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China’s National Medical Products 
Administration (formerly known as 
the CFDA) introduced a series of 
transformative initiatives to reform 
the Medtech regulatory system in 
2017 and 2018. Regulatory affairs 
leaders in the Medtech industry 
welcome these changes, and look 
forward to a productive public 
private collaboration with the 
regulator. Medical device standards, 
clinical evaluation, and product 
classification are three areas where 
the public private collaboration 
model can add value to. This paper 
reviews the current state in these 
areas, proposes recommendations, 
and discusses a successful example  
of public private collaboration.



A Year of Revolutionary Changes 
2017 – 2018 has been a milestone year for Medtech 
regulatory reform in China. The National Medical 
Products Administration (“NMPA,” formerly known 
as the CFDA) has taken concrete steps to introduce 
several critical legislative changes and reform 
initiatives to the Medtech regulatory system. 

The NMPA adopted a risk-based approach to 
regulate medical devices throughout the entire 
product life cycle. The regulatory approval process 
has been streamlined to accelerate market access 
and encourage innovation. On the other hand, the 
government emphasizes post-market enforcement. 
The State Administration for Market Regulation, 
a powerful agency responsible for post-market 
enforcement to which the NMPA reports, is 
expected to increase frequency of inspections and 
impose more severe penalties on companies and 
individuals for their fraudulent acts.   

The key legislative changes and reform initiatives 
include: 

n   China Central Government’s Policy to Deepen 
Regulatory Reform to Encourage Drug and 
Device Innovation, which, among other changes, 
calls for deregulating the conduct of clinical 
trials, accelerating device approval process and 
strengthening regulation throughout device life 
cycles1;

n   Amendment to the Medical Device Regulations 
(Order No. 680), which replaces study site 
certification with recordal requirements and 
imposes severe penalties to fraud acts;

n  Draft Amendment to the Medical Device 
Regulations (2018), which, among others, 
refines the Marketing Authorization Holder 
(“MAH”)2 system, simplifies the clinical evidence 
requirements and strengthens post-approval 
compliance obligations; 

n  The State Council’s Decision to Suspend 
Implementation of the Medical Device Regulation 
in Hainan Bo’ao Lecheng International Medical 
Tourism Pilot Zone, which allows specific 
hospitals in the pilot zone to use medical devices 
that have not been approved by the NMPA for 
urgent clinical needs;  

n  Medical Device Standard Administration 
Measures, which distinguish mandatory from 
recommendatory standards and define standard 
amendment procedures; 

n  Medical Device Classification Catalogue, 
which updates the classification methodology 
for devices, based on their risk profiles; 

n  Amendment to IVD Reagents Registration 
Rules, which introduces a risk-based approach 
to adjust classification for IVD reagents;

n  Administrative Measures for Medical Device 
Clinical Study Sites Qualifications and Recordal, 
which specifies qualification and recordal 
requirements for medical device clinical study 
sites; and

n  Technical Guidelines for Clinical Trial Design 
and Technical Guidelines for Admission of 
Foreign Clinical Data, which provide guidance 
on study design and specify criteria for accepting 
foreign clinical data and aims to reduce repetitive 
clinical trials in China.

The above reform initiatives echoed the State 
Council’s mandate to advance the Medtech 
regulatory system in response to the industry’s 
longstanding desire for accelerating market access. 
This is also a positive gesture to enhance availability 
and accessibility of medical technology. Regulatory 
affairs leaders from 24 leading Medtech companies 
see these changes as a significant leap since the 
implementation of the State Council Order 650 in 
2014. They unanimously believe that the reform to 
date is just a prelude; more regulatory changes are 
likely to be introduced by the Chinese government 
in the next 3-5 years. These changes represent a 

1  Mr. Bi Jingquan, the former Commissioner General of the CFDA and Deputy Commissioner General of the State Administration for Market Regulation, was widely 
believed to be the champion for transforming the regulatory framework.  Mr. Bi recently resigned from his post due to a rabies vaccine incident.  It is unclear how his 
resignation may impact the reform momentum.

2 The State Council has authorized a MAH pilot program for medical devices in Shanghai, Guangdong and Tianjin. 



3 Data from the 2018 Medtech RA Roundtable survey conducted by McKinsey & Co. and Ropes & Gray LLP. 
4 Data from a public presentation by National Institutes for Food and Drug Control. 
5 See footnote 4.

rare opportunity that may substantially benefit 
the Medtech industry and Chinese patients. To be 
better prepared, the majority of regulatory affairs 
leaders believe that they need to further build 
(i) knowledge and capability of their RA teams, 
and (ii) industry channels to influence regulatory 
bodies on future policies3. 

Opportunities to Advance  
Medtech Regulatory Reform
The great progress does not come from a legislative 
vacuum. It is a valuable outcome of ongoing public 
private collaboration. The NMPA is a critical 
enabler of patient access to innovative therapies 
and cutting-edge medical technology. It is also an 
important guardian of patient safety and well-being. 
The successful implementation and furtherance of 
the reform initiatives call for a closer collaboration 
between the NMPA and the Medtech industry. 
Based on the recent survey among leading Chinese 
and foreign Medtech companies, we believe the 
following areas can be high priorities for the next 
stage of reform. 

 Using medical device standards to aid 
technology development  

Medical device standards represent the bar for product 
safety and effectiveness. They show the regulator’s 
risk tolerance. They are also useful guidance for the 
design and development of medical devices. 

China has a relatively high percentage of mandatory 
medical device standards, which suggests that the 
NMPA takes a hands-on approach for supervising 
product safety. As of February 2018, China has 454 
mandatory standards for medical devices, which 
compose nearly one-third of the entire 1580 industry 
standards for medical devices (also known as YY 
standards)4. By contrast, most of the standards in the 
U.S and in the EU are consensus-based. Besides, 597 
out of these 1580 Chinese YY standards are adopted 

from ISO or IEC standards5. However, many of them 
are not yet harmonized with the latest edition of ISO/
IEC standards. 

Rigid conformance with these mandatory standards 
may force a device manufacturer to change its 
product design specifically for the Chinese market. 
Such design change, if based on an out-dated version 
of the corresponding international standards, may 
not scientifically enhance product safety and 
effectiveness. Instead, the design change would 
increase product development and manufacturing 
costs, delay time to market and, more importantly, 
hinder Chinese patients’ access to innovative and/
or clinically valuable products. 

Proposals 
Product standards should be used to safeguard 
patient safety and prevent low-quality products 
from market entry. They should not become 
hurdles to technology development and innovation. 
We propose the following initiatives for the  
NMPA’s consideration.

EXAMPLES

PRC STANDARDS
LATEST ISO/IEC 
STANDARDS

YY0505-2012  
(idt IEC 60601-1-2: 
2004, 2nd Edition)

IEC 60601-1-2:   2014, 
4th Edition

GB9706.1-2007  
(idt IEC 61010-1:2001,  
2nd Edition)

IEC 61010-1:2010,  
3rd Edition



n   The NMPA may take a stepwise approach by first 
exempting innovative and/or life-saving devices 
with urgent clinical needs from conforming to 
mandatory standards. Manufacturers of these 
devices should be encouraged to develop their 
product technical requirements based on the 
product-specific risk profile as well as the latest 
international standards. We believe this proposal 
is in line with the regulator’s recent efforts to 
accelerate market access for innovative and life-
saving devices in China. 

n   The regulator shall regularly solicit and listen 
to the industry’s concerns on mandatory 
standards. In cases where standards become 
de facto trade barriers, the regulator shall 
revise or abolish such standards and adjust the 
relevant requirements for product registration, 
manufacturing and post-market enforcement 
in a timely manner. In the event that a PRC 
standard is inconsistent with the latest edition 
of the corresponding international standards, 
a device manufacturer should be permitted to 
refer to the latest edition of the international 
standard in product design and registration. 

n   If the regulator discovers that multiple 
device manufacturers fail to comply with a 
mandatory standard during the post-market 
enforcement or sampling inspections, the 
regulator shall have discussions with affected 
companies to assess if the relevant standard 
may hinder technology development. We 
hope that in the future, approved product 
technical requirements (PTRs) should be 
the only standards that device products are 
tested against, because such PTRs already 
incorporate national and/or industry standards 
where necessary and applicable, and, most 
importantly, are approved by examiners 
following due process. 

n   In the long term, we hope that the NMPA 
can adopt a risk-based approach to review 
(PTRs) for all devices, rather than mechanically 
applying mandatory standards to all devices.

Enhancing “user-friendliness” of the clinical 
evaluation guidelines

Recently, the NMPA released a set of policies to 
optimize clinical evaluation. These policies include 
the Technical Guidelines for Clinical Evaluation 
Report (“CER,” 2015), Technical Guidelines for 
the Design of Device Studies (2018), and Technical 
Guidelines for Admission of Foreign Clinical Data 
(2018). The Medtech industry welcomes these 
policies, as companies hope to ease the requirements 
for in-country clinical studies on their products. 

However, given the vast diversity of product 
features and clinical performances of medical 
devices, the Medtech industry is eager to obtain 
more concrete guidance from the CMDE for 
product-specific study design and clinical evidence. 
The limited opportunities for pre-submission 
consultations have prevented Medtech companies 
from effectively taking advantage of the lowered 
bar for clinical evaluation.  

For example, the industry has practical difficulties 
in establishing substantial equivalence in a manner 
acceptable to the CMDE (e.g., comprehensively 
comparing the products under review with the 
predicate devices from 16 different dimensions). 
Often, an applicant cannot locate all the CER-
required information in the public domain. It is also 
commercially impossible to ask the manufacturers 
of predicate devices for information that is required 
for CER because these companies are competitors. 
As a result, companies were only able to establish 
clinical equivalence in rare circumstances, e.g., when 
localizing their imported products for manufacture 
in China or introducing product upgrades.

Proposals
We are pleased to see that the NMPA is determined 
to further simplify the clinical evidence requirements 
per the latest draft amendment to the Medical 
Device Regulations6. Pursuant to this draft, clinical 
evaluation is only mandatory for Class 3 devices. 

6 On June 25, 2018, the PRC Ministry of Justice published a comprehensive draft amendment to the current Medical Device Regulations.



The regulator is willing to switch from a catalogue-
based approach to a risk-based approach when 
determining local clinical trial requirements. We 
support the direction of change, and propose 
the following initiatives for the NMPA’s further 
consideration.

n   To ensure that the Medtech industry can truly 
benefit from the recent reform initiatives, 
it is important to substantiate the clinical 
evaluation principles with real-life examples 
and/or concrete assessment criteria. For 
example, the CMDE may regularly publish 
representative cases and explain in detail how 
the examiners drew conclusions in those cases. 
These cases can serve as a reference that helps 
the industry benchmark applications. 

n   We note that the CMDE started to publish 
technical review reports for certain innovative 
products on its website. We hope the regulator 
can make available a summary of safety and 
effectiveness data of more approved products 
in the public domain, which can serve as a 
valuable resource that the industry can consult 
for certain technological characteristics of a 
predicate device when preparing CER. Further, 
we hope that gradual adoption of an electronic 
filing and review system and the establishment 
of an internal database of approved products 
would enable the CMDE to rely on its own 
prior reviews of predicate devices when 
evaluating a CER.

n   For devices that have been marketed in other 
countries for years but lack adequate pre-
market clinical data (e.g., typically certain 
510(k)-cleared orthopedic products), the 
CMDE may consider allowing manufacturers 
to register these devices in reliance of foreign 
real-world evidence (RWE) data if such data 
meets certain admission criteria. We are 
happy to see that the NMPA and CMDE are 
exploring such possibility and even accepting 
applications on a pilot basis. Ultimately, we 

hope our regulator will be able to come up 
with clear guidance on the acceptance of RWE 
data for regulatory decisions, which is also in 
line with the global regulatory trend.

n   Finally yet importantly, it is essential to expand 
the current pre-submission communication 
channels between the industry and the 
regulator. Such communications can help the 
regulator and the industry align their positions 
on key issues at an early stage, improve quality 
of subsequent submissions and ensure success 
of such submissions. We have seen a very 
positive outcome after the CDE created more 
pre-submission consultation opportunities 
for the pharmaceutical companies, and trust 
that the Medtech industry will benefit from 
the same endeavor with an increase in CMDE 
examiners and resources. 

Adjusting product classification on a dynamic 
basis

Product classification is the foundation for a risk-
based regulatory system. Like medical device 
standards, classification also shows the regulator’s 
risk tolerance. Currently, 26% of medical devices, 
in China are classified as Class 3 devices, while 
this number is 7% in the U.S. and 13% in the EU7.
Many Class 3 devices are regulated as Class 2 or 1 
devices in the U.S.

Higher classification usually implies a higher 
registration threshold and clinical study data 
requirements. Taking a conservative or rigid 
classification approach may eventually hinder 
Chinese patients’ access to latest medical technology, 
as well as products that are proved mature and 
reliable in and outside China.

7 Data from a public presentation by the Medical Device Standard Administration Research Institute of the NMPA. 



Proposals
We are pleased to see that the NMPA has already 
adopted a dynamic/current approach for product 
classification. In the latest medical device classification 
catalogue, about 40 device classifications have been 
downgraded by the NMPA8.   

The reclassification of IVD products (see the 
following case study) is another promising example 
of the NMPA’s willingness to embrace a more 
dynamic classification method, and to adapt its 
regulatory approach to the needs of patients. We 
encourage the NMPA to down-classify, in a timely 
manner, mature products of which safety can be 
proved by long-term use and real-world data. 

Further, when the product classification in China 
conflicts with mainstream international practices 
without a compelling clinical or scientific reason, 
we hope the NMPA can consider adjusting the 
classification in consultation with the medical 
community and the Medtech industry. 

Reclassification of IVD Products:  
A Successful Example of Public Private 
Collaboration
Background

n   The NMPA launched an intensive enforcement 
on IVD products in 2015, and discovered 
numerous hospitals using unregistered IVD 
products in clinical diagnoses. These products 
(e.g., reagents used in a flow cytometer) were 
labeled for research use only (RUO).

n   This prevalent use of unregistered RUO IVD 
products revealed a widespread non-compliance 
issue. IVD manufacturers, worried about 
post-approval enforcement and penalties, 
all decided to suspend their supply of these 
RUO IVD products. Hospitals were worried 
about the supply shortage, as patients’ health 
might be at risk. 

n   To identify a proper solution, the NMPA held 
several meetings with domestic and foreign 
IVD manufacturers, physicians and the 
National Health Commission. 

n   Through in-depth conversations with various 
stakeholders, the NMPA realized that the root 
causes of non-compliance were conservative 
product classification and a high bar for clinical 
study sample size. These stringent registration 
requirements deterred market access and 
adversely affected companies’ interest in R&D 
investment. 

8 Data from NMPA’s News Press concerning the newly amended Medical Device Classification Catalogue: http://www.scio.gov.cn/xwfbh/gbwxwfbh/xwfbh/spypjgj/
Document/1562835/1562835.htm.

EXAMPLES

PRODUCTS CHINA U.S.

Reservoir Class 3 Class 2

Capsule Endoscopy Class 3 Class 2

PTA Balloon  
Catheter Class 3 Class 2

Einstein Robot 
System Class 3 Class 2

Aex Surgery System Class 3 Class 2

Guidewire Class 3 Class 2

PH Monitoring 
System Class 3 Class 1



n   After a well-informed consultation process, the 
NMPA decided to downgrade some of these 
products from Class 3 to Class 2 or Class 
1, and to deregulate some products as non-
medical devices as of March 1, 20189. 

Implications to IVD Companies
n   Both the industry and hospitals applauded 

the NMPA’s decision. The reclassification and 
deregulation remove registration barriers, 
incentivize more companies to develop and 
market IVD products for diagnosis of critical 
illnesses or rare diseases, and increase to 
affordability and availability of diagnostic IVD 
products.

n   Lowering the bar for market entry could 
present more challenges for post-approval 
enforcement and supervision. The NMPA 
will likely continue actively inspecting IVD 
manufacturers and hospitals to ensure high 
standards of compliance. 

Lessons Learned

This case is a good example of how constructive 
collaboration between the regulator and the Medtech 
industry can benefit all stakeholders, especially 
patients, in the health care system. We believe the 
regulator and the industry can learn from this 
example, and benefit from close collaboration when 
addressing similar complications. We summarize the 
lessons learned as follows. 

n   Identify a systematic issue that may require 
group actions; 

n   Seek support and input from health care 
professionals and KOLs when an issue 
concerns unmet clinical needs, as well 
as emphasize that patients’ interests are  
at stake;

n   Ensure thorough dialogue between the regula-
tor and all stakeholders to work out a solution 
that can meet the needs of the majority; and

n   Benchmark the proposed solution to 
international regulatory practices and identify 
commonalities or differences.

Conclusions
Medtech regulatory reform is a long march. The 
progress to date stems from the government’s 
determination to change and willingness to work 
with the industry. We believe public private 
collaboration can advance Medtech regulatory 
reform in the areas of medical device standards, 
clinical evaluation and product classification. 
The reclassification of IVD products clearly 
demonstrated the positive impacts created by 
constructive public private collaboration. We look 
forward to more and more successful collaborations 
between the NMPA and the industry in the future. 

9 Please see NMPA’s Notice to Adjust Regulatory Classification of Allergen, Flow Cytometer, Immunohistochemical and In situ hybridization IVD Reagents ([2017] No. 
226): http://samr.cfda.gov.cn/WS01/CL0050/220850.html 
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