Pacific Bridge Medical’s Report On Orphan Drugs And Rare Diseases
In China

On May 22, 2018, China's government issued a List of Rare Diseases. This List was jointly
issued by the — 1. National Health Commission, 2. the Ministry of Science and Technology,
3. the Ministry of Industry and Information Technology, 4. the China Food and Drug
Administration, and 5. the State Administration of Traditional Chinese Medicine. Itis a
landmark government document. This rare disease list will be taken as a reference and
basis for the prevention, screening, diagnosis and rehabilitation of rare diseases, as well as

the development of relevant R&D, insurance, medical assistance policies, etc.

Responsibility

The Expert Committee for the Diagnosis, Treatment and Protection of Rare Diseases under
the National Health Commission (namely the MOH) is responsible for providing
technical support and policy suggestions. The Office of the Expert Committee is

responsible for receiving, summarizing and sorting out the new rare disease applications.

Next update of rare disease list
The list of rare diseases will be updated. However, in principle, it will be at least 2 years from
May 22, 2018 until the next update.

Inclusion Criteria

The diseases to be included in the Rare Disease List shall meet all of the conditions below:

1) There is international or domestic evidence indicating a low incidence or
prevalence;

2) The disease will cause great harm to patients and their families;

3) Thereis a definite method of diagnosis;

4) There is a financially affordable treatment or intervention means, or if there is no
effective treatment or intervention means, it shall be included in the national special

scientific research.

Who is eligible to make the application

Relevant state departments, provincial health administrative departments, national
industry institutes/associations, and relevant NGOs registered with the Ministry of Civil
Affairs may apply for the inclusion of a rare disease into the List and submit the
materials to the Office of Expert Committee. Also, please see the “Other” section on the
bottom of page 3.
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Application Materials for the application

The application materials should include the following:

1) Basic conditions of the disease. It includes the name of the disease (in English and
Chinese), incidence or prevalence, the sex, age of onset, diagnostic criteria, treatment

(including drugs), prognosis (including survival), etc.
2) What is the annual cost of treatment in China; and is there insurance.

3) Management of diagnosis, treatment, medical insurance? Outline the social assistance

(or insurance) for the disease in other major countries or regions;
4) Data sources and references for the above materials;

5) Applicant information, contact person and contact information, such as mailing

address, telephone number and email address.
6) Other supporting information, clinical data, and documents.
7) Please keep in mind this is a very detailed application with detailed data and support

from clinical papers.

Procedure to add a new rare disease
1) Before officially applying to add a rare disease, the applicant should identify the

appropriate Chinese KOLs and key Chinese associations and lobby them.
2) Submit application

3) After receiving the application materials, the Office of the Expert Committee shall
conduct a preliminary review. If the materials do not meet their requirements, the

applicant will be required to submit additional supplements and documents.
FYI, the contact information for the Office of the Experts Committee is:
Office of the Experts Committee

Address: No.1 Shuaifuyuan, Dongcheng District, Beijing 100005

Tel: 86-10— 69154259

Email: RD@NHFPC.GOV.CN

4) TheOffice ofthe Expert Committee will review and summarize the application materials
and send a report to the National Health Committee and propose to hold a symposium

in due course.
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5)

6)

7)

8)

The National Health Committee will organize a larger meeting with all members of the
Expert Committee according to the recommendations and application status fromthe
Office ofthe Expert Committee and invite other experts in relevant fields to join in the

discussion.

The Expert committees and other experts in the related fields shall, in accordance with
the Inclusion Criteria, form a List (Exposure Draft) and submit the draft List to the

National Health Commission with the signatures of the experts.

The National Health Committee will then seek comments from the relevant state
departments, provincial health administrative departments, national industry
institutes/associations, and relevant NGOs registered with the Ministry of Civil Affairs.
Based on this feedback, the NHC will decide whether or not to organize another
meeting. If no other meetings are planned, the rare disease will be accepted, and then
be released to the public on the NHC website. In some cases, the application may be
rejected.

In general, we suggest you proceed ASAP so that there is sufficient time for pre-

meetings, etc.
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The list of rare diseases
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