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·  The Chinese government has been tak ing a series of  reform

ini ti ati ves to enhance the af fordabi l i ty of  pharmaceuti cal

products, medical  devices and heal thcare ser vi ces.

·  NMPA released the f i rst Good Pharmacovigi l ance

Practi ce (GVP)  which means that sponsors or market

authori zation holders (MAH)  are requi red to

conduct pharmacovigi l ance acti vi ti es throughout the enti re

l i fecycle of  a pharmaceuti cal  product.

·  Under the Good Pharmacovigi l ance Practi ce, pharma

companies must proacti vely moni tor and detect a l l  indicators

related to drug safety and robustly address and mi tigate any

identi f i ed ri sks.  

Ting Wu of  Haiwen & Par tners reviews the regulator y reforms

tak ing place in China’s l i fe science and heal thcare sector

including legi slation that has been released to encourage

innovation and broaden market access to drugs,

implementation of  the patent l inkage system, increasing

anti trust enforcement pressure in  the pharma sector, regulating

medical  devices, cosmetics and onl ine hospi ta l s.

China has been rapidly growing into the world’s second-

largest heal thcare market. Over the past decade, the Chinese

government has been tak ing a series of  reform in i ti ati ves to
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enhance the af fordabi l i ty of  pharmaceuti cal  products, medical

devices and heal thcare ser vi ces to patients by restructuring the

legal  f ramework in the l i fe science and heal thcare sectors,

star ting wi th the Law on the Admini stration of  Pharmaceuti cal s

(药品管理法) of  2019 fol lowed by the Regulations for the

Regulation of  Medical  Devices (医疗器械监督管理条例) and the

Cosmetics Oversight Regulations (化妆品监督管理条例) of  2021. By

the end of  2021, the fundamental  l aws and regulations in  the

l i fe science sector have taken shape and been enforced. 

The regulator y reforms in the l i fe science sector are

undergoing ref inement and expansion, and the objecti ves are

how the restructured legal  f ramework wi l l  be enri ched,

developed and implemented. Instead of  obser ving, l i fe sciences

companies must take steps to adjust and adapt thei r business

operations to meet the ever-evolving regulator y requi rements. 

 

Rewarding t rue innovat ion and products  with t rue value 

In  November 2021, the Center for Drug Evaluation (CDE)  of

China’s National  Medical  Products Admini stration

(NMPA)  released the guidel ines for cl in i cal  developments on

oncology drugs or cancer therapies (以临床价值为导向的抗肿瘤药物

临床研发指导原则) ( the CDE Guidel ines) . The CDE Guidel ines

attracted wide attention wi thin the industr y and i ts market

reacted strongly. 

The Guidel ines rei terate that new drug development must focus

on creating “true” cl in i cal  value and provide better therapy

or treatment options wi th the best standard of  care as the
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measure. What i s the “best standard of  care” rel ies on

judgement based on scienti f i c and ethical  meri ts on a case by

case basi s. 

The CDE Guidel ines have been interpreted to be provide a

shake up in crowded and f iercely competi ti ve f i elds in

oncology ( such as PD-1/L1 and CAR-T in treatment of  cancer

cel l s)  and deter the development of  me-too drugs, i .e. ,

medication that i s simi lar to a pre-exi sting drug. The CDE

Guidel ines basi cal l y formal i zed and re-emphasized CDE’s

exi sting practi ces and posi tions that new drug development

must a lways be patient-centered and del i ver true value. Thi s

encourages the industr y to develop tru ly innovative drugs by

tak ing a more “di f ferentiated” approach.

B roaden market  access  and insurance coverage f or  innovat ive

drugs   

Another h ighl ight in  the pharma sector was the announcement

of  the annual  updates to the national  reimbursement drug l i st

(NRDL)  by National  Heal thcare Securi ty Admini stration (NHSA)

on December 3, 2021. The updated NRDL wi l l  become ef fecti ve

since Januar y 1, 2022. 

A total  of  74 drugs were added to the updated NRDL wi th an

average pri ce cut at record level  by 62% (compared to 51% in

2020; 61% in 2019; 57% in 2018 and 44% in 2017) . For the f i rst

time, the updated NDRL in 2021 includes several  expensive

medications for rare di seases, for example, Biogen’s Spinraza
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(nusinersen)  for spinal  muscular atrophy (SMA)  and Takeda’s

Replagal  (agal sidase al fa)  for Fabr y di sease. 

Since 2017, the NRDL has been updated annual l y to include

newly approved innovative drugs. Wi th the consol idation of  the

three major basi c medical  insurances in  2018, the basi c medical

insurance scheme in China has covered around 90% of  the total

national  population. NRDL l i sting negotiation has been

increasingly impor tant for innovative drugs because NRDL

inclusion i s expected to signi f i cantly increase the insurance

coverage and sales volume for the l i sted drug in publ i c

hospi ta l  channels. Despi te the pri ce cut during the NRDL

inclusion, many pharma companies have been shi f ting thei r

business focus to innovative drugs when considering the pri ce

cl i f f  and negl igible prof i ts received f rom off-patent drugs

under volume-based procurement. 

F irs t  GVP in  China 

In  May 2021, NMPA released the f i rst Good Pharmacovigi l ance

Practi ce (GVP) , which became ef fecti ve on 1 December 2021.

The GVP introduces the concept of  “l i fecycle

pharmacovigi l ance”, which means that sponsors or market

authori zation holders (MAH)  are requi red to

conduct pharmacovigi l ance acti vi ti es throughout the enti re

l i fecycle of  a pharmaceuti cal  product, namely f rom the f i rst

human use of  the product unti l  the wi thdrawal  of  the product

f rom the market. Thi s means pharma companies should have an

adequate GVP system in place as earl y as when the drug i s at

development stage and before a drug i s approved for
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marketing. Fur ther, not l imi ted to tradi tional  adverse events

(AE)  repor ting, the GVP cal l s for a systemati c approach to

detect, assess, manage and mi tigate a l l  the safety-related

signal s. Thi s means that pharma companies must proacti vely

moni tor and detect a l l  indicators related to drug safety and

robustly address and mi tigate any identi f i ed ri sks.  

I ncreas ing ant i t rust  enf orcement  pressure in  the pharma

sector  

 

China has been tak ing a series of  anti trust enforcement actions

against pharma companies in  recent years. Wi th the formal

establ i shment of  the Chinese National  Anti -Trust Bureau and

the release of  the Anti -Trust Guidel ines for acti ve

pharmaceuti cal  ingredients (APIs)  in  November 2021, i t i s

foreseeable that the pharma sector (especia l l y API and drug

supply chains)  wi l l  remain on the agency’s l i st of  enforcement

priori ti es. 

In  2021, f i ve out of  seven enforcement cases in  the pharma

sector publ i shed by the Chinese National  Anti -Trust Bureau

were related to APIs. Among others, notably, on Apri l  15, 2021,

the National  Anti -Trust Bureau imposed a hi stori c f ine of  RMB

764 mi l l ion (US$116.84 mi l l ion)  on Yangtze River

Pharmaceuti cal  Group (Yangtze River) ,  representing 3% of  i ts

turnover in  2018. Yangtze River, the parent company, was found

to be l i able for i ts control l ing role to conspi re and instruct

misbehaviors committed by i ts subsidiar y. Thi s i s the f i rst

penal ty deci sion based on the al legation of  resale pri ce

maintenance. Yangtze River was al legedly tr ying to maintain
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the resale pri ce through wri tten or oral  means, such as

telephone or WeChat conversations, etc. Pri cing maintenance

has always been a hot topic for pharma companies. Thi s case

aler ts the industr y to careful l y manage thei r di stribution and

supply chain and restra in f rom control l ing or af fecting the

resale pri ce by means such as di scounts, rebates, f i xed prof i t ,

or exchanging pri ce information or reaching ver ti cal  pri ce

agreements wi th other market players. 

I mplementat ion of  long-awaited patent  l inkage system 

Fol lowing the PRC Patent Law (中华人民共和国专利法), on July 4,

2021, NMPA and China National  Intel lectual  Proper ty

Admini stration (CNIPA)  implemented a Chinese drug patent

l inkage system by jointl y i ssuing the Implementing Measures

for the Mechanism for the Early Resolution of  Pharmaceuti cal

Patent Di sputes (Tria l  Implementation)  (药品专利纠纷早期解决机制

实施办法 (试行)) ) . 

To fur ther suppor t the implementation of  the drug patent

l inkage system, on July 5, 2021, the PRC Supreme Cour t i ssued

the Provi sions on Several  Issues Concerning the Appl i cation of

the Law in the Tria l  of  Civi l  Di sputes Over Patents of

Pharmaceuti cal s for Which Registration i s Appl ied (关于审理申请

注册的药品相关的专利权纠纷民事案件适用法律若干问题的规定) to speci fy

the judicia l  proceedings for the drug patent l inkage system;

and CNIPA i ssued the Measures for the Admini strati ve Rul ings

in Connection wi th the Mechanism for Earl y Resolution of

Pharmaceuti cal  Patent Di sputes (药品专利纠纷早期解决机制行政裁决

办法) to clari fy the admini strati ve proceedings for the drug
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patent l inkage system.  

The Chinese drug patent l inkage system, the so-cal led Drug

Patent Di spute Early Resolution Mechanism, l inks Chinese drug

marketing authori zations to the patent status of  an

originator ’s brand name drugs. Thi s system intends to resolve

drug patent di sputes between originators and generi c drug

appl i cants in  the early stages through a judicia l  or an

admini strati ve proceeding before the relevant generi c drugs

are approved for marketing.

 

Though i t remains to be seen to what extent patentees or

MAHs of  brand name drugs can leverage the Chinese patent

l inkage system to resolve potentia l  patent di spute at an early

stage, th i s newly establ i shed Chinese patent l inkage system

would procure both innovative and generi c drug appl i cants to

proacti vely and comprehensively evaluate and assess thei r

patent prosecution and enforcement strategies, as wel l  as

regulator y and product market access strategies at an early

stage. 

A  new chapter  f or  medical  devices  regulat ion 

On June 1, 2021, the long-awai ted Medical  Devices Regulations

(New MDR)  came into ef fect. Subsequently, NMPA publ i shed

implementing rules and drafts such as the Measures for

Medical  Device Emergency Approval  (医疗器械应急审批程序), the

Measures for the Admini stration of  the Registration and Record

Fi l ing of  Medical  Devices (医疗器械注册与备案管理办法), draft

Measures for Regulation of  the Manufacturing of  Medical
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Devices  (医疗器械生产监督管理办法), draft Measures for Regulation

of  the Distribution of  Medical  Devices  (医疗器械经营监督管理办

法), and draft Guidel ines on Good Cl in i cal  Practi ce for Medical

Devices (医疗器械临床试验质量管理规范). The New MDR together

wi th these anci l l ar y ru les and drafts reshape the medical

device regulator y l andscape in China and begin a new chapter

for medical  device regulation. 

In  brief, the New MDR tries to stri ke an appropriate balance

between innovation and compl iance, and 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

mul tiple measures to speed up market access of  products wi th

cl in i cal  value, including permi tting the use of  sel f- inspection

repor ts in  l i eu of  type-testing repor ts i ssued by government-

designated testing centers, green channels to accelerate

patients in  China to have access to innovative products,

expanded compassionate access to investigational  medical

devices at cl in i cal  stage, condi tional  approval s and priori ty

review of  cer tain medical  devices wi th apparent cl in i cal  value

or addressing unmet cl in i cal  needs, emergency use

authori zation by NMPA for medical  devices not yet marketed in

China so as to address publ i c heal th emergency, etc. 

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

robust compl iance program to fu l f i l l  enhanced regulator y

obl igations under the New MDR. Wi th the rol l ing out of  the

MAH system national  wide, 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 l i fe cycle.

MAHs wi l l  be facing increasing severe penal ties under the New
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MDR for thei r non-compl iance, and the New MDR introduces

personal  l i abi l i ty on responsible individual s of  MAHs,

including income conf i scation and l i fetime debarment. 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 10 years. 

Overarching Cosmet ic Super vis ion and A dminis t rat ion

Regulat ion of  China 

The Cosmetic Super vi sion and Admini stration Regulation of

China (CSAR) , which became ef fecti ve on Januar y 1, 2021,

replaced the old regulation that had been implemented for

over 30 years. In  2021, NMPA i ssued several  anci l l ar y ru les to

suppor t the implementation of  CSAR, including the Measures

for the Admini stration of  the Registration and Record Fi l ing of

Cosmetics (化妆品注册备案管理办法), the Provi sions for the

Admini stration of  the Registration and Record  Fi l ing

Information of  New Cosmetic Ingredients (化妆品新原料注册备案资

料管理规定), the Measures for the Admini stration of  Cosmetic

Product Label ing (化妆品标签管理办法), the Measures for

Regulation of  thee Manufacturing and Deal ing of  Cosmetics (化

妆品生产经营监督管理办法), the Provi sions for Regulation of

Cosmetics for Chi ldren (儿童化妆品监督管理规定), and the

Technical  Guidel ines for Cosmetic Safety Assessment (化妆品安全

评估技术导则). 

The CSAR ref lects the NMPA’s ri sk-based approach to regulate

cosmetic products. For example, NMPA only requi res cer tain
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high-ri sk  new ingredients (e.g. ,  preser vati ves, sunscreen

ingredients, colorants, hai r dyes and whi tening agents)  to go

through the regi stration process whi le low ri sk  new ingredients

can be noti f i ed wi th NMPA. Fur ther, impor ted general

cosmetics now can be exempted f rom animal  testing

requi rements i f  i ts safety can be suppor ted by adequate safety

assessment and a Cer ti f i cate of  Good Manufacturing Practi ce

(GMP) . From Jan. 1, 2022, a l l  cosmetic product appl i cants are

requi red to submi t product safety assessment documents when

they regi ster or noti fy cosmetic products wi th NMPA or i ts local

counterpar ts. 

Notably, CSAR l i f ted the bar for the label l ing and cla ims of

cosmetic products. I t requi res that any functional  cla ims of

cosmetic products must be suppor ted by suf f i cient scienti f i c

evidence. Cosmetic product manufacturers wi l l  have to di sclose

a summar y of  such scienti f i c evidence on the designated

websi tes. 

Not surpri singly, simi lar to the New MDR, CSRA al so enhances

cosmetic l i cense holders’ regulator y and compl iance

obl igations in  relation to product safety and qual i ty

throughout the enti re product l i fe cycle. Foreign cosmetic

l i cense holders may delegate par t of  such regulator y

obl igations to a Chinese local  agent; however, foreign cosmetic

l i cense holders could be subject to product impor t bans of  up

to 10 years)  for thei r violation of  CSRA and refusal  to accept

penal ties under CSRA. 

Reigning in  the surge of  onl ine hospita ls
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With the promulgation of  three key regulations concerning

onl ine hospi ta l s and telemedicine in 2018, the number of

onl ine hospi ta l s i s surging and has reached a new high in 2021.

From June 2021, over 1600 onl ine hospi ta l s have been

providing medical  consul tations and prescriptions through

onl ine platforms. However, the role and boundar y of  ser vi ces

offered by onl ine hospi ta l s have been contentious. 

The National  Heal th Commission released the draft Rules for

the Regulation of  Telemedicine (互联网诊疗监管细则) in Oct. 26,

2021 wi th the aim to fur ther guide and standardize onl ine

medical  practi ces (New Telemedicine Rules) . Among others, the

New Telemedicine Rules requi re a l l  physi cians and patients to

di sclose and veri fy thei r identi ty on telemedicine platforms.

The medical  ser vi ces provided by physicians must not be

replaced by AI software or non-physicians. 

In  par ti cular, physi cians are prohibi ted f rom l ink ing thei r

income to pharmaceuti cal  products and medical  examinations,

and they must not improperly refer patients to onl ine hospi ta l s

or request patients to purchase medicines or consumables at a

pharmacy designated by them. Thi s restri ction chal lenges

exi sting practi ces regarding how physicians can be motivated

and paid through telemedicine ser vi ces. The New Telemedicine

Rules cal l  for a more transparent and orderly development of

onl ine hospi ta l s and telemedicine ser vi ces.  

Out look f or  2 0 2 2
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With fundamental  l aws in the l i fe science sector coming into

shape, i t i s expected that more legi slation wi l l  be introduced

to enri ch and restructure the legal  f ramework in order to

reform in i ti ati ves at a deeper level . Increasingly i t i s l i kely

there wi l l  be more implementing rules accompanying newly

amended laws and regulations for drugs, medical  devices and

cosmetics. The regulator y paradigm for onl ine heal thcare

ser vi ces i s becoming more transparent. The draft measures are

expected to be f inal i zed in 2022 and the regulator y trends in

l i fe science and the heal thcare sector wi l l  continue to embrace

innovation, encourage transparency and orderly market

competi tion, and endorse market players that can of fer h igh

value to patients and at the same time meet wi th compl iance

requi rements.  
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