What is a Domestic Responsible Agent?
The Domestic Responsible Agent concept was first introduced
into the Chinese legal cosmetics regime by the Notification 2017
No.7. Initially the concept was trialed in the Shanghai Pudong
New Area. After a successful trial the program has now
extended to cover all of China.
The concept of Domestic Responsible Agent was (and indeed
remains) that in respect of imported cosmetics there must be a
party situated in China that can be held accountable in the event
of a safety issue arising in respect of such product. The
Domestic Responsible Agent is a pre-requisite to apply for a
NMPA Product Registration – and therefore in order to have a
product registration in China means you will need to have a
Domestic Responsible Agent. For this reason, international
brands that have limited themselves to cross border ecommerce
did not need NMPA product registrations and therefore did not
require a Domestic Responsible Agent.

What has changed?
Although, the Domestic Responsible Agent has been in place
since 2017 the regulations are requirements were relatively lax.
There was no specific qualification, no requirement to have a
quality management system (QMS), no requirement on
personnel, no recall systems in place. Although there was an
obligation upon the Domestic Responsible Agent in respect of
quality and safety these requirements were vague. The
Regulations on Supervision and Administration of Cosmetics (化
妆品监督管理条例) have changed this dramatically. The
Domestic Responsible Agent now must meet specific (rigorous)
requirements and are subject to very serious potential liability
(major fines, employment bans and even criminal liability).

Who can be a Domestic Responsible Agent?
Legally, the main requirement is that the Domestic Responsible Agent must be
established in China. Initial reports are that the NMPA is carrying out rigorous onsite inspections and grading of Domestic Responsible Agents. Unqualified
candidates will not be permitted to act as Domestic Responsible Agent.
Accordingly, the Domestic Responsible Agent for international brands in China are
likely to be one of the following:

1) Chinese Distributor (or JV or other partner)
We have some experience with international cosmetics companies
using their distribution partners as a responsible agent. Based on
this experience our measured, technical legal advice in the past was
NO, NO, NO, NO. The difficulty is that often the Chinese distributor
will not follow the rules laid down by the international brand and that
also having the NMPA registration in its name does give a lot of
leverage to the distributor. The new regulations and especially the
greater scrutiny in screening Domestic Responsible Agents will likely
lead to many international brands going back to this model as they
will not, at least in the short term, have the resources to do this by
themselves.
Accordingly, if an international brand intends to appoint its Chinese
distributor to act as the Domestic Responsible Agents it is important
to: 1) select the right partner; 2) have a clear contractual basis; 3)
have an audit and supervision plan in place; and 4) an exit plan in
the event the relationship sours in the future. The exemptions for
animal testing will very likely lead to even more Chinese distributors
reaching out to hip brands who have not yet launched in China.
Make sure you pick the right one, have the right contract and keep a
close eye on them.

2) Regulatory Experts or Consultants
In the past in order to avoid providing the Chinese distributor with too much leverage
many international brands would appoint a third party – often a regulatory advisor or
even just an independent consultant. This is likely to be less common going forward
as 1) few of these third parties will meet the NMPA requirements or pass the
inspection; and 2) those who have sufficient experience will be very wary of the
potential liability (e.g. including responsibility for document submission authenticity;
product recall).

3) Wholly Foreign Owned Enterprise (WFOE)
China has a relatively liberal attitude to establishing WFOEs for cosmetic companies.
There are great advantages of using a WFOE – greater control, no misalignment
with a distributor (or JV partner) and having your own team on the ground. The
procedure is quite straightforward – you will need to apply for the establishment of a
WFOE that has a business scope that includes “sale and import of cosmetics” and
complete relevant registration formalities with customs. Generally, the establishment
of such a WFOE will require approximately 6 to 8 weeks. The main bottlenecks are 1)
the investor moving forward; and 2) a lease.
A WFOE which is intended to function at least in part as a Domestic Responsible
Agents will need to have an actual, physical office (i.e. not a virtual office). The
Domestic Responsible Agents must have an actual office as the NMPA will carry out
an on-site inspection as well as warehousing space. It should also be noted that if
the international brand intends to import products into China from ports other than
the local port where the WFOE is registered then a relevant filing of consignee
location must be completed on the NMPA system before imports can commence.
The WFOE will also be responsible for product distribution registration and also
report adverse reactions regularly.
In addition to office and warehouse requirements, as outlined above, the WFOE will
need to have a number of employees including specialists. If the WFOE will act as
Domestic Responsible Agent for a domestically manufactured product then the
WFOE will as applicant be required to hold the requisite quality and management
systems (QMS). We understand that there is relevant software available on the
market but the WFOE staff will need to be trained in such regard. If the WFOE will
be the Domestic Responsible Agent for an imported product then only the foreign
applicant and the production enterprise will need to provide the QMS.
It should be noted that the above are not pre-requisites to establishing a WFOE but
will need to be fulfilled if the WFOE should function as the Domestic Responsible
Agents.

Points to consider
The new 2021 exemption from animal testing for
certain imported cosmetics will lead to even
greater interest on the part of international
cosmetic brands.
China’s animal testing regime has meant many
cruelty free brands have avoided the China
market or only supplied via cross border
ecommerce. Accordingly, the vast majority of
international cosmetic brands do not have NMPA
registrations and therefore have not come across
the Domestic Responsible Agent concept in the
past.
However, in order to make use of the exemption
and trade more widely in China this will require
NMPA registrations and also appointment of a
Domestic Responsible Agent. Many brands will
establish WFOEs to support their market entry but
it is likely that in most cases the WFOE will not (at
least in the short term) will be able to meet the
requirements of being a Domestic Responsible
Agent. Accordingly, many such brands will need to
rely on Chinese partners. In such cases it is
crucial that international brands select the right
partners. This is one that understands the
business and has a team that can meet the
Domestic Responsible Agent requirements.
Regardless of the partner the international brands
should ensure that they have a detailed and
sound contract detailing the relationship and an
exit plan if the relationship does not work out. In
particular, international brands will be well advised
to ensure they keep as much of their IP and
business details confidential and also remain
involved in the China business so they can keep
of track of all developments.
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