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We would like to wish you all a Happy Chinese New Year and hope the Year of the Rat will be filled with 
happiness, strong health, and prosperity. We thank you for your continuous trust and support - and look 
forward to welcoming you in our new offices in Jing An in the new year. 

Presently, the Chinese government with assistance from many international health organizations is working 
extremely hard to stop the spread of the coronavirus. As I write this New Year Regulatory Update, more than 
14.000 people are infected and the virus is still not on the decline. Although the coronavirus seems less fatal 
than both SARS and MERS, it is yet very much unknown and all measures are employed to avoid it’s spread – 
both within China and internationally. In that regard, we would like to ask for your help. China is in urgent need 
of the following items;

Dear Friends and
Family Members of the CRC team,

intro-
duction

Mette Knudsen
CEO of Knudsen&CRC

• Medical protective gown with adhesive closure
• Disposable medical cap
• Medical disposable shoe cover
• Medical protection mask (N95 GB19083-2010)
• Surgical mask (YY0469-2011)
• Safety goggles
• Protective face shield

Please write to me directly if your company would like to assist in procuring or donate any of these much 
needed items; mette@knudsenchina.com

Special Notice : In accordance with local government implementing regulations, all staff will be working 
remotely from February 3rd. Our physical offices are closed until February 10th. We can be reached on our 
emails including info@knudsenchina.com

• Disposable isolation gown
• Nitrile glove
• Sterile glove
• Medical alcohol (75%)
• Disinfectant
• Non-contact forehead thermometer

mailto:mette%40knudsenchina.com?subject=
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Regulatory Highlights in 2019

The Chinese government continues to improve food 

safety with hundreds of new regulatory guidelines, 

laws and regulations.

Within general food safety, SAMR intensified 
post-market sampling and testing efforts with 
particular focus on high-risk food products, such as 
special dietary food, FSMP and infant formula food. 
In November, the State Council issued a revised 
regulation on the implementation of the Food 
Safety Law. The new regulation underscored an even 
tougher supervision, requiring local governments 
above district levels to establish a uniform and 
authoritative supervision mechanism to enhance 
regulatory capacity building.
http://www.gov.cn/zhengce/content/2019-10/31/
content_5447142.htm

The efforts on monitoring the compliance of food 
upon importation was likewise increased – and in the 
Shanghai ports, the word said that during December 
up to 50 percent of all imported food were deemed 
non-compliant - resulting in many containers being 
returned or products destroyed.
As the Chinese food industry is under rapid 

general
food

development, the list of approved ingredients 
was expanded during 2019. During November and 
December 2019, The National Health Commission 
approved 6 new food spices and condiments 
(Curcuma longa L., Piper longum L. , Crocus sativus 
L. ,and more), 11 general food additives including 
vitamin K2 (synthesis method) and glucoamylase, 
and more) as well as 17 new food contact materials. 
The approval of some new general food ingredients 
also include applications such as formulated milk for 
children and pregnant women.
http://zwdt.wsjd.gov.cn/wjw/index.jsp

Our Advice for 2020; 
Apply for a pre-approval of your product labels 
prior to importation into China and comply strictly 
with regulations for marketing especially regarding 
functional benefits. 

The Consumer Trends for 2020:
“Everything Healthy” such as plant-based meat, low 
carb products, low fat yoghurts.
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Improved opportunities for health 
food supplement brands in China

In early 2019, the Chinese government launched a 
“100 day campaign” to stem illegal and unethical 
practices across China’s health food and supplement 
sector. The State Administration for Market 
Regulation, along with 12 other government 
ministries and agencies were mobilized resulting in 
more than 21,152 cases of
non-compliance with a case value of 13.020 billion 
RMB. The national campaign was followed up by 
similar initiatives on district level. What came, as 
a surprise to many supplement brands was the 
increased supervision of not only product safety,
but marketing, communication and sales strategies.

Last October, SAMR published “The Administrative 
Measures on Health Food Raw Material Directory 
and Health Function Directory”. The new measure 
provides the opportunity for supplement brands to 
apply for approval of new health function claims or 
new health food raw materials. This announcement 
was welcomed by the industry in general as the 
health food functions as well as the raw materials 
for health food filing has limited many overseas 
supplement brands from entering the Chinese 
market. The application should be supported by 
relevant research including clinical trials.
http://gkml.samr.gov.cn/nsjg/fgs/201908/
t20190820_306117.html 

http://gkml.samr.gov.cn/nsjg/fgs/201908/t20190820_306117.html  
http://gkml.samr.gov.cn/nsjg/fgs/201908/t20190820_306117.html  


In November 2019 SAMR issued an updated 
excipient list for Health food filing adding 17 more 
excipients including general food additives such as 
phospholipids, octyl and decyl glycerate, as well as 
fruit and vegetable powders.
http://gkml.samr.gov.cn/nsjg/tssps/201911/
t20191106_308220.html 

The expansion of the excipient list was good news 
for many Western vitamins and supplement brands 
that adds fruit and vegetable powders to improve 
the taste and create more varieties of supplements.

Our Advice for 2020; 
Use the health food filing option to get your products on the market – meanwhile apply for approval of 
functional healthfood. The Chinese market for health food is the biggest in the world – and will only increase 
in the future.
 
The Consumer Trends for 2020:
Supplements targeting Chinese modern life-style; cholesterol, blood pressure and immune system. Pediatric 
supplements.

In December 2019, Chinese government issued an 
updated approved list for Cross Border E-commerce 
retail (CBEC) import adding up almost 100 new items 
- total of 1413 items. As many brands use CBEC as a 
test model before entering into retail, the news was 
welcomed by the industry. The full list of products 
approved for CBEC; 
http://gss.mof.gov.cn/gzdt/
zhengcefabu/201912/t20191227_3451448.
htm?from=timeline&isappinstalled=0
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The cosmetic regulatory framework was under 
continuous change from the beginning of 2019. 
The new guidelines aim to place the responsibility 
of product safety on the brand owners and their 
manufacturers, while actively engaging the 
consumers to take part in the market supervision.

The new guidelines for responsible agent is a 
much stricter version of Europe’s guidelines for 
“Responsible Person” and requires imported brands 
to register their products with a legal entity in China. 
The responsible agent and the distributor in China 
are required to comply with a long list of specific 
requirements - including frequent reporting and 
inspections by NMPA. 

Finally, NMPA have updated the cosmetics consumer 
application and thereby greatly facilitated consumer 
reporting of adverse reactions and other complaints.

At the end of the Chinese year of the Pig,
the State Council finally passed the draft of the 
much awaited CSAR, “ Regulations on Supervision 
and Administration of Cosmetics”; 
http://www.gov.cn/premier/2020-01/03/
content_5466352.htm  

The details in the regulations including the removal 
of mandatory animal test for imported cosmetic 
product registration are not yet announced.
That said; for the third consecutive year post-market 
surveillance in 2019 did not include animal test - and 
as the government’s top-priority is consumer safety, 
it is highly unlikely that animal test will be
re-introduced as part of post-market surveillance. 
We will share the detailed guidelines for CSAR as 
soon as it is announced.

Our Advice for 2020; 
Begin preparing your China strategy now; ownership 
of registrations, legal entity, trademarks, ingredient 
screenings, documentations, and more. 

The Consumer Trends for 2020:
Men’s skincare and color cosmetics,
ethical/sustainable cosmetics, more color cosmetics.

cosmetics
New CSAR and responsible 
agent guidelines in China; strict 
requirments for cosmetic brands

http://www.gov.cn/premier/2020-01/03/content_5466352.htm 
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During 2019, NMPA implemented a number of 
initiatives with the objective to keep pace with 
the internationally harmonized format for filing of 
medical devices for market approval, and enable a 
more efficient approval process. 

In June 24, NMPA implemented the Electronic 
Regulated Product Submission system (E-RPS). The 
E-RPS system displays the application requirements 
for medical device registration in China and includes 
a directory listing (ToC) of the International Medical 
Device Regulators Forum’s (IMDRF) Regulated 
Product Submission (RPS) project, which will provide 
the registered applicants with the guidance on 
medical device registration submission process.

With the new system in place, applications can 
be submitted online and it will enable NMPA to 
strengthen post market surveillance as they can 
now use the online records in pre-market submission 
in the event of adverse reactions. The new system 
should help further standardization of the technical 
requirements in the submission material. 

New E-RPS and UDI systems; 
innovation and standardization of 
the management and supervision 
of medical devices

medical
devices



In August 27, the NMPA issued the “ Medical Device 
Unique Identification (UDI) System Rules “.
The new system was officially implemented 
on October 1, 2019. The objective with the UDI 
system is to further strengthen and innovate the 
management and supervision of medical devices 
as well as improve the consumer safety. The unique 
device identification (UDI) is the electronic identifier 
of the medical device that includes the Device 
Identification (DI) and the Production Identification 
(PI) codes. NMPA has also established a special UDI 
database where the applicants shall upload, maintain 
and renew the product identification and related 
data after the medical device is approved.

In addition to these new initiatives to innovate 
and streamline the management and supervision 
of medical devices, the Chinese governments 
expanded the Shanghai medical device pilot program 
to 21 provinces/municipalities in China. The aim is 
to establish a nationwide Medical Devices Market 
Authorization Holder (“MAH”) System – hopefully 
already in 2020.

Our Advice for 2020; 
Keep updated with the expansion of the pilot program and the MAH system – it may become a national 
system in 2020.
 
The Consumer Trends for 2020:
Medical devices that targets China’s health challenges such an aging population, Western lifestyle diseases, 
and long distance surgery by surgical robots. 



from our 
community

Since the announcement of the first Leaping Bunny Pilot 
Project in November 2018, the CRC team and Bulldog’s 
teams in the UK has been working closely together to secure 
a successful launch of the “Mans Best Friend” products in 
China. Therefore, with a lot of pride we are very happy to 
finally find the results of our successful teamwork in the 
Watson’s stores around Shanghai.  

On behalf of the entire CRC team, we would like to 
congratulate Bulldog for their commitment to the pilot - 
and great team spirit during the many hours of hard work. 
During the process, we all became great fans of the Bulldog 
products  – and are confident of Bulldog’s future success in 
China!

The presentation marked an important milestone in the 
work on the Leaping Bunny China as the first public speech 
on the CFI’s work and the China pilot was presented at 
a government-invested conference. One of the pilot’s 
objectives is to provide information on animal tests of 
cosmetics and alternatives - as well as engage actively 
in the discussions of regulatory changes. Based on the 
many inquiries and meeting requests received after the 
conference, the presentations were very successful – and 
will be followed by more presentations in China in 2020.

On October 2019, Bulldog Skincare for Men 

successfully launched in China as the first 

International Skincare Brand in the Leaping 

Bunny Pilot Project.

During the Oriental Beauty Valley’s Cosmetics 

Conference in November 2019, Michelle Thew 

(Cruelty Free International) and Mette Knudsen 

(CRC team) delivered a presentation of Cruelty 

Free International’s work and the Leaping Bunny 

China Pilot project.


