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Accelerating the establishment of approval mechanisms to promote interconnectivity of pharmaceuticals
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first successful application of such preparations out-

of Traditional Chinese Medicine has suc-
cessfully sent five "in-house preparations”

to Macau for clinical application, the

side Mainland China. It is also a successful attempt
at the interconnection of traditional Chinese medi-
cine in the Greater Bay Area.

Mainland China has valuable pharmaceutical re-
sources, and the Government has proposed a
long-term plan to approve pharmaceuticals registra-
tion independently in the recently released policy ad-
dress. The progress of the plan should be accelerated
to achieve interconnection with the mainland phar-
maceutical industry, further leveraging Hong Kong's
advantages, and promoting high-quality pharmaceuti-
cals and equipment to the international market, mak-
ing Hong Kong a gateway for Chinese medicine to
"go global".

Some fixed prescription preparations by mainland
medical institutions are mostly developed based on
the clinical experience of renowned Chinese medi-
cine practitioners, thus being effective, safe, reliable
and quality-controlled. The application of Guang-

dong's "in-house preparations” in Macau not only

provides more choices for Macau patients, but also
enhances the popularity of mainland Chinese medi-
cine abroad, which is beneficial to the construction
of the Greater Bay Area as a highland for Chinese
medicine and the internationalisation and standardisa-
tion of Chinese medicine.

Hong Kong has a rich tradition of traditional Chi-
nese medicine (TCM) culture and extensive interna-
tional connections. It has consistently sought to ad-
vance cooperation with the mainland Chinese TCM
sector, aiming to promote the high-quality develop-
ment of TCM in both regions. Currently, in order
for drugs to be registered in Hong Kong, they must
obtain two Certificates of Pharmaceutical Product
(CPP), which subjects Hong Kong drugs to the regu-
latory approval mechanisms of European and Ameri-
can countries.

The Chief Executive, John Lee, announced in his
latest policy address that a new "1+" mechanism will
be established within this year, reducing the require-
ment for CPP certificates for new pharmaceuticals
treating serious or rare diseases to one, allowing Chi-
nese medicines already registered in the mainland to
come to Hong Kong without barriers. In the long

run, a "first-level approval" system should be estab-

lished, no longer relying on other pharmaceutical reg-
ulatory authorities, and directly approving pharma-
ceuticals based on clinical data in Hong Kong.

Under this mechanism, not only can Chinese medi-
cine be used in Hong Kong without barriers, but al-
so newly developed pharmaceuticals from the main-
land can be approved and used in Hong Kong, and
then go global.

Hong Kong has a high recognition of traditional
Chinese medicine culture and, as an international
free trade port, it is in a leading position in tradition-
al Chinese medicine research and trade, and in the
exploration of international markets.

During the National People's Congress and the
Chinese People's Political Consultative Conference,
Mr Ko Wing-man, a member of the National Com-
mittee of the Chinese People's Political Consultative
Conference and the former Secretary for Food and
Health, suggested promoting the coordinated develop-
ment of the entire industry chain of traditional Chi-
nese medicine between the mainland and Hong
Kong and Macau, exploring the innovative coopera-
tion model of "research and development in Hong
Kong and Macau, industrialisation in the mainland,

and markets overseas".

In the future, once Hong Kong establishes a phar-
maceutical approval mechanism, it will be in a better
position to establish a mechanism for exchanges and
cooperation in traditional Chinese medicine research
with the mainland, jointly nurturing traditional Chi-
nese medicine products with independent intellectual
property rights.

In order to achieve the objective of registering
pharmaceuticals and medical devices under the "pri-
mary evaluation" approach, the Government plans
to set up the Hong Kong Centre for Medical Prod-
ucts Regulation next year, showing the government's
determination and action to implement related poli-
cies.

However, some industry insiders have pointed out
that, referring to foreign experience, the establish-
ment of an approval mechanism may take as long as
8 to 10 years.

In this regard, the Government needs to have a
sense of urgency and establish a cross-departmental
team to drive policy implementation.

The goal should be to simplify the approval proce-
dure as much as possible under the principles of sci-

ence and achieve the objective at the earliest opportu-

nity. * ik
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The project is going on swimmingly.We can

have it finished before deadline.
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The dinner party went swimmingly until he ap-
peared out of the blue.
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In the last three years, many small businesses
were just trying to keep their heads above water.
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We don't know how we can keep our heads
above water if prices go on soaring.
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His wife has just passed away and his health is
getting worse. Still, he keeps his head above wa-
ter by being optimistic and practising calligraphy.
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You'd better swim with the tide and get used
to shopping via mobile apps.
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You don't have to swim with the tide if you
don't want to. Make your own decisions.
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