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1. Key Takeaways on the New HGR FAQs Issued by the MOST of China1 

Authors: Aaron GU 丨 Pengfei YOU 丨 Duzhiyun ZHENG 丨 Yuzhen ZHANG 丨 Fengqi YU 

On September 8, 2023, the China National Center for Biotechnology Development (the “CNCBD”), a public 

institution under direct charge of the China’s Ministry of Science and Technology (the “MOST”), released 

the “Notice on Issuing Answers for Frequently Asked Questions on Human Genetic Resource 

Administration” (the “Updated FAQs”), which summarized and responded to questions that are constantly 

raised among the relevant industry (the “Industry”).  This newly-drafted FAQs is seen to boost the public’s 

understanding on new administrative regulations such as the Implementation Rules on the Administrative 

Regulations on Human Genetic Resources (the “Implementation Rules”) and certain guidelines thereto, 

thus to benefit the Industry with more guidance in their applying, filing and reporting activities, (for our 

interpretation of the Implementation Rules and the corresponding guidelines, please refer to: Highlights on 

HGR Regulation Implementation Rules and Key Takeaways of the New HGR Guidelines). 

Noteworthily, the Updated FAQs is believed to convey the latest standards and the attitudes of authorities, 

who had introduced Implementation Rules in June 2023.  It has been announced in the Notice that the 

Updated FAQs is to supersede the Previous FAQs, i.e., Notice on Updating FAQs on Human Genetic 

Resource Administration and Notice on Updating FAQs on Human Genetic Resource Administration-

Series Q&A 2 (the “Previous FAQs”). 

In this article, the key questions will be analyzed on a basis of regulations with reference to practical notes 

from our experiences, aiming for more discussions and insights from the Industry.  For conveniences, the 

analysis and interpretation will be assembled in the same order as the questions listed in the Notice. 

Approvals on collection and biobanking 

As set forth in the Previous FAQs, any HGR collection in relation to international collaboration approval 

which either i) involve specified types of HGR or ii) surpass a specified quantity of HGR (the “International 

Collaboration with Collection of HGR”), shall be subject to a separate collection approval.  However, 

unlike the Previous FAQs, Updated FAQs adopted the Implementation Rules which has slightly relaxed 

the filing/approval requirements since June.  It is more than welcomed that the Updated FAQs reiterates 

that the International Collaboration with Collection of HGR may simply satisfy the rule by applying for 

approval of international collaboration scientific research (“International Collaboration Scientific 

Research”) or as the case may be, filing for International Collaboration Clinical Trials (collectively, the 

“International Collaboration Approvals/Filings”).  No separate collection approval will be needed for 

International Collaboration with Collection of HGR.  The Updated FAQs further clears that stance.  It 

saves much trouble for and indeed benefit the relevant parties of International Collaboration with Collection 

of HGR in their applying. 

 
1 For the Chinese version, please click 《汉坤 • 观点 | 新规速评：解读科技部最新人遗问答》. 

https://mp.weixin.qq.com/s?__biz=MjM5ODM3MzU4Mg==&mid=2653167229&idx=2&sn=230b1de402cded6de248c7e43eabbda2&chksm=bd1b0fdc8a6c86cade108ce4e59a91b2f6478d617a9866abf13a07b0d3825dcef9313476320b&scene=21#wechat_redirect
https://mp.weixin.qq.com/s?__biz=MjM5ODM3MzU4Mg==&mid=2653167229&idx=2&sn=230b1de402cded6de248c7e43eabbda2&chksm=bd1b0fdc8a6c86cade108ce4e59a91b2f6478d617a9866abf13a07b0d3825dcef9313476320b&scene=21#wechat_redirect
https://mp.weixin.qq.com/s?__biz=MjM5ODM3MzU4Mg==&mid=2653170124&idx=3&sn=c3377805dee0e50769994d3508b7429c&chksm=bd1b386d8a6cb17b429f206161a32096eda1269e6b8de1f8f572ba587e00c4e06bee8b0681c6&scene=21#wechat_redirect
https://mp.weixin.qq.com/s?__biz=MjM5ODM3MzU4Mg==&mid=2653174122&idx=1&sn=f5165396d9470454931c519d3d0e8fbe&chksm=bd1b28cb8a6ca1dda5fd386b3285218e32b6aac1fa826706e1702a246df7033eb285f461de80&scene=21&version=4.1.9.6012&platform=win#wechat_redirect
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International collaboration approvals/filings (the “ICA/F”) 

I. The supplier of electronic data capture system (the “EDC”) as the sole foreign party in clinical 

trials. 

In consistence with the Previous FAQs, the Updated FAQs restates that among the collaborating 

parties, when the EDC is the only foreign party in clinical trials, no ICA/F is needed. 

II. The sponsor of international collaboration clinical trials (“International Collaboration Clinical 

Trials”) versus the applicant of clinical trials 

In consistence with the Previous FAQs, the Updated FAQs restates that the Sponsor named in ICA/F 

with registration purposes shall be consistent with the Applicant as in the approval documents, notice 

or public documentation of the Clinical Trials.  Thus, any parties (inclusive of their affiliates) that are 

not yet approved/filed for Clinical Trials normally shall not be listed as the Sponsor of International 

Collaboration Clinical Trials.  However, the Updated FAQs grants an exemption that, in presence of 

relevant agreements setting out rights and obligations between parties, who are not yet approved/filed 

for Clinical Trials may apply to be the Sponsor of International Collaboration Clinical Trials, in a way 

leaving flexibilities for applicants of INA or NDA to arrange their application. 

III. Alteration of the status of the parties 

In consistence with the Previous FAQs, the Updated FAQs restates that if any party of the ongoing 

International Collaboration Clinical Trials transforms into a foreign entity, the project shall be 

suspended, awaiting till the ICA/F is obtained or completed. 

IV. No substantial involvement of the foreign party 

In consistence with the Previous FAQs, the Updated FAQs restates that if the foreign party i) is not 

substantially involved in the scientific research project; ii) does not acquire relevant data & information 

and iii) does not own or share the ownership of the research results (for instance, when the foreign-

held pharmaceutical companies simply supply drugs for clinical research or financially support the 

research in part), no ICA/F is needed. 

V. International collaboration: filed or approved 

Similar to the Previous FAQs, the Updated FAQs provides that for a project subject to International 

Collaboration Clinical Trial filings, if it is later transferred into International Collaboration Scientific 

Research that calls for approval, such project shall be suspended and resubmitted for approval.  A 

summary to explain shall be enclosed amid other evidencing documentations.  The research may be 

resumed upon obtaining the relevant approval. 

VI. Other participating parties as in international collaboration 

The Updated FAQs makes one remarkable move to clarify that certain parties are within/outside of the 

scope of the other participating parties as mentioned in these FAQs (the “Other Participating 

Parties”), please find a comparison below: 



 

3 

www.hankunlaw.com 

Other participating parties as in previous 
FAQs 

Other participating parties as in Updated FAQs 

Other Participating Parties refers to parties 

excluding sponsors, medical institutions (leading 

sites), CROs and third-party laboratories. 

Other Participating Parties refers to relevant entities 

i) that have access to the HGR materials or 

information with substantial involvement; but ii) 

who are not sponsors, leading sites, CROs, third-

party laboratories and participating sites. 

Accordingly, it is our understanding that the Updated FAQs clearly exclude the “participating medical 

institution” from the scope of Other Participating Parties.  By the definition, EDC suppliers, among 

other parties, who have access to HGR information and are substantially involved shall still be deemed 

as Other Participating Parties. 

VII. International collaboration agreements as application materials 

It has been major concerns among the Industry in respect of the types of agreements required to be 

submitted for the ICA/F procedures and whether the submitted international collaboration agreements 

should be duly executed by the parties.  The Updated FAQs have specified the scope of international 

cooperation agreements as required by the ICA/F procedures as follows: 

For international collaboration scientific 
research approval 

For international collaboration clinical trial 
filing 

Signed, stamped and Chinese version of 

international collaboration agreements among 

sponsors, leading sites, CROs, and third-party 

laboratories. 

Signed, stamped and Chinese version of 

international collaboration agreements among all 

collaborating parties (including sponsors, leading 

sites, CROs, and third-party laboratories and 

Other Participating Parties). 

It is worth noting that international collaboration agreements, including agreement with Other 

Participating Parties, should be submitted for international collaboration filings.  Therefore, we 

understand the HGR information exchange with Other Participating Parties may be exempted from 

additional data sharing reporting and backup procedures after the completion of the filings as long as 

such information exchange arrangements are within the scope of the ongoing international 

collaboration project.  It is also of great convenience that international collaboration agreements 

executed by the participating sites other than leading sites are not required to be submitted in the 

ICA/F procedures. 

Data sharing reporting 

I. The use of publicly available HGR information 

The Updated FAQs aligns with the Previous FAQs and provides that the use of publicly available HGR 

information by foreign parties are exempted from data sharing reporting and backup procedures. 

II. Data sharing with collaborating foreign parties 

According to the Updated FAQs, transferring the HGR information that are generated in the 

collaboration to foreign Electronic Data Capture system (EDC) suppliers or foreign data statistics 
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companies shall be exempted from data sharing reporting and backup procedure as long as the 

information sharing arrangements are within in the agreed scope of data management.  However, if 

the data sharing and any use of data by foreign parties are beyond the agreed scope, the Chinese 

holder of such data and information is still obliged to complete data sharing reporting and backup 

procedure. 

Other issues 

I. The scope and regulatory requirements of HGR materials and HGR information 

The MOST has been cautiously but gradually loosening its regulatory scope of HGR from the 

promulgation of the Implementation Rules and the New Administrative Guidelines to the release of the 

Updated FAQs.  The Updated FAQs have further clarified the regulatory requirements on biological 

samples such as serum, plasma and their test data.  Such clarification aligns with the views 

expressed at a recent forum we participated as held by Shanghai Center of Biomedicine Development. 

1. HGR materials 

According to the Updated FAQs, biological samples such as urine, feces, serum and plasma are no 

longer within the regulatory scope of HGR materials, even if such biological samples may contain very 

small amounts of shed, residual, free cells or genes, which has further clarified and eased the 

regulatory scope of HGR materials stipulated in the New Administrative Guidelines. 

It is also worth noting that only the samples like serum and plasma themselves are excluded from the 

HGR regulatory scope, but the materials like whole blood used for production of such serum and 

plasma shall still be regulated as HGR materials.  Accordingly, there are also distinctions in the 

determination and regulations on the testing institutions as follows: 

Method of processing 
serum or plasma 

Involved type of tests 
Determination of 

testing institutions 

The whole blood has been 

processed into samples of 

serum or plasma by a medical 

institution before its delivery 

to the testing institution. 

Not conducting any test regarding genes, 

genomes, transcriptomes, epigenomes and 

nucleic acid biomarkers, etc. 

Not regulated as third-

party laboratories 

Conduct tests regarding genes, genomes, 

transcriptomes, epigenomes and nucleic 

acid biomarkers, etc. 

Regulated as third-party 

laboratories 

The collected whole blood is 

processed into serum or 

plasma after its delivery to the 

testing institution. 

All types of tests Regulated as third-party 

laboratories 

2. HGR information 

According to the Updated FAQs, data generated from tests using materials like urine, feces, serum 

and plasma regarding genes, genomes, transcriptomes, epigenomes and nucleic acid biomarkers, etc.  

for scientific research are still regulated as HGR information, but the regulatory requirements are only 
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applicable when involving international collaborations and external provision or access opening of such 

HGR information. 

We understand that although the Updated FAQs have explicitly exempted materials like serum and 

plasma from regulatory requirements as HGR materials, they can still be used to generate HGR 

information like nucleic acid biomarkers such as ctDNA.  The sole regulatory requirements on HGR 

information generated by materials like serum and plasma in international collaborations and external 

provision or access opening have reflected the MOST’s regulatory methodology of “regulate the 

matters that must be regulated and relax the matters that should be relaxed”.  Therefore, the 

requirements are as follows: 

Biological samples such as urine, feces, serum and plasma 

Procedures Collection 

approval 

Biobanking 

approval 

International 

collaboration 

scientific 

research (the 

“ICSR”) 

approval  

International 

collaboration 

clinical trial 

filing 

Exportation 

approval 

Data 

sharing 

reporting 

Materials No No No No No / 

Derivative data 

generated from 

materials 

No No Yes Yes / Yes 

II. Enrollment of subjects in the process of amendment application 

The Updated FAQs also clarify that in case of any amendment to the project which has already 

obtained ICSR approval or completed international collaboration filing, the screening and enrollment 

of subjects may proceed in accordance with the previously obtained approval or completed filing.  

However, if the screening of subjects is based on additional criteria not covered by the initially obtained 

approval or initially completed filing, such screening shall await and only be conducted after the 

completion of the amendment procedure.  We understand this stipulation is merely for the purpose of 

clarification and is consistent with the provision in the Previous FAQs. 

Conclusion 

Since the promulgation of the Implementation Rules, the regulatory requirements on HGR in China have 

been constantly evolved and refined.  The HGR regulations have shown more flexibility and will bring 

much benefit for the Industry on carrying out activities utilizing HGR, for example, the Implementation 

Rules have loosened the restrictions of foreign parties and requirements of international collaboration filing, 

and the Updated FAQs have eased restrictions on collection approval and regulatory scope of HGR 

materials.  However, China’s HGR regulations still overall features high standards and strict supervision 

with high priority on during and post-event supervision (as compared to pre-event supervision).  Therefore, 

we suggest relevant parties should continue to pay due attention to the evolving regulatory requirements 

and monitor closely on the changing trends. 
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2. Key Takeaways on 2022 China New Drug Clinical Trials Report 

Authors: Aaron GU 丨 Pengfei YOU 丨 Duzhiyun ZHENG 丨 Yuzhen ZHANG 丨 Fengqi YU2 

On September 7, 2023, the Center for Drug Evaluation (the “CDE”) of the National Medical Products 

Administration (the “NMPA”) released “Annual Report on Progress of Clinical Trials for New Drug 

Registration in China (2022)” (the “2022 Annual Report”).  Compared to the Drug Review Annual Reports 

with major focus on the drug reviewing process (please refer to Overview of China Drug Review Annual 

Report (2015 – 2021)), the 2022 Annual Report is to integrate and analyze the data on clinical trials for 

new drug registration in China (the “NDCT”) based on the information from the Drug Clinical Trials 

Registration and Information Publicity Platform (the “DCTRIP Platform”).  In this article, key takeaways 

from nine (9) aspects of the clinical trials are summarized in order to present the state of the NDCT in 

China, including: total number of the registered clinical trials, sponsor type, drug type & registration 

classification, target indications, domestic/multi-regional clinical trials, clinical trial phases, leading sites & 

participating sites, clinical trials in special populations, initiation & completion time, by which we share our 

perspective on the development of China NDCT in the future. 

The total number of registered clinical trials 

Subject to the information on the DCTRIP Platform, the total number of registered clinical trials reached 

3,410 in 2022, a record high in the recent years.  From 2019 through 2022, a remarkable increase was 

showed in 2021.  However, the momentum slightly slowed down along with a growing hesitation among 

investors, though there was still a modest increase in 2022.  Please see the changes in the below chart 

(based on data from DCTRIP Platform): 

 

In terms of the clinical trial classification, the number and proportion of NDCT declined comparing to the 

past year, while the Bioequivalence (the “BE”) trials had maintained its stability and achieved increases in 

 
2 Leyi Wang and Shuwen Sun have contributions to this article. 
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https://mp.weixin.qq.com/s?__biz=MjM5ODM3MzU4Mg==&mid=2653142748&idx=1&sn=80063a2ce57c37759493520de704a22e&chksm=bd1caf7d8a6b266b9c6c6600f0a971f27199c37251b98bce675daecfa1f23b2755de9f68e438&scene=21&version=4.1.9.6041&platform=win#wechat_redirect
https://mp.weixin.qq.com/s?__biz=MjM5ODM3MzU4Mg==&mid=2653142748&idx=1&sn=80063a2ce57c37759493520de704a22e&chksm=bd1caf7d8a6b266b9c6c6600f0a971f27199c37251b98bce675daecfa1f23b2755de9f68e438&scene=21&version=4.1.9.6041&platform=win#wechat_redirect
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terms of the volume.  We understand that this was due to the relatively higher cost for carrying out NDCT.  

Due to economic environment, the deficiency of capital had caused the number of NDCT to decline further.  

 

 

Sponsor type 

In terms of the types of sponsors, the clinical trials in China had been initiated mostly by domestic sponsors.  

In 2022, the domestic sponsors initiated 88.5% of clinical trials.  The clinical trials initiated by oversea 

sponsors had been increasing during 2019 through 2021 but faltered in 2022, lower than its proportion in 

2019 (19.10%).  It had been shown that in 2022, the domestic sponsors still accounted for the majority of 

total clinical trials and its proportion is still expanding significantly. 
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Drug type 

In terms of the drug types (i.e. chemical drug, biological product and traditional Chinese medicine), clinical 

trials for chemical drugs generally accounted for the majority of the clinical trials in China (73.8%), followed 

by the clinical trials for biological products (the “BIOCT”) and clinical trials for traditional Chinese medicine.  

The number of clinical trials for traditional Chinese medicine remained the lowest at 1.9%.  Likely, more 

than 50% of the NDCT were clinical trials for chemical drugs.  The NDCT for biological products and 

traditional Chinese medicine respectively occupied 42% and 3.1%. 

It is worth noting that, the proportion of BIOCT and NDCT had fallen in 2022, following their consecutive 

increases during 2019 through 2021.  We understand that on one hand, the population’s demand for 

Covid-19 vaccines had changed and caused the decline in BIOCT; on the other, regulations and policies 

had been promulgated, underscoring the doctrine that “clinical trials shall put the benefit of patients at the 

core and be oriented by clinical value”.  To some extent, the above policies had discouraged the 

development of certain drugs lacking innovation and clinical value, such as me-too drugs. 
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In terms of the varieties of drugs in NDCT, in 2022, a total of 77 trials had been registered for top ten (10) 

varieties of chemical drugs (ranked by their number of NDCT), making up 7.1% of the total NDCT for 

chemical drugs, with a maximum of six (6) trials for single variety.  A total of 86 trials had been registered 

for top ten (10) varieties of biological products making up 10.4% of the total NDCT for biological products, 

with a maximum of nine (9) trials for single variety.  The majority of traditional Chinese medicine had only 

carried out one (1) clinical trial for one variety. 

All along, concentration on specific targets and identical indications among drugs (the “Homogeneity”) 

have been an issue for drug development in China, resulting in the lack of innovation and leaving patients’ 

real needs unaddressed.  In efforts to resolve this situation, relevant policies and guidelines were 

introduced (for instance: the Guidelines for Clinical Value-Oriented Clinical Trials of Oncology Drug 

published by CDE in November, 2021) to clarify the doctrine that “clinical trials shall put the benefit of 

patients at the core and be oriented by clinical value”, in order to raise the threshold for new drug R&D.  

According to the data released by CDE for the past three (3) years, the number of clinical trials for many 

new drug varieties reached 10 – 20 in 2020 and 2021.  However, in 2022, this issue had been improved. 
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In terms of the cellular and gene therapy (the “CGT”), the target indication primarily focused on the field of 

anti-tumor.  Most of the trials were Phase I trials.  

In terms of BE trials, there were still many trials amassed for single variety.  All of the top ten (10) varieties 

had more than (ten) 10 trials, with a maximum of 18. 

Target indication 

In consistence with the previous years, oncology continued to be the principal indication for the NDCT for 

chemical drugs and biological products, occupying 36.7% of the former and 48.1% of the latter.  In terms 

of traditional Chinese medicine, there were five (5) main target indications including respiratory, digestive, 

skin and ENT, psychoneurotic and gynecological diseases, etc.  In recent years, concentration on specific 

targets and Homogeneity have been a wide concern among the industry.  It is a shared goal and direction, 

for research personnel, pharmaceutical companies and investment companies, being oriented by the 

clinical value and not by excessive competition, to find a way to achieve more advanced innovation, 

thereby address the patients’ real needs. 

The domestic/multi-regional clinical trials 

In 2022, the domestic clinical trials were primarily dominated by domestic projects in China, occupying 

91.1% of the total clinical trials, while the multi-regional clinical trials (the “MRCT”) only made up 8.6%.  

Specifically, MRCT accounted for 14.8% of NDCT, which was comparatively higher than that of total clinical 

trials.  The registration classification was revised by the Work Plan of the Reform on the Chemical Drug 

Registration Classification promulgated in 2016 and the Drug Registration Regulation amended in 2020.  

Unlike the registration classification in 2007, a new drug by definition has to be globally “New” as opposed 

to simply domestically “New”, i.e., the drug to be registered as “New Drug” shall neither be marketed 

domestically nor globally.  We understand that this shift of definition spurred more MNCs to carry out R&D 

and clinical trials simultaneously in China.  Hence more MRCT were registered accordingly. 

 

The phases of clinical trials 

In 2022, the proportion of each phase of NDCT remains basically consistent with the previous years.  The 

proportion of Phase I trials is the highest, reaching 43%, followed by Phase III trials (20.4%) and Phase II 

91.10%

8.60%
0.40%

Domestic/Multi-Regional Clinical Trials

Domestic Trials MRCT Others

85.00%

14.80%

0.30%

Domestic/Multi-Regional NDCT

Domestic Trials MRCT Others



 

11 

www.hankunlaw.com 

trials (18.6%), with Phase IV trials having the lowest proportion.  All phases had seen a shrinking volume 

of clinical trials due to the flagging enthusiasm among investors.  We understand that as result of 

increasing pressure on liquidity, certain companies with prudent decision makers had been more inclined 

to cut spending on the non-core pipelines that had not achieved satisfactory performance and with a small 

market, but only kept their essential pipelines. 

 

Leading sites and participating sites 

In terms of geographical distribution, the leading sites were still mainly in Beijing, Shanghai, Guangdong 

and Jiangsu etc., among which Beijing had the most leading sites of clinical trials.  The following 

cities/provinces were having the most participating sites: Guangdong, Beijing, Jiangsu, Zhejiang etc., 

among which Guangdong has the most leading sites of clinical trials.  In 2022, 41% of the clinical trials 

had been participated by the overseas institutions. 

Based on the information in the 2022 Annual Report, there are disparities among cities/provinces in terms 

of their access to clinical trials.  Prior to the Drug Administration Law (the “DAL”) as amended in 2019, 

the administration over clinical trial sites was based on the control of qualifications.  After the DAL was 

amended, the qualification control was replaced by a filing procedure.  We understand that this shift of 

control was meant to encourage and facilitate more medical institutions to participate in clinical trials.  

However, due to multiple factors such as the amount of capital and research personnel, the disparities are 

still noticeable among cities and provinces in practice. 

Additionally, from the perspective of initiation time, the clinical trials carried out in the regions with more 

leading sites were usually taking longer time, by contrast, the regions with fewer leading sites (for instance, 

Hainan and Liaoning), were seen with faster initiation of clinical trials.  We understand that for one thing, 

it reflects the imbalance among different regions for their access to clinical resource; for another, the more 

advanced sites with more experiences are usually followed by more projects thereby calls for a longer 

initiation time. 
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Clinical trials in special populations 

Clinical trials in special populations are mainly referring to the clinical trials in elderly population, pediatric 

population and clinical trials on rare diseases.  In 2022, the proportion of clinical trials participated by 

elderly population was comparatively high, reaching 72.3%, but there was only one (1) trial solely 

participated by the elderly.  By contrast, the proportion of clinical trials participated by pediatric population 

was low, only making 8.3%.  There were 64 clinical trials registered and solely participated by the pediatric 

population.  In the recent years, the clinical trials on rare diseases had shown consecutive increases, in 

2022, the number of registered trials reached 68. 

In these years, it has been encouraged by the authority to pay more attention to the elderly population, 

pediatric population and population with rare diseases.  The safety, efficacy and availability of treatment 

to underprivileged populations should be a crucial public concern and a major aspect of the social welfare.  

However, the therapy for pediatric diseases and rare diseases are normally characterized by difficult R&D, 

lengthy cycle and high costs, resulting in a lack of motivation among companies to carry out R&D to these 

diseases.  Recently, the authority has attempted to motivate R&D for the said drugs by promulgating a 

flurry of polices including a mechanism of priority review & approval, aiming to enhance the enthusiasm 

among companies.  We are also looking forward to seeing more positive changes in the days to come. 

Registration, initiation and completion of clinical trials 

I. Registration 

The 2022 Annual Report analyzes the time taken for clinical trial registrations for approvals and BE 

filing registrations, i.e., time from the date of the initial submission of the corresponding registrations 

to the date of acquisition of the implied approvals or BE filings for drug clinical trials.  In 2022, the time 

spent for a clinical trial registration for approvals was 116 days on average, with the maximum not 

exceeding 328 days.  Over half of the clinical trial registrations for approvals required more than two 

(2) months to be completed.  On the other hand, the time spent for a BE filing registration was 67 

days on average, with the maximum not exceeding 221 days.  Most of the BE filing registrations could 

be completed and submitted within one (1) or two (2) months.  Therefore, normally, the time for 

clinical trial registrations for approvals had been significantly longer compared to that for BE 

filing registrations. 

II. Initiation 

The analysis of the initiation of clinical trials focuses on the time spent from the approval date of clinical 

trials to the date of the first recruitment with informed consent (the “ICF”).  It took 48 months on 

average with a maximum of 207 months for the initiation of clinical trials in 2022.  More than half of 

the trials (55.8%), including more than half of trials of chemical drugs and biological products 

(respectively 56.7% and 59.1%) in 2022, might initiate subject recruitment within six (6) months, while 

only 21.2% of trials of traditional Chinese medicines might initiate subject recruitment within one (1) 

year although the proportion had significantly increased compared with that in 2021 (4.4%) (For more 

information, please refer to the charts below).  As mentioned in the previous articles, the clinical trials 

of traditional Chinese medicines have specialties, compared with those of chemical drugs and 
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biological products, in the clinical positioning and efficacy evaluation, as well as the collection and 

application of patients’ user experience (for our analysis on the clinical trials of traditional Chinese 

medicines, please refer to 汉坤 • 观点 | 中药之春？从《中药注册管理专门规定》看中药特色上市评

价体系).  The low quantity and implementation efficiency of trials of traditional Chinese medicines 

have been explicitly listed as one of the key issues in the 2022 Annual Report.  We eagerly look 

forward to any beneficial policies and regulations which may be carried out in the future to improve the 

implementation efficiency of such trials and encourage relevant parties to deepen the inheritance and 

innovation of traditional Chinese medicines. 

 

III. Completion 

According to the 2022 Annual Report, a total of 129 clinical trials were completed in 2022, and the 

number had slightly increased compared to 2021 and 2020 (respectively 108 and 121 trials).  In 2022, 

the time from the date of the first recruitment with ICF to the date of completion of the clinical trials was 

76.7 days on average, with a maximum of 258 days, and the average time had decreased compared 

with that in 2021 and 2020 (respectively 80.9 and 115.6 days).  The completed trials were mainly 

Phase I trials (with the proportion of 72.9%) with average time of 71.9 days, while Phase IV trials took 

the longest average time of 244 days.  For detailed information, please refer to the charts below. 
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https://mp.weixin.qq.com/s?__biz=MjM5ODM3MzU4Mg==&mid=2653167516&idx=1&sn=c6c6c06a6b1e3303319326e8610d0b09&chksm=bd1b0e3d8a6c872ba7262b10586d6144d6b4b3838936b9fd75cb2a713678bc7db4140012a33f&scene=21&version=4.1.9.6041&platform=win#wechat_redirect
https://mp.weixin.qq.com/s?__biz=MjM5ODM3MzU4Mg==&mid=2653167516&idx=1&sn=c6c6c06a6b1e3303319326e8610d0b09&chksm=bd1b0e3d8a6c872ba7262b10586d6144d6b4b3838936b9fd75cb2a713678bc7db4140012a33f&scene=21&version=4.1.9.6041&platform=win#wechat_redirect
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According to the 2022 Annual Report, nine (9) clinical trials were voluntarily suspended, and 16 trials were 

voluntarily terminated.  As enumerated in the 2022 Annual Report, the adjustment of R&D strategies had 

been the most common reason for suspension or termination for the second consecutive year, while other 

reasons might also cause suspension/termination, including protocol design issues, limited clinical benefits, 

production issues, trial quality issues, trial funding issues, safety risks, etc. 

Conclusion 

In recent years, the development of NDCT has been slowed down due to the impact of various environment 

and background factors.  Multiple issues have remained unsolved according to the 2022 Annual Report, 

for example, the Homogeneity in the clinical trial drugs remains significant, and the geographical 

distribution of leading and participating sites has been significantly concentrated, which may restrict the 

implementation efficiency of clinical trials.  Also, despite the key support from the regulatory authorities 

on traditional Chinese medicines, there is still room for further development in the quantity and efficiency 

of clinical trials for traditional Chinese medicine.  However, we should also note that with the continuous 

acceleration of the innovation and development of new drugs, the number of NDCTs has shown a rapid 

growth by the end of the first half of 2023, and the implementation efficiency of clinical trials has also been 

significantly improved.  New forms of clinical trials, such as decentralized clinical trials (the “DCT”), have 

94 91

114

25
15

142

2

1

0

20

40

60

80

100

120

140

2020 2021 2022

C
lin

ic
a
l 
T
ri

a
ls

The Status of NDCT of Different Drug Types 
(2020-2022)

Chemical Drugs Biological Product Traditional Chinese Medicine

115.6
95.7

164.8
176.6

216.5

170

80.9 74.1

111

157.3

244

107

76.7 71.9

146.9

115.5

244

58.2

0

50

100

150

200

250

300

Average Phase I Phase II Phase III Phase IV Others

D
a
y
s

Time Spent for Completion of Different Phases of 
Clinical Trials (2020-2022)

2020 2021 2022



 

15 

www.hankunlaw.com 

also been explored and supported by the regulatory bodies (for our interpretation on the DCT regulations, 

please refer to China DCT Regulation and Implementation).  Therefore, we understand the NDCT in 

China has shown a positive and prosperous future and trend, and joint efforts from both regulatory 

authorities and enterprises are still required to solve the up-mentioned issues and further improve the 

quantity, efficiency and quality of NDCT in China.  We will, together with the industry, continue to pay due 

attention to the latest development and regulatory trends of clinical trials in China. 

 

https://mp.weixin.qq.com/s?__biz=MjM5ODM3MzU4Mg==&mid=2653171768&idx=2&sn=cf73111261114658786cdd586e26bb2d&chksm=bd1b21998a6ca88f233a1781c9de45a5fe395f2ceb018bf647b4bed5b8413cfd17aeb4647486&scene=21&version=4.1.9.6041&platform=win#wechat_redirect
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Important Announcement 

This Newsletter has been prepared for clients and professional associates of Han Kun Law Offices.  

Whilst every effort has been made to ensure accuracy, no responsibility can be accepted for errors and 

omissions, however caused.  The information contained in this publication should not be relied on as 

legal advice and should not be regarded as a substitute for detailed advice in individual cases.  

If you have any questions regarding this publication, please contact: 

Beijing Wenyu JIN Attorney-at-law  

Tel: +86 10 8525 5557 

Email: wenyu.jin@hankunlaw.com 

Shanghai Yinshi CAO Attorney-at-law  

Tel: +86 21 6080 0980 

Email: yinshi.cao@hankunlaw.com 

Shenzhen Jason WANG Attorney-at-law 

Tel: +86 755 3680 6518 

Email: jason.wang@hankunlaw.com 

Hong Kong Dafei CHEN Attorney-at-law  

Tel: +852 2820 5616 

Email: dafei.chen@hankunlaw.com 

Haikou Jun ZHU Attorney-at-law 

Tel: +86 898 3665 5000 

Email: jun.zhu@hankunlaw.com 

Wuhan Jiao MA Attorney-at-law 

Tel: +86 27 5937 6200 

Email: jiao.ma@hankunlaw.com 

Singapore Lan YU Attorney-at-law  
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