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Section A: General
A1: Purpose

THIS DOCUMENT HAS BEEN DEVELOPED with the purpose
of protecting human life and health, respecting and pro-
tecting the rights of participants, and regulating the ethics
review of medical research involving human specimens.

A2: Definition of biobank

The human biobank includes the collection, storage, de-
livery, and use of disease-related and health-related speci-
mens and related information or data.

A3: Basis and principles

The ethics review of a biobank shall comply with the relevant
national laws, regulations, and guidelines, mainly based on the
Regulations on the Administration of Human Genetic Re-
sources of the People’s Republic of China (2019)' and Reg-
ulations for Ethics Review of Biomedical Research Involving
Humans (2016)* adhering to the principles of informed con-
sent, benefit, and justice. At the same time, reference is made to
the International Ethical Guidelines for Health-Related Re-
search involving Humans (2016),? Ethical Regulations of Hu-
man Genetic Resources (2019),4 the Shanghai Standard for
Ethical Review of Humans (2015),5 Human Biological Mate-
rial: Ethical Issues and Policy Guidance (1999).° International
Declaration on Human Genetic Data (2003),” ISBER Best
Practices for Repositories (2018),8 Introduction to Bioethics
(2017),° and Guideline for Sample/Data Sharing Review
(2017).1°

A4: Applicable subjects

This document is applicable to those biobanks and related
ethics committees of medical and health institutions, uni-
versities, research institutions, and enterprises.

A5: Scope of human biobank

The scope of a biobank ranges from among the national,
provincial, regional, institutional, and laboratory levels.

A6: Regulatory and enforcement agencies

The national or provincial Ministry of Science and Tech-
nology agencies are responsible for administrative approval for
the collection and preservation of human genetic resources, and
the administrative departments for local Health Commissions
are responsible for the supervision and management of the
ethics review of biomedical research involving humans in their
administrative regions. Biobanks and ethics committees can
refer to this document.

Section B: Ethics Review

B1: Review materials for specimen collection
submitted by applicants to the ethics committee

Research projects involving human specimens must be
reviewed and approved by the ethics committee of an af-
filiation or a third-party ethics committee before initiation
of project.

B1.1: Application form for ethical review: includes in-
structions for filling out, commitment letter, approval
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authority and time, basic information about the project,
information about the applicant and donors, project over-
view, research process, donor population, privacy protec-
tion, benefits or risk, and so on.

B1.2: Research plan: the funded project includes the re-
search project task proposal or application proposal; the
project that is not funded needs to briefly explain the
specimen collection purpose, process, subject, sample size
estimation, and statistical analysis method of the research,
with special attention to the information of the sample type
and collection amount of samples.

B1.3: Information about the project leader: includes the
resume and research experience of the leader.

B1.4: In addition to the above documents, the following
documents should be submitted to the ethics committee for re-
view when applying for the establishment of a human biobank:

B1.4.1: The standardized operation procedures (SOP) of
the biobank.

B1.4.2: Material transfer agreement (MTA).

B1.4.3: Other related materials for ethics committees.

B2: Key points of ethical review for collecting
and preserving specimens

B2.1: The affiliation of the ethics review applicant should
be clear, such as the research project leader of the organi-
zation where the biobank is located, the director of the
biobank, or the project leader of the cooperating institution.

B2.1.1: Sample collection for the funded project should
include an ethical application according to research project
requirements; key points of review include the following:
research purpose, sample collection type, time limit of the
collection, sample collection quantity and justification of the
amount, and so on. A reasonable sample collection quantity
shall be formulated according to research purpose, sample
type, the donor age, and so on, to avoid excessive collection
so as to protect the rights of the donor.

B2.1.2: For sample collection projects initiated by re-
searchers of collaborating institutions or third-party in-
stitutions, it is also necessary to refer to the relevant
requirements of sample collection initiated by the above
research projects according to the research purpose. It is
necessary to note that the requirements of sample collec-
tion should be clear, the collection time limit should be
clear, and the sample collection amount should be deter-
mined according to the research purpose and the age of the
donor, so as to avoid excessive collection amount and
damage to rights of the donor.

B2.1.3: For the sample collection initiated by the biobank or
the researchers that are not funded and have not established a clear
purpose, the ethical review is encouraged when the samples are
put into storage. Collection can be carried out with a general
consent according to the general specifications of the sample
collection or the detection and testing requirements of the current
specimens. It is recommended to consult a third-party profes-
sional testing organization to clarify the specific requirements for
collecting samples and related information through the biobank,
so as to avoid collecting unqualified samples.

B2.1.4: The following conditions should be met for the
ethical application of a newly established biobank of an
institution or enterprise:

B2.1.4.1: The institution has legal standing.

B2.1.4.2: The purpose of collection is legal and clear.
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B2.1.4.3: The collection plan is reasonable.

B2.1.4.4: Has passed an ethical review.

B2.1.4.5: Has a corresponding specimen management
department and management system.

B2.1.4.6: Has places, facilities, equipment, and personnel
suitable for the sample collection and biopreservation.

B2.2: The qualifications, experience, and ability of the re-
searcher must meet the following requirements. The researcher
must be a member of the institution or meet the jurisdiction and
responsibility relationship of the regional ethics committee. For
applications that do not meet the requirements, the application
may be rejected or suggested to the corresponding institution.
The researcher has relevant research experience or background
and ability; for researchers below intermediate level or appli-
cants without corresponding research experience, it is neces-
sary to strictly review or consult with experts in the relevant
fields and avoid excessive research risks.

B2.3: The research plan is reasonable and sample size is
evidence based: the scientific nature of the research program
is an important basis for ethical review. For researcher-
initiated projects that are not sponsored by funding, it is
recommended that qualified institutions review the projects
recommended by two academic experts in related fields or
by the scientific academic committee. For the sample col-
lection initiated by the biobank, it is necessary to provide an
academic evaluation based on the discipline of the research
focus or the key research field of the institute.

B2.4: The risk and benefit ratio of the donor is reasonable.

B2.5: The standardization and comprehensiveness of the
informed consent form of the biobank (purpose, sample size
and type, privacy protection, procedures of sample withdrawals
and destruction, benefits, risks, feedback and disclosure of re-
search results, intellectual property rights, contact information,
etc.), and standardization of the informed consent procedure.

B2.6: The informed consent form must cover the privacy
protection and data security of the donor, the feedback and
disclosure of research results, procedures of sample with-
drawals and destruction, and so on. Projects involving in-
ternational cooperation (including partners that are foreign
institutions or a foreigner among the participants) need to
apply and become registered on the website of the Human
Genetic Resources Management Agency of the Ministry of
Science and Technology of China.

B2.7: It is recommended to sign a specific sample col-
lection informed consent form. If it is combined with other
clinical documents or surgical consent forms, the contents of
the notification must be included in the sample collection
and approved by the institutional ethics committee. The
signing process must reflect the informed consent of the
donor. At the same time, if other relevant information is
collected by means of questionnaires and so on, it must be
stated in the informed consent form.

B2.8: Scientifically and rationally set the inclusion and
exclusion criteria of the donors, including the gender, age,
disease diagnosis, or screening conditions of the healthy do-
nors. Exclusion criteria require specific exclusion conditions.

B2.9: The effectiveness of measures to protect the rights
and interests of sample providers, expenses and compensa-
tion of sample providers in the process of participation,
compensation methods and countermeasures for damages,
insurance policies, and so on.

B2.10: Conflicts of interest and measures of avoiding
conflicts.
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B2.11: The possibility of public opinion risk caused by
improper implementation of a research program and the
corresponding countermeasures.

B3: Key points of ethical review

B3.1: The consistency with the approved content of the
ethical review and the frequency of sample removal from
the biobank shall be taken into consideration when the
samples are out of the biobank.

B3.1.1: The review of sample removal can be waived
when the sample collection of the research project has been
reviewed and approved by the ethics committee. If the
sample users and collectors are inconsistent, they need to
apply for review again.

B3.1.2: When applying for sample removal with an un-
clear research purpose during sample collection, the sample
users need to apply to the ethics committee for review. If the
sample users are the sample collectors in the same institute,
rapid review is recommended. If the sample users are non-
collectors or another organization’s personnel, a review
meeting is needed. The specific review mode should be
determined by the ethics committee.

B3.1.3: When the same research project is applying for
multiple sample removal and has been approved by the
ethics committee, it is not necessary to apply for the ethical
review every time, but it is necessary to backup the review
files of previous ethical review approval.

B3.2: When the sample is delivered out of the biobank,
the sample management institute needs to sign an MTA with
the sample user, especially when the sample user and the
collector are not the same person or the personnel are from
outside the organization. The agreement includes whether
the sample collection entity will charge a processing fee,
how to reference the sample source when publishing in the
literature or applying for a patent, research results feedback
and information disclosure methods, interest distribution
and how to share achievements, how to avoid conflicts of
interest, and so on. This part is detailed in Section E, Interest
Sharing, and Section F, Interest Conflict.

B3.3: The specific measures for the privacy and data se-
curity of the donor, the anonymous processing of the identifi-
able information such as the name, gender, contact information
and ID card of the samples in the biobank.

B3.4: Encourage the sharing of specimens and full scientific
use of the specimens. Multicenter research can establish a
collaborative sample collection and review mechanism to en-
sure that all project research institutions follow the principles of
consistency and timeliness. The ethics committee of the leading
institution of the project or the regional ethics committee is
responsible for the project review and provides the results of the
project review to the ethics committee of the participating in-
stitution for reference. The ethics committee of the participat-
ing institution should review the participating research projects
in a timely manner and rapid review is recommended, en-
couraging the multicenter project to be carried out and coop-
eration with the scientific research. If the review results are
inconsistent, the project participants should provide timely
feedback to the leading institution or regional ethics committee.

B3.5: If overseas institutions or individuals are involved
in cooperating with domestic medical and health institutions
to carry out biomedical research projects involving human
beings, including biological samples or data involving hu-

man beings, when applying to the ethics committee of do-
mestic institutions for ethical review of research projects, it
is mandatory to apply to the website of Human Genetic
Resources Management of the Ministry of Science and
Technology of China. In the case of exporting of samples, it
is necessary to apply for the exit certificate of human genetic
resources materials issued by the Ministry of Science and
Technology of China. The final report of the cooperative
research should be submitted to the Office of Human Ge-
netic Resources of the Ministry of Science and Technology
within 6 months after the cooperative project is completed.

B4: Mode and applicable conditions
of ethical review

The methods of ethical review usually include full board
review and expedited review. The applicable conditions of
approach to ethical review involving biobanks are as follows:

B4.1: Full board review: a large amount of biological sam-
ples being collected or preserved (more than 200 cases of
common diseases or more than 20 cases of rare diseases);
ethnic minority samples; samples involving children, pregnant
women, and special populations with limited behavior capac-
ity; samples of multicenter research; projects of cooperation
with foreign personnel or institutions; international coopera-
tion or projects with overseas participants, including data
sharing; other sample collection projects with potential conflict
of interest or high risk in the opinion of the ethics committee.

B4.2: Expedited review: the risk of collection and pres-
ervation of biological samples is relatively low, such as
collecting and testing the residual samples without indi-
vidual information; ethical review projects of participating
institutions in multicenter research projects have been ap-
proved by the leading institution or regional ethics com-
mittee with minor modifications after full board review;
research projects with research risk not greater than the
minimum risk. Expedited review is approved by the chair-
man or vice chairman of the ethics committee or designated
ethics committee.

B4.3: In particular, if the research involves testing the
residual samples for the verification of testing reagents or
equipment, and does not involve the privacy of patients; or
if the previously collected samples have greater scientific
value and the donor cannot be contacted, the risk of the
study is not higher than the minimum risk, and the informed
consent can be submitted for exemption from review when
submitting the application to the ethics committee.

B5: Ethical review results of sample application

The ethics committee makes a review decision on the
research project, including approval, approval after revision,
retrial after revision, disagreement, suspension or termina-
tion of the study, and explains the reasons.

B5.1: An approval of the ethical review is issued for the
project with the lowest risk or the project reviewed again
with minor modifications.

B5.2: If the project has obvious deficiencies after the
ethics committee’s review, the applicant should make a re-
vision of the research plan or informed consent form and
resubmit it for review.

B5.3: For projects with greater ethical risks, if more than
half of the ethics committee members disapprove, the
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project should be suspended or terminated, and sample
collection should not be carried out.

B6: Tracking review of the project

For research projects that have been approved for im-
plementation, the ethics committee shall designate com-
mittee members to conduct follow-up examinations. The
tracking review includes the following contents:

B6.1: Is the sample collected or preserved in accordance
with the approved research plan by the ethics committee?

B6.2: Is the informed consent form standardized during
the sample collection process? In case of any nonstandard
situation that needs to be rectified in a timely manner, the
project leader can be informed to suspend or terminate
the sample collection project if the project still fails to
meet the ethical requirements after rectification.

B6.3: Judging whether it is necessary to suspend or ter-
minate sample collection in advance based on the sample
collection amount.

B6.4: Other contents that need to be reviewed.

The number of members who follow up the review shall
not be less than two, and the review results should be re-
ported to the ethics committee in a timely manner.

Section C: Informed Consent
C1: Method of informed consent

Informed consent should be obtained from participants
before collecting their specimens and related information for
research.

When written informed consent cannot be obtained from
the participants, consent should be obtained orally, and re-
searchers should provide to the research ethics committee
documentation of consent and related evidentiary material.

Written informed consent should be obtained from par-
ticipant’s legal guardian or other duly authorized represen-
tative when research involves individuals incapable of
giving informed consent or institutionalized persons such as
children, pregnant women, or patients with intellectual
disability, or who are unconscious.

C2: Content of informed consent form

C2.1: The informed consent form may be created either
for a particular use or for unspecified future use. The tem-
plate of the informed consent from an institution or pro-
fessional association is recommended.

C2.2: If clinical institution informed consent form is in-
cluded together with the clinical and laboratory notification,
admission notice, surgery consent form, and so on, it must
be approved by the ethics committee. Key elements of the
informed consent need to be included in the integrated
document, containing, but not limited to, the individual’s
willingness to enroll in the research and informed consent
process:

C2.2.1: The purpose of the research, its methods and
procedures, and research period.

C2.2.2: Potential benefits to the participants and related
individuals and society.

C2.2.3: Potential discomfort, possible hazards to the
participants, and special protection.
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(C2.2.4: Donors informed of research outcomes, return of
research results, confidentiality, and a description of specific
measures of personal information, especially the anonymi-
zation of the specimens when they are delivered.

C2.2.5: The manner of informing about biobank research
results should be included.

C2.2.6: The rights of donors, including voluntary partici-
pation and withdrawal at any time, being informed and con-
sent or refusal, confidentiality, compensation, free treatment
and compensation for damage, and resigning of the informed
consent form.

C2.2.7: The contact information: name of the researcher
and research institution.

C2.2.8: Precautions for participants before, during, and
after studies.

C3: Process of signing informed consent

The informed consent form should contain necessary and
complete information.

The informed consent form should be signed only when
the participant expresses his or her willingness freely and
independently.

The language and expressions of informed consent should
be easily understood by the participants. The process of
informed consent should be recorded when obtaining in-
formed consent from participants with limited capacity for
civil conduct, such as children and persons with intellectual
disabilities, in which case it should be signed by a guardian
or legal agent.

C4: Renewing consent

Researchers should contact the participants again to ob-
tain the informed consent under the following conditions if
there is no general informed consent:

C4.1: The research protocol, scope, and contents changed.

C4.2: Using identified samples from previous diagnosis
and treatment.

C4.3: Using identified samples from biobank and relevant
clinical medical records.

C4.4: Obtaining informed consent for continued storage
and use of their samples and data or providing the option to
withdraw consent for future use when children and adoles-
cents (younger than 18 years) reach the age of majority at 18.

C4.5: Other major changes in the research process.

C5: Waivers of informed consent

An ethics committee may approve a waiver of informed
consent to research if:

Using identified specimens or data in research when it is
impossible to contact the participant as well as there is great
scientific and social value of the sample and related data
involving no commercial interests.

Section D: Privacy Protection

D1: Ethical requirements

The biobank must protect the privacy of the donor when
collecting, storing, and using specimens and the related data
or information to avoid harm, stigma, or suffering to the
donor and the ethnic group. Biobank could only use the
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collected information, specimens, and related data of the
donor within the scope approved by the ethics review
committee; if the research is outside the approved scope,
the researcher must resubmit to the ethics committee for
approval.

D2: Informed consent to privacy protection

This procedure echoes the content of informed consent.

The biospecimen collector (biobanker, researcher, medi-
cal staff, laboratory personnel) should inform the donor
about privacy protection measurements and the limitations
for biospecimens and related data or information in the in-
formed consent process before collecting biospecimens.

The informed consent can only be signed after the donor
agrees to donate.

D3: Privacy protection measurements

The biobank must store specimens, data, and other rele-
vant information in a safe manner.

Biospecimens can be stored as follows:

D3.1: Biospecimens stored without identity: Specimens
are initially collected without identification and the donor
cannot be contacted by the collector.

D3.2: Biospecimens that cannot be linked or anonymized:
Biospecimens were originally identifiable, but all identifiers
have been removed and their donor cannot be contacted.

D3.3: Traceable or coded storage: Researcher cannot iden-
tify the biospecimens while conducting the research, and the
identity information is represented by an unrelated code, but
can be linked to the donor by the code.

D3.4: The biospecimen storage with identification: Re-
searcher can obtain the identifier of the biospecimens, such
as name, address, and telephone number.

The biobank should establish a privacy protection system
and different levels of access to the biobank.

Biospecimens stored by a traceable or coding method, the
research leader or supervisor controls the key that associates
the code or password with the donor’s identity, and the
decoding procedure must be stipulated.

The biobank should sign a confidentiality agreement with
the employees and provide training to employees on privacy
protection.

Biobank staff access to the personal identity, medical,
genetic, social, and personal medical history of the donor is
limited in the scope of their duties.

Any unauthorized individual or third party cannot access
the biobank.

The privacy protection strategy of the biobank must be
reviewed and approved by the ethics review committee.

D4: Privacy protection operational procedures

The biobank shall establish ““Privacy Protection Practice
Procedures,” annotating the effective date and issue it. The
biobank should provide the researchers with coded or anon-
ymized data only and strictly restrict the access of other third
parties to the data.

The biobank’s ““‘Privacy Protection Practice Procedure”
should cover the following:

D4.1: Confidentiality commitment: The biobank should
release a letter of commitment for the confidentiality of the
personal identity information, biospecimen data, and related

information of the donor, and clarify the scope and time
limit. The confidentiality commitment should indicate the
date, version, contact information, and affix the official seal
of the responsible entity of the biobank.

D4.2: Anonymization process: The identifiable informa-
tion (name, address, date of birth, ID number, etc.) collected
during the enrollment process should be coded for safe
storage; after the biospecimens enter the biobank, the iden-
tifiable information should be separated from the specimens,
data, and other information, with only a code with no special
meaning as the unique link code. All identifiable information
should be centrally managed and personnel access permis-
sions should be strictly restricted.

D4.3: Conditions for reidentification: When researchers
consider reducing the health risk of donor due to research
findings, they must identify the source of biospecimens
again; or the redundant data need to be eliminated; or for
confirming the correctness and completeness of the data and
the original record; or when the donor needs to withdraw the
consent of biospecimens and related data.

D4.4: Management of access to the biobank: The biobank
must establish an access authorization table, and only the
authorized personnel have access to the specimens and re-
lated information of the biobank.

D4.5: Transferring and use of specimens and related data
or information: Before transferring specimens and related
data or information, stakeholders must sign an MTA, and
state the content of confidentiality on the type of specimens
and related information.

D4.6: Privacy protection training: Relevant personnel of
the biobank must be trained at least once a year to protect
privacy, including the purpose, importance, basic measures,
and risk control methods of privacy protection; qualification
is one of the conditions of appointment of personnel.

D5: Processing of specimens and related
data or information

Data identifying the donor such as name, ID number, and
date of birth should be coded or anonymized; when such
data need to be used in linking with specimens and related
data or information, an audit system should be set up. And
those specimens and related data or information should be
returned and re-encrypted after use.

When the data and information are used for comparison,
they should be encoded, encrypted, delinked, or otherwise
anonymized using methods that do not recognize the iden-
tity of donor, and data and information should be restored
immediately after the comparison.

Section E: Benefits of Sharing

Framework about guiding principles, elements, and ac-
tivities about the benefits of sharing biological materials and
associated data, derived from the sharing procedures there-
after is discussed in this section.

E1: Defining benefit sharing

Benefit sharing in this concept refers to the scope of
personal and institutional legal rights and public interests
involved in samples and their collection, samples and/or
data sharing, and other derivatives therefrom.
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E2: Normative management of benefit sharing

Benefit sharing has been a recurring theme in biobanking
for years. The bottom line should make benefit sharing to be
regulated based on fairness, justice, and any benefits to those
who have been involved. The partners involved in benefit
sharing should formulate and abide by the sharing norms in
a transparent, comprehensive, and sincere manner to safe-
guard their respective interests and establish regulations for
benefit sharing with relevant regulation and policy.

E3: Benefit from sharing activity

E3.1: In implementing sharing in a biobank, all aspects
must be considered, including the interests of the donors. On
top of that, the key to donors is not to be harmful to their
individual rights and privacy while protecting the interests
of those who participate. The biobank should not take any
action before the individuals are informed and gain consent
from them concerning procedures that will be used in col-
lecting samples.

E3.2: Benefit sharing may involve multiple agencies. All
parties should fully understand any benefits that might be
involved, and should be clearly defined and consistently
adhered to in the normative and written manner.

E4: Types of sharing activities

E4.1: Shared content includes plan design, collection of
biospecimens with or without data collection; provision of
resources (biospecimens and/or data); preservation of bio-
logical resources only (biospecimens and/or data); use of
biospecimens for testing and analysis only; all of which are
considered to be involved in generating the benefits of
sharing.

E4.2: Shared content can also arise from the use of benefits
by implementing various forms of technical settings. Such
benefits include, but are limited to, the following scenario as
well: use of research results, that is, discovery of biomarkers;
establishment of special cell lines; animal models with ge-
netic materials such as 3D cell culture, organoid technology,
cell immortalization technology, cancer-derived xenograft
modeling, patient-derived xenograft modeling, and condi-
tional reprogramming cell technology.

In addition, authorship and copyright, applying for re-
wards, intellectual property rights, patent filing, and eco-
nomic benefits should be included. All parties who are
involved in such categories of benefits as described above
should adhere to the formulated benefits of sharing norms
among parties.

E5: Benefit sharing agreement

ES.1: Any potential benefits of sharing should have a cor-
responding benefit sharing agreement, contain comprehensive,
complete, true, and accurate information, and should not be
concealed and misleading.

E5.2: All of those who are involved in the benefits of
sharing shall discuss clearly in advance and make sure to
understand the benefits and sharing plan.

ES5.3: Such an agreement shall fully express its wishes
and reach a consensus on various opinions and be signed.
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E6: Material transfer agreement

An MTA is a contract that governs the transfer of sample
material between two organizations. Therefore, for any sce-
narios of samples being transferred, it is important to establish
a transfer agreement and maintain it in accordance with the
terms required for research specifications, data sharing prac-
tices, and other benefit sharing.

E6.1: The transfer agreement shall include, but is not
limited to, the following: (1), a clear description of the
nature of the biospecimens and the establishment of the ma-
terial receiving and/or storage conditions; (2), the individual
rights and/or limitation of material use that are involved; and
(3), clarify the legality of the origin of the biospecimens.
Overall, all activities around the biospecimens should abide by
the Administrative Regulations of the People’s Republic of
China on Human Genetic Resources (the ‘‘Regulations’).

E6.2: The agreement shall be determined to comply with
laws and regulations, as well as the confidentiality of personal
privacy, with the informed consent of the individual partici-
pant and the ethical approval of the institution to which it
belongs, or an independent regional ethics committee.

E6.3: It should be confirmed that recipients of the bios-
pecimens still have the same rights and interests of the
samples when collected and stored, and will not be restricted
by the source of the transfer.

E6.4: The biospecimens will not hinder the end user’s
right to conduct a series of biobank research projects and
publish research results as well.

E6.5: The data attached to the biospecimens, and the data
produced from use of the biospecimens in research there-
after, should abide by the use of conditions and/or limita-
tions, such as restrictions on commercial use.

E7: Economic interests of benefit sharing

E7.1: In terms of potential economic interests, the activ-
ities involved in the collection, storage, and utilization of
biospecimens with associated data should closely follow the
corresponding regulatory compliance mandates of the Ad-
ministrative Regulations of the People’s Republic of China
on Human Genetic Resources (the ‘“‘Regulations’”).

E7.2: According to the regulatory compliance mandates,
the biological material of a human source (human genetic
resources) is not tradable. However, any charges necessary
to cover the cost generated by labor and/maintenance while
collecting, processing, shipping, and storing samples are
allowable.

E7.3: Sharing biospecimens and/or data in a collabo-
rative manner may involve economic interests, so any
agencies with such potential shall bear the responsibilities
accordingly.

E7.4: Any longitudinal study, for example, a cohort study,
requires long-term collaboration among multicenter actors.
More and more cohort studies have been initiated in China
during the past decade. Sharing in such a collaborative
manner will be heavily involved in all of phases from design
to completion. Economic interests of sharing would be one
of the key sharing factors, including sharing resources and
subsequently generating a series of shared benefits. It would
be critical for the partners who are involved to understand
and agree upon the benefit sharing agreement with a broad
spectrum, long term, and diversity of interests.
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E7.5: For long-term collaboration, a management commit-
tee may need to be established to undertake the formulation of
related norms associated with the planning, implementation,
management, and auditing the sharing of interests.

E7.6: All legal and ethical particulars associated with
shared content ought to be taken into account to protect the
interests of all the organizations.

E8: Benefits of data sharing

Data sharing is the practice of making data available for
researchers who collected the samples and data originally,
and also available to other investigators who have needs.
Data sharing has great potential to support scientific research
by increasing the efficiency of scientific analysis. The ac-
tivities of data sharing could be particularly useful when
biological materials are limited in availability, or integration
for a larger data resource from multiple sources after har-
monization. The following points define the key elements of
data sharing activities.

E8.1: The fair and equitable sharing of the benefits arising
out of the utilization of data is the key to data sharing.
Funding agencies, institutions, and publication venues have
policies regarding data sharing because transparency and
openness are considered to be part of the scientific method.
The ethics of data sharing should be thus governed appro-
priately regardless if data are shared with or without bios-
pecimens. Data sharing can happen as a whole at one time.
In such scenarios, information attached to the shared in-
formation, including data type, content of data sets, as well
as other associated benefit potentials, should be stated in a
comprehensive manner.

ES8.2: Data sharing format could be also available by al-
lowing those who have been approved access to a network
platform, along with a designated data storage location, such
as a designated server or FTP site. Such a method of data
openness should specify login permissions, search methods,
number of logged in users, access or download retention
data, open period of time, and deadline as well. Closing
and reopening access can be the way to manage the sharing
process while needed.

E8.3: Open-form data sharing should establish an ap-
plication procedure and an approval system, that is, the
qualification to apply for the access to relevant data (ac-
cess policy).

E8.4: The approval system for the access application
should adapt a two-step procedure. The first step is to allow a
member of the sharing community to complete an applica-
tion. A designated data manager will check and complete the
integrity, rationality, and compliance parts of the preliminary
application according to sharing principles. This is followed
by the next step of the approval procedure, by a committee
designated for the sharing activity. The data content and
utilization purpose of the application should be of scientific
merit and feasible for availability, and guarantee consistency
with the established guiding principles and data restriction
policy, if any.

E9: Shared content of data

EO9.1: Data can be shared with or without biological ma-
terials. Therefore, the sharing method and interests of data
sharing could be also unique from sample sharing.

E9.2: Data sharing mainly refers to data collected with
related activities such as collection, preservation, and utili-
zation of biospecimens in biobanks. It is mainly, but not
limited to, storing in a database, or could be stored in paper
or electronic format. The diversity of data types is relatively
wide, so the scope and binding management of open data
sharing should be stated clearly.

E9.3: In the view of the heterogeneity of data collected by
different institutions and with different contents, it is nec-
essary to harmonize data in such a scenario before the data
are shared between the institutions.

E10: Guiding principles for sharing data

E10.1: Legal and ethical consequences of data sharing
from an international perspective shall comply with the
preregistration policy before sharing any data, as re-
quired in the Administrative Regulations of the People’s
Republic of China on Human Genetic Resources (the
“Regulations’).

E10.2: To develop the capacity to benefit from sharing
research outputs and to analyze relevant data sets by oth-
ers, it is important to realize the full benefits of data
sharing arising out of the utilization of data, and the final
research output and metadata should be shared as much as
possible.

E10.3: The data type or the restricted data type should be
defined clearly; it should be clear whether the shared data
are the entire data set, whether the data analysis method
would be in the scope of sharing, and whether the report
parameters and/or methods are included or not.

E10.4: It should be also clearly stated whether the im-
plementation of data quality control would be needed, and
whether the measurement of quality is required to meet any
needs of the established data standard.

E10.5: The requirements for the sharing with data format,
use of controlled vocabulary, additional interpretation of
data, coding method, and ensuring interoperability with
other data systems should be clear.

E10.6: It should be clear whether, in addition to the data
sharing, the final research outputs, other available data,
such as available from other databases through links, are
included.

E11: Authorship of publications as sharing benefits

Publishing research outputs arising from use of shared
data is one of the primary benefits of data sharing as well.

E11.1: How to share the benefits arising from publishing
research results in peer-reviewed scientific journals should
be clearly defined, guided, and governed by the institutions
involved in the sharing activities. Regardless of sample
and/or data sharing or any additional benefits derived
thereafter. The guiding principles and governance frame-
work should be established and regulated to protect the
interests of sharing.

E11.2: All of the members who are involved in the
sharing activity shall abide by the publication authorship
principles, by submitting an application for publication re-
view and approval as long as any data associated with shared
resources have been used. Articles should be submitted for
approval before submitting to a journal as well.
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E11.3: Publication review should give an evaluation
about the scientific merit, and verify whether the data
analysis included is in the clear scope and meets the cor-
responding requirements of sharing.

E11.4: It should be ensured that the authors listed in the
publication comply with the relevant regulations. It should
also be ascertained that the content of the publication ap-
plication declares the shared interests.

E11.5: The review shall also ensure an assessment of data
accuracy and the analysis results, including, but not limited
to, all of the contributors who might be involved in the
sharing procedure.

E11.6: A lifecycle of the data from the research output
should be established and attached to the sharing principles.
If nothing is published after an application for publication
has been approved within a time limit, it might be considered
to allow others to use the data set for publication as well.

E11.7: A research publication should include a special
statement of gratitude for sharing biospecimens and/or asso-
ciated data offered by other institutions in the acknowledg-
ment section of any scientific publication and presentation.

E11.8: Publications arising from shared resources should
follow the same principles and policy established for sci-
entific publication even if they only use part of the shared
resources.

E12: Intellectual property rights involved
in benefit sharing

E12.1: Shared resources might generate a variety of in-
tellectual property issues, including but not limited to au-
thorship, patents. and knowhow.

E12.2: Use of the resources available for sharing may
involve and/or generate multifaceted intellectual property
rights.

E12.3: The intellectual property rights generated by shared
resources shall be subject to the norms and constraints of dif-
ferent institutions, including but not limited to the requirements
set by sharing principles and policy.

E12.4: It is encouraged to publish and/or present achieve-
ments in public forums, but all such activities should abide by
the legal regulations and policies of the intellectual property
rights of researchers and their institutions as well.

Section F: Conflict of Interest
F1: Definition of conflict of interest

The conflict of interest refers to the conflict between
personal interests and their research responsibilities in this
document, that is, economic or other interests that may af-
fect an individual’s ability to perform his or her research
duties. When the interest does not necessarily affect the
individual’s judgment, it may lead to a significant conflict of
interest when the individual’s objectivity is questioned by
others.

There is a potential conflict of interest when any rea-
sonable person is uncertain about whether the benefit should
be reported.

The conflict of interest from a medical institution/clinical
research institution refers to the undue influence of the
economic interests of the institution itself or the economic
interests of its senior managers on the decisions concerning
the interests of the institution.

LIU ET AL.

F2: Conflict of interest management policy

The ethics committee is responsible for correctly identi-
fying research-related conflicts of interest and taking man-
agement and preventive measures.

F3: Applicable objective and scope of conflict
of interest policy

F3.1: Conflicts of interest among the medical institutions,
universities, ethics committees, and biobanks:

F3.1.1: The institution refers to the research findings’
owner and the patent holder of the biobank involved in the
research, and the medical research approval applicant.

F3.1.2: The legal representative of the institution has an
economic interest relationship with the owner or manager of
the biobank.

F3.1.3: The legal representative of the institution and
the person in charge of the GCP office are also among the
members of the ethics committee.

F3.2: Conflicts of interest between members of the ethics
committee and researchers:

F3.2.1: There is a relationship between them in which
they buy, sell, or lease any property or immovable property.

F3.2.2: There is an employment and service relationship
or sponsorship relationship, such as when a consultant or
expert of the company accepts gifts, instruments or equip-
ment, consulting fees or expert consulting fees from the
sponsor.

F3.2.3: Members/independent consultants, spouses, chil-
dren and spouses of researchers, close relatives, partners,
and sponsors of research projects have economic interests
and hold positions in the institution.

F3.2.4: The member/independent consultant serves as
researcher in the projects that are reviewed/consulted by
them

F3.2.5: The members/independent consultants, the spou-
ses of the researchers, the children and their spouses, close
relatives, and partners act as researchers in the project under
their review/consultation.

F4: Conflict of interest declaration
and avoidance system

A member/independent consultant of the ethics commit-
tee should sign a conflict of interest statement when ac-
cepting appointment.

A member/independent consultant should declare the
conflict of interest voluntarily in advance if there is conflict
of interest within the research project under reviewing or
consulting and the process must be recorded.

Applicants, independent consultants, and members with
conflicts of interest in research projects should leave the
ethics review meeting when voting.

F5: Disciplinary measures and legal consequences

If a conflict of interest with the research project is not
declared, the ethics committee will take the following dis-
ciplinary measures, according to the circumstances:

Public criticism will be given.

Members will be disqualified.

Independent consultants will no longer be invited to consult
on projects.
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The researchers would be restricted to undertake new
research projects; those who have adverse consequences
will be recommended to be disqualified.

If a member of the ethics committee who has a conflict of
interest with the research project votes, the result of the vote
is invalid.
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