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Scope and procedures for prior reporting of China's human genetic resources

information for external provision or open access.

I. The scope of prior reporting

applies to the provision or open access to human genetic resource information to overseas organizations,
individuals, and their established or de facto controlled institutions (hereinafter referred to as foreign entities).
The Chinese information owner shall report to the National Health Commission in advance and submit a backup
of the information.

Human genetic resource information includes data such as genes, genomes, transcriptomes, epigenetics,
and nucleic acid biomarkers such as ctDNA, as well as related information such as diseases and ethnicities.

Other data types that do not contain human genetic resource gene information do not need to be declared.

1. Prior Reporting Requirements
(a) Applicant Qualifications
A Chinese entity with legal person status.
(ii) Content of advance report
1. Providing or making available my country's human genetic resources information to foreign entities.
Purpose and use;
2. Information on my country's human genetic resources provided or made available to foreign entities,
and information backup status;
3. Basic information on foreign entities receiving human genetic resource information; 4.
Assessment of potential risks to the protection of my country's human genetic resources from providing
or making available to foreign entities.

(1) Precautions
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In the course of international scientific research cooperation that has obtained administrative approval or
international collaborative clinical trials that have been filed, if the Chinese unit provides human genetic resource
information generated by the cooperation to the foreign unit, and if the international cooperation agreement stipulates that
the information shall be used by both parties, there is no need to report or submit information backups separately in advance.
IIl. Types of Prior Reporting
(a) New construction
When providing or making human genetic resource information available to foreign entities, the Chinese
information owner must report to the National Health Commission in advance and submit a backup of the information.
Once the
applicant entity obtains a registration number, it may then share the human genetic resource information with foreign entities.
Provided or made available for use by the relevant unit.
(ii) Change
If the purpose, recipient, or other matters related to providing or making human genetic resource information
available to foreign entities change after prior reporting to the National Health Commission, a change report must be

submitted to the National Health Commission before the change is implemented.
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(1) Registration Process
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Note: If an applicant submits a written request to withdraw their prior report application, the National Health Commission

will terminate its review of the application.

IV. Online Pre-Report Materials

Serial Numper | Submitted Electronic Material Name Require

1. Advance Reporting Information Form Fill out on online platform

Documents proving legal person status, such as business licenses for enterprises, certificates of
legal person status for public institutions, or registration certificates for private non-
2. Documents proving legal person status

enterprise

units, should be uploaded as attachments to the prior report information form.

If applicable, please provide [e.g., paper manuscript, conference abstract, etc.].

DAC (Data Provider-Established Data Access Review Committee)

3 Other|supporting documents (Committee and corresponding management system) and DAA (Data Provider)

[Sharing agreements signed with users, etc.]

Upload as an attachment to the prior report information form

V. Application Acceptance
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Electronic application materials are received through an online platform. The platform's website is:
https://www.hgrg.net/loginy
VI. Registration Procedure
This registration process includes application and formal review.
(a) Online application
The applicant organization needs to log in to the backup platform (https://ngdc.cncb.ac.cn/hgrip) using its
online platform account (legal entity account) (https://www.hgrg.net/login) to submit information backup, confirm successful

backup, and obtain the information backup number.

The applicant's administrator (legal entity account) logs into the online platform to create a new project and
authorizes the applicant (individual account). The applicant then logs into the online platform and fills out the project form.
After the applicant completes the form and submits it for review by the administrator, the application materials are generated.
The administrator then downloads and uploads the signed and stamped review comments, and finally submits the formal
application.

(ii) Formal review

If the application materials are complete and meet the relevant requirements, registration will be granted; if the
application materials are incomplete or do not meet the relevant requirements, registration will be denied, and the reasons
for denial will be given; if the conditions for security review are met, the security review process will begin.

The National Health Commission will review applications for prior reporting based on the following circumstances.
The following actions were taken respectively:

1. If there are correctable errors in the application materials, the applicant may return them.
correct;

2. If the application materials are incomplete or do not conform to the legal requirements, registration will not be granted,

and the applicant will be informed of the reasons for non-registration in one go;


https://www.hgrg.net/login
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3. If the application materials are complete and meet the legal requirements, registration will be granted, a
registration number will be assigned, and the applicant may then provide or make available the human genetic resource
information to
foreign entities. 4. If the application meets the security review requirements, it will proceed to the security review process.
(1) Register the approved projects and assign a registration number. For projects that are conditionally approved,
the security review opinions will be fed back to the applicant unit. After supplementary materials are confirmed, the projects
will be approved and a registration number will be assigned.
(2) Projects that fail to pass the test will not be registered, and the applicant will be informed of the reasons for
non-registration in one go.
VII. Contact Information

(a) Inquiry: China National Center for Biotechnology Development (Address: 1st Floor, Building 4, No. 16, West

Fourth Ring Road, Haidian District, Beijing).

(i) Email inquiries: ycb@cnchbd.org.cn; (iii) Telephone inquiries:

010-88225151/88225168; (iv) Inquiry hours: 8:30-11:30 and 13:30-16:30 on weekdays.

VIII. Channels for Supervision, Complaints and Reports
(a) Telephone complaints: Discipline Inspection and Supervision Department of the National Center for Food Safety Risk Assessment
(i) Complaints via telephone:
010-52165515; (ii) Complaints via email: jishenchu@cfsa.net.cn; (iii) Complaints via letter:
Discipline Inspection and Supervision Department of the National Center for Food Safety Risk Assessment

Room (Building 2, No. 37 Guangqu Road, Chaoyang District, Beijing), Postcode 100022.
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