Council of Ministers’ Decision No. (6) of Year 2020

on Endorsement of the Regulations of Cord Blood and Stem Cells Storage Centers*
The Cabinet:

- After reviewing the constitution;

- Federal Law No. (1) of 1972 on the Jurisdictions of the Ministries and the Competences of the
Ministers, and its amendments;

- Council of Ministers” Decision No. (28) of 2008 on Blood Transfusion System;

- And based on the presentations of the Minister of Health and Prevention and the approval of
the Cabinet;

Decided the following:
Article (1)

The Regulations of Cord Blood and Stem Cells Storage Centers attached to this Decision are
endorsed.

Article (2)

A higher Committee for Cord Blood and Stem Cells shall be established. Its formation, functions
and work system shall be issued by a Decision of the Minister of Health and Prevention.

Article (3)

Before the issuance of this Decision, the Cord Blood and Stem Cells Storage Centers must adjust
their conditions in a manner consistent with its provisions within six months from the date of its
enforcement.

Article (4)

This Decision shall be published in the Official Gazette, and it shall come into effect six months
after the date of its publication.

Mohammed bin Rashed Al-Maktoom
Prime Minister

Issued by us:
Corresponding to Jumada al-awwal 14, 1441 H,
Dated: January 9, 2020 G
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The Regulations of Cord Blood and Stem Cells Storage Centers attached to Cabinets’
Decision No. (6) of 2020
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Definitions

Country

Health Authorities

The Committee

Cord Blood and
Stem Cells Storage
Centers

Allogeneic Use

Autologous use

Authorized
Employees

Blood components

Blood

Cells

Critical cases
Direct Use

Distribution
Distributor

Introductory Chapter: General Provisions

United Arab Emirates

The Ministry of Health and Prevention, the Department of Health —
Abu Dhabi, Dubai Health Authority, Sharjah Health Authority and
Dubai Healthcare City authority.

The Supreme Committee of Cord blood and Stem Cells established
pursuant to this Decision.

The health facility that grants, collects, tests, equips, keeps, stores,
distributes, imports, exports and executes procedures related to Cord
Blood and Stem Cells, and other nuclei cells derived from
hematopoietic cells such as bone marrow, peripheral blood, and cord
blood.

Refers to the cells or tissues that are taken from one person and
transplanted to another.

Means the cells or tissues that are taken from and transplanted to the
same person.

Those persons authorized to carry out specific tasks in the field of
dealing with cord blood and stem cells, and this person is required to
receive adequate knowledge and training in this regard.

The main therapeutic components of human blood (red blood cells,
white blood cells, platelets, and plasma) that can be prepared in
several ways, with the exception of lymphocytes intended for use
after transplanting blood-producing stem cells.

It is the whole blood that is taken from the donor, and it is been treated
either for transportation or any other manufacturing purposes.

Human cells or a group of human cells when they do not take any
form of connective tissue.

The cases that may affect the quality and/or safety of tissues and cells.
Any action that is made by donating tissues and using them without
previously storing them.

Transfer and delivery of tissues intended for human use.

The person assigned by the facility that oversees the provision of
transfer services of cells or tissues intended for distribution by those
facilities.
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Donation
Donor

End User

Export
Human Use
Import

Preservation
Treatment
Introduction  of
tissues or cells
Facilities
Quarantine
Quality
Management

Quality Manager

Serious Negative
Complications

Storage

Stem cells

Giving cells or tissues intended for human use.
The living human source of human tissue or cells.

The health facilities or units affiliated to a hospital or any institution
that carries out the human use of cells, and the end user must obtain a
license if he intends to keep tissues for a period longer than 48 hours.

Export from the United Arab Emirates to another country.
The use of tissues or cells inside or outside the recipient's body.
Supply to the United Arab Emirates

The use of chemical means, and the change of surrounding conditions
or other means during the treatment process, in order to prevent or
delay biological or physical deterioration of cells.

All operations that take place during the preparation, preservation,
and packaging of tissues or cells intended for human use.

The process of providing, making available, and obtaining tissues or
cells

The settings where the licensed facilities carry out their activities.

The actual (physical) isolation of cells by any effective means, while
awaiting the decision to be accepted or rejected.

The coordination activities used to manage and monitor the work of
the facility, regarding quality issues.

The person responsible for coordinating and monitoring activities,
and ensuring the implementation of the Quality Management System.
His/her mission is to monitor the performance of the quality
management system, and write evaluation reports according to a set
of indicators. He/she also provides consultations and provides
employees with training, tools and techniques that enable them to
achieve quality.

An unwanted response, which includes serious complications and
infectious diseases of the donor or recipient, which relate to the
introduction or use of life-threatening harmful cells, causing
disruption or disability of some kind, or prolonging the period of
illness and impeding th recovery process

Keeping the product in a suitable controlled environment, until
distribution.

The cells that have the ability to regenerate and self-differentiate.
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Self regeneration : The ability of cells to reproduce, without losing the advantage of
differentiation and without being subjected to aging (biological
aging). Self-regeneration does not mean that the division of each cell
results in an identical pair of stem cells, as the newborn cells may be
stem cells or more differentiated cells, and the stem cells are either
fully developed, stimulated, multi-capacity or is single-growth.

Objectives:

Specify the conditions for licensing health facilities that intend to carry out activities related to
cord blood, stem cells and other nuclei cells derived from blood-forming cells; such as bone
marrow, peripheral blood, and cord blood. These Regulations also aim to establish a list of
necessary standards.

e Determining quality and safety standards for stem cells and human tissues specialized for

human applications.

e Provide a base for the concerned authorities to evaluate the performance of licensed facilities

to ensure safe and high quality service delivery in order to protect donors, beneficiaries and
the public.

Scope of Application:

The Regulations approved under this Decision include the rules and standards to be applied during
the granting, collection, testing, processing, preservation, storage, distribution, import, export and
implementation of procedures related to Cord Blood and Stem Cells, and other nuclei cells derived
from blood-forming cells such as the bone marrow, peripheral blood, and cord blood.

These regulations don’t include fetal tissues, embryonic stem cells, blood and blood products

(except for hematopoietic stem cells), reproductive cells (eggs and sperms), and human organs.

These Regulations apply to all government and private health facilities at the country level that
perform any of the activities covered by the scope of application and are responsible for any of
these activities. These facilities are called, within the scope of application of this Decision, the
Cord Blood and Stem Cells Storage Centers. The Cord Blood Storage Centers may be affiliated
to a health facility or to be an independent health facility specialized only in this area.
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Chapter one:
Conditions for Licensing Facilities

*In case of any misinterpretation, the Arabic version of this legislation prevails



Chapter One:
Conditions for Licensing Facilities

Licensing Authority:

All facilities engaged in activities related to the use of primary human cells and stem cells must
obtain a license from health authorities within their jurisdiction.

Licensing procedures:

The license is obtained after ensuring that the facility complies with the Regulations mentioned in
this Decision.

The first step: (Submitting the application)

1. Submit a license application attached with the required documents, mentioned in the table
below, to the relevant health authority.

2. The application is sent by the concerned health authority to the Committee for study.

3. Fees for submitting the application shall be paid according to the fees prescribed in this regard
with regard to fertility centers licensed by the Ministry of Health and Prevention, or according
to the fees applied, as the case may be, at other health authorities.

4. Receive an official response letter with a reference number from the relevant health authority
once the application procedures are completed.

5. The Committee studies and decides on the submitted application and documents and notifies
the relevant health authority, which in turn sends an official response to the applicant
explaining the status of the application.

6. Duration of procedures: Does not exceed one month.
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The D Required for the Private Facility Special Considerations
A photocopy of the passport of the owner and the partner (if any) | Colored copies
The Emirates ID of the owner and the partner (if any) (for | Colored copies
holders of Emirati citizenship)
Certified signature of the owner, certified by the competent | Colored copies
authorities.
The approval of the Department of Economic Development on | Colored copies
the name of the health facility (if applicable)
A presentation about the project, accompanied by scientific | Hard disk containing the
information, and supported by references and research. presentation (Power Point)
- The proposed engineering plan. Colored copies
- Site location.
The facility’s plan on: Hard copy and electronic
. Objectives copy
Scope of application
Organizational Structure
Administrative policy
Employees
Control Policy
Infection control policies and guidelines
Medical Equipment Management Policy
9. Medical waste management policy
10. Records and documents management policy
11. Donor rights and duties
12. Quality Management Policy
13. Policy of notification of negative complications
14. Distribution and return policy
15. Risk assessment
16. Accreditation plan

PN RN

Step two: (Preliminary approval)

1. The initial approval fees are paid according to the fees prescribed in this regard for fertility
centers licensed by the Ministry of Health and Prevention, or according to the fees applied, as
the case may be, at other health authorities.

2. Once the Committee approves the documents and after payment of the prescribed fees, the
concerned health authority sends a letter of initial approval to the applicant.

Step Three: (License)

1. After obtaining the initial approval, the applicant fulfills the rest of the licensing procedures at
the relevant health authority.
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The license fees are paid according to the fees prescribed in this regard for the fertility centers
licensed by the Ministry of Health and Prevention, or according to the fees applied as the case
may be, at other health authorities.

The license applicant must provide a bank guarantee of AED 10 million, and in the event of a
violation committed by the licensed facility, an amount commensurate with the nature of the
violation committed shall be deducted from this guarantee, provided that the amount deducted
due to the violation is returned to the bank guarantee balance by the licensed facility within a
period not to exceed two months from the date of the deduction.

The concerned health authority shall check and inspect the facility in accordance with the
criteria and regulations mentioned in this Decision, before allowing the facility to start its
activities. The Committee may delegate a representative to participate in the check and
inspection procedures upon previous coordination with the concerned authority.

License renewal: Upon renewing the license, the annual renewal fees for the license shall be
paid according to the fees prescribed in this regard for the fertility centers licensed by the
Ministry of Health and Prevention, or according to the fees applied, as the case may be, at other
health authorities.

Request to add or change activities: With regard to the request to add or change activities,
fees shall be fulfilled for changing new additional activities or services in accordance with the
fees prescribed in this regard with regard to fertility centers licensed by the Ministry of Health
and Prevention or according to the fees applied, as the case may be, at other health authorities.

Inspection and oversight:

a.

Licensed facilities must allow inspectors of the relevant health authority to perform the
oversight role over the facility, its institutions, equipment, products, and treatment operations
carried out therein; record notes, and write reports on the facility’s application of the conditions
contained in this Decision, and inspections may be made upon prior notice or without notice.
The frequency of inspection depends on the facility's compliance record.

The facility manager must accompany the inspector while performing his work and the
inspector may question the facility's employees, as necessary from his point of view.

The inspector has the right to review any records and obtain copies of them.

It is prohibited to copy any records that contain the name of donor or recipient of human cells,
or any information about them, except after an appropriate anonymity of the identity.

Health authorities must ensure that the personnel responsible for inspection and evaluation are
adequately qualified and trained.
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