, makes failure unusually difficult to 
disclose?

However, it would be wrong to respond to 
these cases by dismissing either the Chinese 
scientific community or the value of experi
menting with new regulatory pathways. 
The deeper problem is one of imbalance. 
China has invested enormously in scientific 
capacity and increasingly in the formal ar
chitecture of ethical governance but not 
proportionately in empowering its ethics 
community or building the infrastructure 
through which failures can be disclosed, 
scrutinized, discussed, and learned from. 
Without the necessary cultural change and 
resources, regulatory flexibility risks acceler
ating experimentation without developing 
an equivalent capacity for collective learning 
and harm reduction.

There is an important irony here. In 
November 2025, researchers from Nanjing 
University argued in a Nature correspon
dence that “China should undertake more 
risky research to close the Nobel gap.”9

Despite its provocative title, their argument 
was not a call for reckless experimentation. 
Quite the opposite: they criticized a research 
system oriented toward short funding cy
cles, fragmented projects, and quick returns 
and called for sustained support for ambi
tious, long-term research. Read in this light, 
their argument speaks directly to one of the 
problems exposed by the Shanghai cases: a 
short-termism that rewards quick results 
and individual competitiveness without 

building the institutional capacity for trans
formative scientific advances and their 
responsible translation.

China’s State Council Order No. 818, promul
gated last September and in force since May 
2026, introduced a higher-level, dedicated 
regulatory regime for “new biomedical tech
nologies,” including technologies acting at 
the cellular and molecular levels, and explic
itly connected clinical research with clinical 
translation.10 Yet, the Shanghai cases illus
trate why governing at speed cannot be 
achieved through formal regulation alone. 
Gene therapy makes this tension particularly 
visible. The answer may lie in “soft solutions” 
to hard governance problems: giving ethics 
communities genuine authority; creating pro
tected spaces where adverse outcomes and 
failures can be reported, debated, and learned 
from; and rewarding long-term collective 
achievement rather than short-term individ
ual success. The challenge is not to curb scien
tific ambition but to create the conditions for 
pursuing it responsibly.
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