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ROPES & GRAY has one of Asia’s most active and  
experienced China life sciences regulatory prac-
tices. Our bilingual team of regulatory attorneys  
advises clients on matters arising from investment  
and business transactions, as well as on daily  

issues clients face in interactions with the National  
Medical Products Administration (NMPA), the  
National Health Commission (NHC) and the State 
Administration of Market Regulation (SAMR), 
and other agencies.

FULL-SPECTRUM PRODUCT LIFE CYCLE SERVICES

Ropes & Gray’s China-based attorneys work closely 
with each other and with colleagues across the firm  
to provide services at all stages of the product life cycle. 
We work with pharmaceutical, biotechnology and medical 
device companies on a wide range of commercial and 
regulatory matters, including early-stage discovery, clinical 
studies, product registration, pricing, reimbursement, 
promotional practices and product safety matters.
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PRODUCT APPROVALS

 

We advise on product development 
and registration strategies, including 
good laboratory and clinical prac-
tices, for drugs, biologics, medical 
devices and food additives. We also 
assist in selecting appropriate regula-
tory pathways.

Representative Experience
 ASSISTING global pharmaceutical 
and medical device companies in a 
wide range of matters relating to fast 
track approval pathways and clinical 
study compliance in China

 HELPED several U.S.-headquartered 
medical device manufacturers define 
strategies for product registrations, 
establishment of commercial operations 
and distributor management 

 ADVISED several biotech companies 
on the regulatory pathway for their 
cutting-edge immunotherapy and 
stem cell therapies

MARKET ACCESS
 

We offer advice to help pharmaceutical 
and medical device manufacturers 
develop pricing, reimbursement and 
tendering strategies.

Representative Experience
 EVALUATED existing and proposed 
pricing rules on a patented, first- 
in-class new chemical entity for a 
pharmaceutical manufacturer

 ADVISED several of the world’s 
leading pharmaceutical and 
medical device companies on issues 
associated with collective tendering 
and hospital procurement

 ANALYZED the impact of 
reimbursement rules on cardiac and  
orthopedic implants for several  
major medical device manufacturers

LABELING & PROMOTION
 

We provide counsel on labeling, 
advertising and other promotional  
activities in China.

Representative Experience
 ANALYZED potential risks associated 
with patient access programs and 
other direct-to-patient marketing 
activities for one of the world’s 
leading pharmaceutical companies

 ADVISED several pharmaceutical 
companies and digital health 
platforms on compliance issues 
related to internet-based interaction 
with physicians and patients

 ASSISTED several multinational 
pharmaceutical and medical device 
companies on enforcement risks 
arising from off-label promotion



GLOBAL REACH

Ropes & Gray serves clients through  
a global network of offices in the world’s 
major centers of business, finance,  
technology and government. Across 17 time 
zones, more than 1,300 attorneys based  
in Asia, Europe and the United States  
collaborate seamlessly to provide clients  
with the high-quality representation and  
uncompromising, round-the-clock service 
that have made Ropes & Gray one of the 
world’s premier law firms.

PHARMACEUTICAL LIFE CYCLE MANAGEMENT
Attorneys in Ropes & Gray’s regulatory practice work 
closely with those in our highly regarded IP rights 
management and IP litigation practices to provide clients 
with essential strategic advice on statutory provisions that 
confer exclusive marketing rights on qualifying products.

Representative Experience
 ADVISED several leading biopharmaceutical companies 
on biosimilar strategies in China

 COUNSELED a biopharmaceutical company on the 
implication of the new drug monitoring period related 
to its first-in-class small molecule to be locally produced  
in China

 ADVISED leading Japanese pharmaceutical companies 
on strategies for defending their intellectual property 
rights during the NMPA’s product approval process

DUE DILIGENCE REVIEWS
Companies engaged in mergers, acquisitions and other 
corporate transactions seek our advice on conducting due 
diligence reviews and on NMPA-related issues that arise 
during such transactions.

Representative Experience
 ASSISTED a U.S.-based biopharmaceutical company in 
its proposed manufacturing and distribution joint ventures 
with a leading Chinese branded generics manufacturer

 REPRESENTED a global medical device manufacturer in 
its proposed acquisitions of Chinese orthopedic implants 
manufacturers

 ADVISED several leading health care-focused investment 
funds in their proposed investment in pharmaceutical, 
medical device and cosmetic companies that have a 
presence in China

BUSINESS-RELATED SERVICES

In addition to assisting clients throughout the product life cycle, Ropes & Gray’s China-based team  
advises companies on a range of key business-related issues.

 Katherine Wang is in demand for her “incisive analysis 
of the ever-changing regulatory landscape in China, 
  where her combination of strong analytical skills, 
sound judgement and access to regulatory offices 
 has made her an unmatched resource.”  
     —Chambers Asia-Pacific 2018: China Life Sciences
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CHINA CONTACT

GLOBAL CONTACTS

MARKET PERCEPTION

  Chambers Asia 2014 – 2020: Asia-Pacific’s 
Leading Lawyers for Business 
Recognized in Band 1 as a top-tier “Life 
Sciences” practice in the Asia-Pacific 
region and in China, with multiple attorneys 
ranked as leaders in the field.

  Chambers Global 2008 – 2020: The 
World’s Leading Lawyers for Business
Ranked internationally as a leading “Life 
Sciences” practice, with multiple attorneys 
listed as leaders in the field.

  Chambers USA 2007 – 2019: America’s 
Leading Lawyers for Business
Ranked as a leading national  
“Life Sciences” practice, with multiple 
attorneys listed as leaders in the field.

  Chambers USA 2008 – 2019: America’s 
Leading Lawyers for Business
FDA practice ranked in Washington, D.C. 
as a leading “Health Care: Pharmaceutical/
Medical Products Regulatory” practice, 
with multiple attorneys listed as leaders in 
the field.

      “The only firm I would go to is Ropes: 
                          with some other firms, I have to educate the people, 
   but with Ropes I can learn something.”  
                          —Chambers Asia-Pacific 2018: Asia Life Sciences


