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Amid a rapidly changing and 
increasingly complex business 
and regulatory environment, 
China’s medtech policymakers are 
striving to find the right balance 
between accelerated market 
access of innovative products to 
satisfy diverse clinical needs and 
enhanced emphasis on product 
quality and safety. This article 
offers some perspectives on how to 
achieve the balance in three critical 
areas: clinical evaluations, product 
standards and personal liability. 



2018–2019: Putting Regulatory Reform  
into Action

This past year in China, several major medtech 
reform initiatives have reached a critical point in 
their implementation. China’s National Medical 
Products Administration (the NMPA, formerly 
the China Food and Drug Administration), after 
being restructured, is tasked with continuing to 
advance these initiatives amid a rapidly changing 
environment. One highlight is the expansion of the 
current medical device Marketing Authorization 
Holder (MAH) pilot program from 4 to 21 
provinces/municipalities that cover most of the 
industry footprint in China.

The new regulatory paradigm under the NMPA 
is to enhance its supervision through the entire 
product life cycle and deter illegal actions through 
serious penalties. The following examples illustrate 
how this philosophy has been put into practice.   

■  The most recent amendment to the Medical Device 
Regulations1 expects medical device MAHs to 
take primary responsibility for pre- and post-
approval compliance. Notably, it significantly 
increases penalties for all kinds of illegal actions 
and introduces a dual penalty system, subjecting 
both companies and individual responsible 
persons to sanctions. 

■  The bar for innovative device designation is 
raised through the amended Fast Track Review 
Program for Innovative Devices (2018). The 
NMPA expects to prioritize limited bandwidth 
of the Center for Medical Device Evaluation 
(CMDE) only for truly innovative devices. 

■  The Medical Device Adverse Event (AE) 
Monitoring and Re-evaluation Measures further 
stress medical device marketing authorization 
holders’ primary responsibilities in AE monitoring 
and risk controlling throughout the entire product 
life cycle.

■  The Rules for Unique Device Identification (UDI) 
System, which will be effective as of October 1, 
2019, aim to gradually roll out a standardized 
and visible regulatory tool to enhance traceability 
of medical devices on the market.

■  The Guide for Management Representatives at 
Medical Device Manufacturers requires companies 
to take primary responsibility for operating their 
quality management systems rather than relying 
on the regulators’ certifications.

■  The Regulations on Overseas Inspection for Drugs 
and Medical Devices codify the NMPA’s current 
practices of overseas inspections and declares the 
regulator’s intention to routinely inspect overseas 
R&D and manufacturing activities concerning 
imported devices.

■  The Medical Device Clinical Trial Inspection 
Guidelines elaborate inspection requirements for 
medical device clinical study activities.

The Industry’s Reflections 

The medtech industry has been closely following 
the proposed amendment to the Medical Devices 
Regulations. At the 2019 MedTech Regulatory 
Affairs Roundtable, Ropes & Gray LLP and 
McKinsey & Co. brought together regulatory 
affairs leaders from 27 leading medtech companies 
to discuss the latest draft. The participants 
discussed clinical evaluation, product standards 
and personal liability in detail. These seasoned 
regulatory affairs professionals applauded the 
inclusion of several important regulatory reform 
initiatives in the latest draft, believing that 
the amended Medical Device Regulations can 
further incentivize R&D, reward innovation and 
eventually benefit patients.

1  The Ministry of Justice circulated the most recent draft of the amendment to the Medical Device Regulations to a selective group for feedback.



2 Information from the 2019 MedTech Regulatory Affairs Roundtable co-hosted by McKinsey & Co. and Ropes & Gray LLP.

On the other hand, they also expressed concern 
that the stringent regulatory requirements 
introduced by the latest draft may hinder 
innovation and discourage companies from taking 
necessary risks. The participants concluded the 
meeting with some thoughts on the constantly 
changing regulatory environment. All of the 
participants shared a common desire to adapt 
their business models, organizational structures 
and talent acquisition strategies to the new 
regulatory regime. The majority of participants 
expressed that their companies would continue to 
cultivate the Chinese market and make full use of 
the MAH pilot program to achieve the “In China, 
For China” objective.2

Introducing a Risk-Based Approach  
for Clinical Evaluation

Clinical evaluation plays a critical role in assessing 
product safety and effectiveness during the pre-
market review and approval process. How high 
to set the bar for clinical evaluation will have 
an immediate impact on the costs and speed of 
product development. 

The earlier draft amendment to the Medical 
Device Regulations, dated June 2018, suggested 
a risk-based approach for clinical evaluation. 
Specifically, Class I medical devices would not 
require clinical evaluation; Class II medical devices 
generally would not need clinical evaluation; 
and Class III medical devices must be clinically 
evaluated, while certain mature products may 
qualify for exemption. These principles were 
widely welcomed by the industry. Later, the 
Ministry of Justice released another draft in early 
2019 that replaced this risk-based approach with 
the existing clinical evaluation requirements where 
all classes of medical devices must go through the 
clinical evaluation process unless they meet the 
exemption criteria.

The current clinical evaluation system does not 
differentiate its requirements by product risk 
level, which makes early-stage R&D activities 
costly and uncertain. Companies have to decide, 
with little guidance, how to carry out clinical 
evaluations, when they should conduct clinical 
trials and to what extent they should invest in 
additional development activities. Moreover, since 
pre-submission communication opportunities with 
regulatory authorities are very limited, companies 
have to make tradeoffs. Risk-averse companies tend 
to practice caution and conduct meticulous and 
time-consuming clinical trials prior to submission. 
Risk-taking companies tend to submit their 
applications without conducting clinical trials. 
However, they might need to conduct a clinical trial 
if the regulator requires them to do so during the 
review stage. If a company fails to carry out the 
trial within the one-year deadline for supplemental 
submission, it has to re-submit, which will 
considerably delay the product launch timeline. The 
lack of clarity on when clinical trials are mandatory 
for passing clinical evaluation not only increases 
R&D costs, but could also hinder market access. It 
could ultimately raise product prices, delay clinical 
access and hurt patient interest.

Options for Policy Evolution  

Extensive clinical evaluation in reliance of clinical 
study data reflects the philosophy of stringent 
pre-approval supervision. However, since the 
regulatory philosophy has been shifted from 
stringent pre-approval supervision to enhanced 
post-approval enforcement, the nature of clinical 
evaluation should also change. The NMPA has 
been expanding its toolkit of post-approval 
enforcement measures, including the UDI system, 
the AE monitoring and evaluation system, the 
product recall system, routine inspections, 
unannounced inspections, overseas inspections, 
special enforcement campaigns, quality sampling, 



and testing, among several others. These 
enforcement measures would adequately safeguard 
patients and minimize the need for mandatory 
clinical evaluation. 

The amendment to Medical Device Regulations 
could align with the NMPA’s latest regulatory 
philosophy and international best practices. 
A scientific and risk-based clinical evaluation 
process can help minimize uncertainty in clinical 
development, reduce the reliance on clinical trials 
and allow safe medical devices to reach Chinese 
patients more quickly. We list some ideas below 
for the regulators’ consideration:

■  The risk-based approach introduced by the 
preceding draft dated June 2018 could be 
recaptured by the amendment to Medical Device 
Regulations—that is, only novel Class III devices 
must pass the clinical evaluation.

■  The NMPA played an instrumental role in the 
Medical Device Clinical Evaluation project 
at IMDRF.3 The major achievements and 
deliverables of this project include “the Essential 
Requirements of Demonstrating Equivalence 
between the Device under Application and the 
Comparable Device for Clinical Evaluation,” 
“the Decision-Making Principles for whether a 
Medical Device Clinical Trial should be Carried 
Out” and “Guidelines for the Acceptance of 
Overseas Medical Device Clinical Trial Data.” 
These research results are extremely valuable 
and could be incorporated into the amendment 
to Medical Device Regulations. 

■  The NMPA could be open to replacing the 
Clinical Trial Exemption List with a positive list 
of products for which clinical trials would be 
mandatory. It is generally believed that clinical 
trials are not the only way to prove safety and 
effectiveness of medical devices. Clinical trials 
would be deemed a necessary tool for establishing 
product safety and effectiveness profile only in 

limited product categories. Therefore, creating a 
list that specifies a selective group of high-risk or 
innovative products for which clinical trials must 
be performed would make logical sense.

■  In the event that companies have difficulties 
obtaining pre-clinical or clinical data for 
comparable products, the NMPA would be open 
to accepting real-world evidence as a substitute. 
In this context, the real-world data pilot program 
in Hainan could generate useful lessons for the 
NMPA when it shapes policy.

■  The NMPA and the CMDE may consider allowing 
paid pre-submission consultations for high-risk 
devices that do not qualify as innovative devices.

■  We look forward to more detailed and 
comprehensive review reports published by 
the CMDE for a wide variety of products at a 
higher frequency. These review reports provide 
valuable insights into the CMDE’s decision-
making process and can help companies navigate 
the clinical evaluation process. 

■  If companies are asked to conduct further clinical 
trials during the review process, we hope the one-
year time bar can be relaxed to accommodate the 
duration of clinical trials.

Converting Mandatory Standards to 
Recommended Standards 

Historically, mandatory standards have been 
deemed important tools to set the baseline for 
product quality and safety. The Chinese legislation 
constantly requires compliance with mandatory 
national and industry standards and applies the 
concept to many product categories.

However, compliance with mandatory standards 
has been a particular challenge for medical device 
manufacturers. Medical devices differ from many 
consumer products in that they are highly diverse, 

3 See the report from the “Medical Device Clinical Evaluation” coordination project adopted by the 15th Management Committee of the International Medical Device 
Regulators Forum (IMDRF) held in Moscow, Russia on March 19-21, 2019.



complex, interdisciplinary and ever-changing. 
The same type of products supplied by different 
companies may have very different characteristics. 
Even products within the same family but derived 
from different generations of technology may 
differ. On the contrary, product standards are 
meant to establish a baseline that applies to all 
products. They cannot accommodate or address 
product-specific requirements, or they will lose 
their general applicability. If many of the medical 
device standards are mandatory and detailed, it is 
very likely that a fair percentage of products will 
not be able to comply with the standards. 

China’s product standards are not always 
harmonized with international standards. 
Manufacturers of imported products may have to 
deliberately change the product design in order to 
suit the Chinese mandatory standards. This poses a 
few questions for debate: 

■  If the product in question is clinically proven and 
mature, is it necessary and reasonable to demand 
changes to the product within a limited grace 
period? 

■  Do such changes generate new clinical risks?

■  Do manufacturers have sufficient time to perform 
a risk-benefit analysis within the grace period?

■  Do such changes require a comprehensive review by 
the CMDE to ensure product safety and efficacy? 

Moreover, developing a new mandatory standard is 
a complex and time-consuming process because it 
requires inputs from a wide range of stakeholders. 
Therefore, the mandatory standards will 
significantly lag behind technology advancement. 
Medical devices, unlike drugs, have a relatively 
short life cycle. Companies constantly make 
minor improvements to marketed products. 
Strict adherence to mandatory standards may 
compromise the freedom of companies to improve 
their products. On the other hand, if a new 
mandatory standard were adopted to elevate the 

baseline for technology developments, mature 
products that have been approved as safe for 
years may be forced to change their designs or 
manufacturing processes in order to suit the new 
mandatory standards. 

Options for Policy Evolution

The unique nature of medical device R&D cycles 
and outputs calls for a different approach for 
product standards. Mandatory standards could 
focus on core foundational issues. Standards for 
non-critical issues could be more lenient in order to 
enable a more creative and dynamic R&D process. 
Rather than increasing the breadth and depth of 
mandatory standards, we encourage the NMPA 
to consider using product technical requirements 
(PTRs) as the primary means for product quality 
control at both pre- and post-approval stages. 
Along with PTRs, the NMPA also has abundant 
post-approval regulatory measures to constantly 
evaluate and control product quality, such as 
evaluation of real world data, AE monitoring and 
product recalls. 

China currently has more than 400 mandatory 
standards for medical devices. We appreciate that 
it is not an easy task to transform the standards. 
The NMPA’s determination to gradually convert 
mandatory standards to recommended standards 
is encouraging. This year, the NMPA plans to 
convert approximately 40 mandatory standards 
into recommended standards. We look forward to 
increasing the pace and scale of the conversion. 
The attached Annex 1 lists some examples of 
mandatory standards that companies would like 
to have converted into recommended standards. 

Promulgation of new mandatory standards also 
requires caution. A proposal of a mandatory 
standard will need to be fully supported by necessity 
and rationale. Whenever a mandatory standard is 
promulgated or revised, regulators could provide 
major medical device companies (for instance, the 
10 or 20 companies that hold the greatest market 



share, disregarding their domestic or foreign 
ownership) with the opportunity to participate 
equally and substantially in the whole deliberation 
process. This equal participatory requirement 
is also recently affirmed by the PRC Foreign 
Investment Law.4 We believe that introducing new 
mandatory standards based on a consensus among 
key players in the industry will be more conducive 
to their acceptance and implementation.

Once a mandatory standard is implemented, if 
any technological update requires an amendment 
to such standard, the NMPA could allow a more 
convenient and viable way for the industry to raise 
comments. With gradually reduced mandatory 
standards, we hope the NMPA can allocate more 
resources for companies’ proposed changes to 
existing mandatory standards, including soliciting 
stakeholders’ opinions, organizing panel reviews 
of the proposal and researching, demonstrating, 
and providing feedback and follow-up on the 
proposals. We believe these actions can ensure a 
more satisfactory resolution of potential problems 
during the implementation process.

With the rapid development of the Chinese 
medtech industry, we anticipate that the NMPA 
could very likely lead the standard-setting process 
internationally in the near future. In 2017, China 
successfully advocated ISO/TC150 to adopt the 
Chinese standards for cardiac occluder as an 
ISO standard. In 2018, IMDRF’s management 
committee also unanimously agreed to endorse 
China’s proposal to update the list of international 
standards recognized by IMDRF management 
committee members. These examples are very 
promising signals for a true harmonization of 
product standards.       

Establishing Consistent and 
Clear Enforcement Standards 

The latest proposed amendment to the Medical 
Device Regulations notably imposes greater 
responsibility on medical device companies 
and introduces a dual liability system to both 
companies and responsible persons. Company 
executives could face personal liability in various 
illegal situations under the latest draft. This latest 
draft introduces a wide range of punishments 
that target the responsible individual’s freedom, 
property interest and reputation. All of these 
punishments can have a serious impact on the 
individual’s personal and property rights. For this 
reason, extra caution during the legislation and 
enforcement process is advised. The legislature 
might evaluate if it makes more sense to link 
punishment with an individual’s illegal incomes 
instead of his or her annual salary. 

On the enforcement front, the recent government 
restructure has consolidated various law 
enforcement resources. Some law enforcement 
officers were previously with other government 
agencies and are not familiar with the medical 
device industry and products. Nevertheless, the 
Medical Device Regulations are the basic law 
and, thus, can only serve as a general guideline 
for the medical device industry. When the 
industry continues to grow, enforcement will only 
become more complex. Regulatory authorities 
will frequently encounter new fact patterns that 
require accurate and sophisticated interpretations 
of the law. For example, authorities would 
need to address whether current employees 
should be held responsible for legacy problems 
of a company, whether actual knowledge or 
awareness of a violation should be the premise 
for penalties, and whether employees would be 
exempted from liability if they had opposed the 
senior management’s decisions but lacked power 
to stop the violations. All of these issues need 
to be carefully considered when the regulators 
implement the dual liability system.

4 Please see Article 15 of the PRC Foreign Investment Law. 



Options for Policy Evolution

It will be very helpful if the national enforcement 
agencies can develop a set of implementing 
guidelines to clarify new issues under the dual 
liability system, and bring in more consistency 
in law enforcement. The guidelines will help law 
enforcement officers better understand the laws 
and regulations pertinent to medical devices, 
reasonably exercise discretion, and develop clear 
and consistent standards for punishment. In any 
case, punishment is merely the means. The ultimate 
goal is to guide companies to behave in a manner 
that can benefit patients. 

Below are some recommendations for creating 
more predictability in law enforcement.

■  The regulatory and law enforcement authorities 
could publish implementing rules, guidelines 
and representative cases as quickly as possible 
(including the guidance for personal liability) 
in order to create a unified, harmonized and 
transparent guidance for law enforcement 
officers and medical device companies.

■  When deciding penalties in each case, especially 
one that involves personal liability, law 
enforcement could give special consideration 
to the subjective and objective circumstances of 
the relevant responsible persons, the company’s 
governance structure, and individuals’ work 
assignments and responsibilities. 

■  Currently, the enforcement standards vary 
from one province/city to another. This makes 
it challenging for companies to establish a 
compliance system and contain enforcement 
risks. In addition to trainings on implementing 
rules and enforcement guidelines, it will be 
helpful if the NMPA can facilitate cross-province 
experience sharing to improve consistency in 
enforcement standards.   

Conclusions

Innovation and compliance are two important 
shared goals of the government and medtech 
industry. With the constantly changing competitive 
landscape and fast-advancing medical technology, 
the medtech industry as well as the regulators must 
closely collaborate to find the most appropriate 
balance for risks and benefits.

The NMPA Commissioner Madame Jiao Hong 
recently stated at the China Drug Innovation and 
Development Conference that “we are trying to 
release the amended Drug Administration Law 
and the amended Medical Device Regulations 
within this year. We will actively develop the 
implementing rules for the new legislations and 
push forward the recent reform initiatives as 
soon as possible to benefit patients and industry 
participants.” These remarks demonstrate the 
Chinese government’s unwavering determination 
to create a healthier regulatory environment as 
part of the efforts of building a “Healthy China”. 
After all, the foundation of a “Healthy China” 
is built on patients’ welfare and the industry’s 
continuous growth. 

The amendment to Medical Device Regulations 
provides a perfect opportunity to cement the 
progress made so far and to introduce new 
expectations for compliance through the product 
life cycle. We are confident that the new Medical 
Device Regulations will find the right balance 
to reward innovation, deter misconduct and 
ultimately enable the healthy development of the 
medtech industry. 



Mandatory standards that could be converted

1. YY 1116-2010 Absorbable surgical suture

2. YY 0904-2013 Battery power supply surgical equipment for osseous tissue

3. YY 0325-2016 Sterile urethral catheter for single use

4. YY 0285.1-2017 Intravascular catheters - Sterile and single-use catheters -  
Part 1: General requirements

5. YY 0952-2015 Temperature control blanket for medical use

6. GB 8368-2018 Infusion sets for single use - gravity feed

7. YY 1282-2016 Intravenous catheter for single use

8. YY 0581.1-2011 Infusion access adapters - Part 1: Needle access adapters  
(Heparin plugs)

9. YY 0285.3-2017 Intravascular catheters - Sterile and single-use catheters -  
Part 3:Central venous catheters

10. YY 0612-2007 Single-use receptacles for human arterial blood specimen 
collection

11. YY 0450.1-2003 Accessory devices for sterile single-use intravascular catheters- 
Part 1: Introducers

12. YY 1081-2011 Medical endoscopes - Endoscope supply units - Cold light sources 

13. YY 1082-2007 Rigid arthroscope

14. YY 0068.1-2008 Medical endoscopes - Rigid endoscope - Part 1: Optical 
properties and test methods

15. YY 0068.2-2008 Medical endoscopes - Rigid endoscope - Part 2: Mechanical 
properties and test methods

16. YY 0068.3-2008 Medical endoscopes - Rigid endoscope - Part 3: Marking and 
instruction manual

17. YY 0068.4-2009 Medical endoscopes - Rigid endoscope - Part 4: Fundamental 
requirement

18. YY 1057-2016 General specifications for medical foot switch

19. YY 0167-2005 Non-absorbable surgical suture

20. YY 0166-2002 Surgical suture needles with thread

21. YY 0303-1998 Hydroxyapatite powder for medical applications

22. GB 24627-2009 Wrought nickel-titanium shape memory alloys for medical devices 
and surgical implants

23. YY 0954-2015 Nonactive surgical implants - Type I collagen implants - Specific 
requirements

24. YY 0118 Joint replacement implants - Hip joint prostheses

25. YY 0502 Joint replacement implants - Knee joint prostheses

Annex 1



26. YY 0117.1 Implants for surgery - Forgings, castings for bone joint prostheses - 
Ti6Al4V titanium alloy forgings

27. YY 0117.2 Implants for surgery - Forgings, castings for bone joint prostheses - 
ZTi6Al4V titanium alloy forgings

28. YY 0117.3 Implants for surgery - Forgings, castings for bone joint prostheses 
Cobalt chromium molybdenum alloy

29. YY 0605.12 Implants for surgery - Metallic materials - Part 12: Wrought cobalt-
chromium-molybdenum alloy

30. YY 0605.9 Implants for surgery - Metallic materials - Part 9: Wrought high 
nitrogen stainless steel

31. YY 0341 General technological requirements for non-active metallic surgical 
implants for osteosynthesis

32. GB 23101.2 Implants for surgery - Hydroxyapatite - Part 2: Coatings of 
hydroxyapatite

33. GB 4234 Stainless steel for surgical implants

34. YY 0017-2016 Implants for osteosynthesis - Metallic bone plates

35. YY 0018-2016 Implants for osteosynthesis - Metallic bone screws

36. YY 0852-2011 Sterile surgical films for single use

37. YY 0489-2004 Sterile drainage catheters and accessory devices for single use

38. YY 0331-2006 Performance requirements and test methods for absorbent  
cotton gauze and absorbent cotton and viscose gauze

39. YY 0459 Implants for surgery - Acrylic resin cements

40. YY 1122 General technique requirements for orthopaedics clamp (scissor)

41. YY 1137 General technique requirements for orthopaedics saw

42. YY 91071 Osteotomes

43. YY 91072 Gouges

44. YY 91073 Methods of test for cutting performance of chisels - Osteotomes, Gouges

45. GB 18278.1 Sterilization of health care products - Moist heat - Part 1: 
Requirements for the development, validation and routine control of a sterilization 
process for medical devices

46. GB 19973.1 Sterilization of medical devices - Microbiological methods - Part 1: 
Determination of a population of microorganisms on products

47. GB 19973.2 Sterilization of medical devices - Microbiological methods - Part 
2: Tests of sterility performed in the definition, validation and maintenance of a 
sterilization process

48. GB 4234.1 Implants for surgery - Metallic materials - Part 1: Wrought stainless 
steel

49. GB 23101.1 Implants for surgery - Hydroxyapatite - Part 1: Ceramic 
hydroxyapatite

50. GB 23101.3 Implants for surgery - Hydroxyapatite - Part 3: Chemical analysis  
and characterization of crystallinity and phase purity



51. GB 23101.4 Implants for surgery - Hydroxyapatite - Part 4: Determination of 
coating adhesion strength

52. GB 24627 Standard specification for wrought nickel-titanium shape memory alloys 
for medical devices and surgical implants

53. GB 6394 Determination of estimating the average grain size of metal

54. GB 15810 Sterile hypodermic syringes for single use

55. GB 15979 Sterile hypodermic syringes for single use

56. GB 15981 Evaluating method and standard for the efficacy of disinfection and 
sterilization

57. GB 18279.1 2007 Sterilization of health care products - Ethylene oxide - Part 
1: Requirements for development, validation and routine control of a sterilization 
process for medical devices

58. GB 18280.1 Sterilization of health care products - Radiation - Part 1: 
Requirements for development, validation and routine control of a sterilization 
process for medical devices

59. GB 18280.2 Sterilization of health care products - Radiation - Part 2: Establishing 
the sterilization dose

60. GB 18280.3 Sterilization of health care products - Radiation - Part 3: Guidance 
on dosimetric aspects
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