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H GRA O al lows  a  paral le l  review of  a  c l in ica l  s tudy to accelerate the approval

process  

In  response to the industr y’s cal l  for an expedi ted review of  cl in i cal  studies by the

Chinese Human Geneti c Resources Admini stration Off i ce (“HGRAO”) , on October 21,

the HGRAO announced to optimize the appl i cation process for col lecting human

geneti c resources (“HGRs”)  and conducting cl in i cal  studies.  Thi s optimized process

aims to accelerate the cl in i cal  study process by al lowing a paral lel  review of  a cl in i cal

study by ( i )  Chinese National  Medical  Products Admini stration (“NMPA”) , ( i i )  Ethics

Committees (“EC”) ; and ( i i i )  the HGRAO. 

Previously, the sponsor and the investigator of  a cl in i cal  study involving a foreign

par ty have to obtain ( i )  the NMPA’s approval  as wel l  as ( i i )  the EC’s approval  before

they can submi t onl ine appl i cations to the HGRAO. Under the optimized process,

appl i cants can submi t onl ine appl i cations to the HGRAO right af ter the relevant IND

appl i cations have been accepted by the NMPA.  After the HGRAO grants a green l ight to

the onl ine appl i cations, the appl i cants may then make paper submissions together wi th

the NMPA’s and EC’s approval s.  Thi s means, the HGRAO’s onl ine review could be

proceeded in paral lel  wi th the NMPA’s and EC’s review, which would save around 2

weeks. 

Ex p an s io n  o f  t h e  HGRAO’s  ab b r ev ia t ed  r ev iew  p r o c es s

This i s the second time for the HGRAO to streaml ine i ts appl i cation process wi thin 3

months. On August 20, the HGRAO just announced to expand i ts abbreviated review

process to numerous amendment appl i cations, such as ( i )  change of  the name of  a

study col laborating enti ty or a col lecting enti ty, ( i i )  change of  an HGR col lecting enti ty;

( i i i )  extension of  an HGR col lection term, or ( i v)  other non-HGRs related changes to a

col lection plan. 

Previously, appl i cants have to re-f i l e the appl i cations to the HGRAO for these changes

and the ref i l ed appl i cations would be subject to exper t penal  review. The whole process

would take around 1.5 to 2 months. The abbreviated review process sk ips the exper t

panel  review step, and may save around 2-3 weeks. 

I m p lic a t io n  o f  Ch in es e  Bio s af e t y  Law  o n  HGR r eg u la t io n  

On a related point, the PRC National  People’s Congress (“NPC”) passed the Chinese

Biosafety Law on 17 October, which wi l l  become ef fecti ve on Apri l  15, 2021. The Chinese
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Biosafety Law presents Chinese government’s clear intent to posi tion bio-resources

( including HGRs)  as one of  i ts national  securi ty priori ti es. 

Though Chinese Biosafety Law general l y codi f ies and echoes the principles under the

current HGR Regulation, i t h ighl ights national  securi ty as a cri ti cal  rationale for

regulating HGR-related acti vi ty in  China. I t i s foreseeable that HGR-related R&D

activi ti es ( including exploi tation, transmission and sharing of  HGR data)  would face

increasing scrutiny by Chinese regulator. 

P o t en t ia l c r im in a l liab ilit ie s  f o r  HGR- r e la t ed  v io la t io n s  

Coupled wi th Chinese Biosafety Law, one of  the increasing enforcement actions taken

by Chinese regulator i s to criminal i ze cer tain HGR-related violations. On October 21,

the NPC publ i shed the draft amendments to China’s Criminal  Law (“Draft

Amendment”) .  Among others, the Draft Amendment creates new crimes speci f i cal l y for

( i )  i l l egal l y col lecting Chinese HGRs in China, ( i i )  i l l egal l y transpor ting, shipping or

expor ting Chinese HGR materia l s; ( i i i )  providing or di sclosing Chinese HGR data to

foreign enti ti es wi thout a securi ty review.  Serious violations would be subject to up to

seven-year impri sonment.  

In  addi tion to th i s HGR-speci f i c provi sion, other HGR-related criminal  charges under

the current PRC Criminal  Law include crimes of  espionage, spying, divulging state

secrets, i l l egal l y col lecting or supplying blood or blood products, etc. 

* * *

In l ight of  the above legi slati ve and enforcement trends, we advi se l i fe sciences and

heal thcare companies, especia l l y foreign-invested companies, to closely and

systemati cal l y review and evaluate the compl iance level  of  thei r current HGR-related

projects and take correcti ve or remedial  actions where necessar y. 
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