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Ting Wu of  Haiwen & Par tners di scusses how the recently

introduced Medical  Device Regulations wi l l  impact consumers

and companies in  the MedTech industr y by highl ighting major

breakthroughs provided by the legi slation whi le at the same

time stri k ing a balance wi th compl iance

The Chinese government recently released the new Regulations

for the Regulation of  Medical  Devices ,  which wi l l  become

effecti ve on June 1, 2021, ( the New MDR)  (医疗器械监督管理条例)

to replace the current Medical  Device Regulations amended in

2017 ( the Old MDR) . 

The New MDR, which i s a fundamental  piece of  l egi slation for

medical  device regulation, has restructured the medical  device

legal  f ramework in China. The New MDR ref lects Chinese

regulator ’s intention and ef for ts to stri ke an appropriate

balance between innovation and compl iance. I t would

foreseeably generate a sweeping impact on business strategy

for both R&D assets, as wel l  as mature brand assets.   

Ear ly  market  access  to innovat ive devices

The New MDR provides mul tiple green channels to accelerate

patients in  China access to innovative products wi th cl in i cal
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values ei ther prior to or af ter-market authori zation granted by

the Chinese National  Medical  Products Admini stration (NMPA)

including:

expanded companionate access to investigational  medical

devices at cl in i cal  stage by patients wi th cri ti cal ,  l i fe-

threatening di seases upon ethics committee’s approval  and

the patients’ informed consent;

emergency use authori zation by NMPA for medical  devices not

yet marketed in China so as to address publ i c heal th

emergency; 

a  specia l  impor t permi t granted by NMPA or i ts authori zed

local  counterpar ts to a l low designated medical  insti tutions to

impor t a l imi ted number of  Class 2 or Class 3 medical  devices

not yet marketed in China to meet urgent cl in i cal  needs;

condi tional  approval s for medical  devices treating rare or

cri ti cal  di seases or responding to publ i c heal th emergency;  

priori ty review of  cer tain medical  devices demonstrating

apparent cl in i cal  value, such as devices treating rare di seases,

l i fe-threatening di seases and pediatri c patients; and 

removal  of  the countr y of  origin (COO)  approval  for impor ted

innovative devices.

COO approval  no longer  required f or  impor ted innovat ive

devices

Among others, the removal  of  the COO approval  requi rement i s

perceived by the industr y as one of  the major breakthroughs

for impor ted innovative devices. Previously, a  foreign device

manufacturer which intends to submi t the market authori zation
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appl i cation for an impor ted medical  device wi th NMPA , i t f i rst

had to obtain and receive foreign market approval  for such a

device in  the countr y of  origin . The COO approval  requi rement

would usual l y delay Chinese patients’ access to impor ted

innovative devices for two to three years or even longer. 

Under the New MDR, a foreign medical  device manufacturer i s

not requi red to obtain COO approval  for an innovative device

when i t f i l es the product market authori zation appl i cation wi th

NMPA. However, to what extent foreign device manufacturers

can benef i t f rom the exemption i s unclear. To be el igible for

the exemption, a foreign medical  device manufacturer must

apply for an innovation device designation wi th NMPA , which

would take at l east three months and oftentimes more than si x

months when tak ing into consideration the time requi red for

preparing innovation device designation submissions. 

During the period f rom 2014 to 2020, NMPA had only granted

innovative device designations to four foreign device

manufacturers, and the average passing rate for innovative

device designation i s as low as around 20%. Hence, i t remains

to be seen whether NMPA wi l l  lower the threshold for

innovative device designations under the New MDR so as to

al low more impor ted innovative devices to benef i t f rom the

COO approval  exemption. 

New MDR legal izes  L DT  devices  with condit ions

Ar ti cle 53 of  the New MDR provides another widely perceived

breakthrough which i s the legal i zation of  l aborator y-
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developed tests ( LDTs) . LDTs are def ined by the U.S. FDA , and

usual l y refer to a type of  in  vi tro diagnosti c tests that are

designed, manufactured and used wi thin a single l aborator y.

Ar ti cle 53 al lows qual i f i ed medical  insti tutions ( including

cer ti f i ed medical  l abs)  to use thei r in-house developed LDTs for

cl in i cal  purposes i f  no equivalent LDTs have been approved by

NMPA for marketing and sales in  China.  

  

Previously, the legal  status of  LDT ser vi ces had never been

formal l y recognized by PRC law. For the f i rst time, the New

MDR al lows medical  l abs to use LDTs that have not been

registered wi th and approved by the NMPA for cl in i cal  use, on

condi tion that, among others, no al ternati ve tests are avai l able

in the market. 

However, th i s provi sion does not necessari l y create a safe

harbor for a l l  LDTs. I t may largely benef i t LDTs that are

developed under proprietar y technology and that no

equivalent tests are l i kely to be developed and marketed by

peers. For medical  l abs that develop non-proprietar y LDTs, they

would face great pressure under the New MDR to regi ster thei r

LDTs wi th NMPA ahead of  thei r competi tors. Once an LDT

product receives market approval  by NMPA , other equivalent

LDTs may no longer be legi timately used by peer l abs under the

New MDR.  

Given that LDTs have been widely used by many medical

l aboratories to accommodate increasing cl in i cal  demand for

speci f i c l aborator y testing procedures in  China, i t seems

unreal i sti c for a l l  the non-proprietar y LDTs to receive NMPA’s
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approval  wi thin a shor t period of  time once New MDR becomes

effecti ve on June 1, 2021. I t remains to be seen whether NMPA

wi l l  grant a grace period to LDT ser vi ce businesses and to what

extent NMPA wi l l  acti vely enforce Ar ti cle 53 of  the New MDR in

practi ce.

Fur ther, i t i s not uncommon that many medical  l abs use LDTs

that are developed by thei r af f i l i ates wi thin the group. To be

el igible for safe harbor under Ar ti cle 53, medical  l abs must use

in-house developed LDTs. I t i s unclear whether LDTs developed

by af f i l i ates would be deemed el igible “in-house” LDTs and i f

th i s i s not the case, companies of fering LDT ser vi ces may have

to restructure thei r current business assets by grouping thei r

R&D function and cl in i cal  testing function wi thin a single

medical  l ab.   

Device MA H s wi l l  be l iable under  the New MDR

Since 2017, selected Chinese provinces have implemented the

pi lot program of  the Marketing Authori zation Holder (MAH)

system for devices and the New MDR now rol l s out the MAH

system nationwide. Except for cer tain h igh-ri sk  medical

devices, device MAHs are permi tted to outsource device

manufacturing acti vi ti es to contract manufacturers

organizations (CMOs)  and may focus on R&D acti vi ti es wi thout

substantive capi ta l  investment in  manufacturing faci l i t i es. 

As the essentia l  par t of  the MAH system, the New MDR greatly

emphasizes MAHs’ regulator y obl igations to ensure product

qual i ty, safety and ef fecti veness throughout the enti re product
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l i fe cycle. For th i s purpose, MAHs are requi red to establ i sh

adequate qual i ty management systems and ri sk  control

mechanisms to proacti vely moni tor, evaluate and mi tigate the

product ri sk  prof i l e during the enti re l i fe cycle. 

MAHs wi l l  be facing increasing severe penal ties under the New

MDR for thei r non-compl iance, such as f ines up to 30 times of

the sales value (as opposed to 20 times under the Old MDR)  for

serious violations under the former. Moreover, the New MDR

introduces personal  l i abi l i ty on responsible individual s of

MAHs, where income during the period of  non-compl iance may

be conf i scated. Under serious ci rcumstances, they may receive

f ines up to three times thei r income and l i fetime debarment

from engaging in the MedTech industr y. 

In  par ti cular, for foreign MAHs, i f  they refuse to fu l f i l l  any

penal ties imposed on them under the New MDR, they may

receive an impor t ban for sel l ing and di stributing thei r

products in  the PRC market for up to ten years. In  other words,

foreign MAHs would not be given a chance to enter into the

Chinese market for a speci f i ed period of  time i f  they do not

comply wi th the New MDR. 

Thi s impor t-ban penal ty on foreign MAHs ref lects Chinese

regulator ’s shi f t in  posi tion towards foreign MAHs since the

enactment of  the Drug Admini stration Law 2019(DAL)  (药品管理

法). Under DAL, the PRC regulator requi red local  agents of

foreign MAHs to assume l i abi l i t i es appl i cable to foreign MAHs

under DAL for violations under the legi slation. The PRC

regulator fol lowed the rationale under DAL when i t developed
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the draft measures for regulating local  l egal  agents of

impor ted medical  devices in  2018.  

However, since the Chinese government released the

Regulations for Cosmetics Regulation (化妆品监督管理条例) in

2020 and the New MDR in 2021, i t has re-posi tioned foreign

MAHs to be the enti ti es primari l y and ul timately responsible

for thei r violations under PRC law. PRC local  agents, which

provide foreign MAHs wi th on-ground assi stance to faci l i tate

thei r performance of  the regulator y obl igations, would face

less severe l i abi l i t i es, such as f ines up to Rmb500,000, and a

f i ve-year debarment for responsible individual s under the New

MDR. 

Fur ther  impl icat ions  under  other  legis lat ion   

Shor tl y af ter the release of  the New MDR, the PRC Biosecuri ty

Law (中华人民共和国生物安全法) became ef fecti ve on Apri l  15,

2021. The PRC Biosecuri ty Law presents the Chinese

government’s clear intent to posi tion bio-resources ( including

human geneti c resources or HGRs)  as one of  i ts national

securi ty priori ti es. HGRs consi st of  HGR materia l s and HGR

data. The Regulations for the Admini stration of  Human Geneti c

Resources (HGR Regulations)  (人类遗传资源管理条例) def ine HGR

materia l s as bio-specimens that contain human genome

information, and HGR data refers to the data derived f rom bio-

specimens.

The PRC Bio-securi ty Law and the HGR Regulations highl ight

national  securi ty as the cri ti cal  rationale for regulating R&D
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acti vi ti es involving Chinese HGRs. These laws wi l l  play an

increasingly impor tant role in  terms of  medical  device

development acti vi ti es conducted by foreign device

manufacturers in  China. 

For example, i f  any foreign par ty, (which may include a

company incorporated wi thin China under the PRC law but

invested by or control led by foreign enti ti es)  i s involved in

local  cl in i cal  tri a l s (e.g. ,  studies on innovative or h igh-ri sk

devices as requi red by NMPA)  in China, these cl in i cal  tri a l s

must be conducted in the form of  an international

col laboration project between the Chinese par ty and foreign

par ty, and subject to an advance approval  by the Human

Geneti c Resources Admini stration of  China (HGRAC) . The

HGARC review and approval  process for a cl in i cal  tri a l  usual l y

takes around one and a hal f  to two months on average. 

Fur ther, the HGR Regulations separately regulate HGR data

from HGR materia l s. The HGRAC broadly interprets HGR data to

include cl in i cal  data , imaging data, biomarker data , geneti c

data, protein data and metabol i sm data and pose a great

chal lenge to data analysi s projects and digi ta l  heal th

in i ti ati ves taken by medical  device companies. For example, a

device company developing an AI-powered medical  imaging

tool  that intends to tra in i ts AI-powered tool  using large

volumes of  the medical  images of  Chinese patients col lected

via Chinese hospi ta l s may have to seek HGRAC approval  to

engage in such tra in ing acti vi ti es.  

Tradi tional l y, most of  the HGRAC submissions were made by or
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for foreign pharmaceuti cal  companies that conduct drug

development acti vi ti es in  China. In  recent years, an increasing

number of  medical  device companies have gradual l y real i zed

the impor tance and relevance of  the PRC Biosecuri ty Law and

the HGR Regulations to thei r business acti vi ti es (especia l l y

R&D acti vi ti es)  in  China. Many of  them have star ted tak ing

actions to seek HGRAC approval s where necessar y for device-

related research projects in  China and to review and assess the

HGR compl iance level  in  the company’s business operations.   

Out look under  the New MDR 

The New MDR brings both oppor tuni ties and chal lenges to

medical  device companies. On the one hand, R&D-driven

companies may benef i t f rom the green channels under the New

MDR to accelerate market access time. Foreign device

manufacturers wi th mature assets may al so be able to leverage

the NMPA’s simpl i f i ed regulator y pathway to local i ze mature

products in  China, as wel l  as the cl in i cal  evaluation waiver

granted by the New MDR for mature products. The New MDR

grants a cl in i cal  evaluation waiver to mature products whose

safety and ef fecti veness can be evaluated and proven through

non-cl in i cal  means (e.g. ,  real  world evidence or analysi s of

cl in i cal  l i terature)  other than cl in i cal  evaluation as previously

requi red by the Old MDR 

On the other hand, device MAHs are under pressure to bui ld a

robust qual i ty management system to fu l f i l l  enhanced

regulator y obl igations ( including the adequate capabi l i ty of

managing thei r vendors ( including CROs, CSOs, CMOs and local

9



agents in  the PRC)  under the New MDR and bui ld a robust

compl iance program to avoid or mi tigate potentia l l y severe

legal  l i abi l i t i es under the New MDR.   
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