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INTRODUCTION

The Health Regulation Sector (HRS) plays a key role in regulating the health sector. HRS is

mandated by the Dubai Health Authority (DHA) Law No. (6) of the year (2018) with its

amendments pertaining to DHA, to undertake several functions including but not limited to:

Developing regulations, policy, standards, guidelines to improve quality and patient safety
and promote the growth and development of the health sector.

Licensure and inspection of health facilities as well as healthcare professionals

and ensuring compliance to best practice.

Managing patient complaints and assuring patient and physician rights are upheld.
Governing the use of narcotics, controlled and semi-controlled medications.
Strengthening health tourism and assuring ongoing growth; and

Assuring management of health informatics, e-health and promoting innovation.

The Standards for Cell Therapy aims to fulfil the following overarching Dubai Health Sector

Strategy 2026:

Pioneering Human-centered health system to promote trust, safety, quality and care for
patients and their families.

Make Dubai a lighthouse for healthcare governance, integration and regulation.

Foster healthcare education, research and innovation.

Strengthening the economic contribution of the health sector, including health tourism to

support Dubai economy.
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EXECUTIVE SUMMARY

CAR-T therapy is often used to treat cancers that affect blood cells, such as certain types of
leukaemia, lymphoma and multiple myeloma. This treatment falls under the category of
immunotherapy. Immunotherapy for cancer harnesses the body's immune system to attack
cancer cells.

T cells, also known as T lymphocytes, are harnessed from the patient’s own body. T cells are key
players in the body's immune system because of their ability to identify and attack cells that do
not belong in the body, such as germs and cancer cells. For CAR-T therapy, T cells are collected
from blood using a process called leukapheresis. In the laboratory, these T cells are modified to
produce synthetic proteins called Chimeric Antigen Receptors (CARs). The modified cells are
called CAR-T cells. The cells are grown to much higher numbers in the laboratory and then infused
back into the patient’s bloodstream. The synthetic CARs allow the T cells to bind to specific
proteins called antigens on cancer cells. This binding activates the T cells to destroy the cancer
cells. Dying cancer cells trigger further immune responses against the cancer. In addition, CAR-T
cells can keep multiplying in the body, producing lasting antineoplastic results- Appendix 1.
The U.S. approved medical conditions/diseases to be treated by CAR-T are elaborated in

Appendix 2.
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DEFINITIONS

Advanced Therapy Medicinal Product (ATMP): is a medicinal product based on genes, cells, or
tissue engineering, intended to repair, regenerate, or replace human cells or tissues. This
includes gene therapy medicinal products, somatic cell therapy medicinal products, and tissue-
engineered products.

Apheresis is a process in which a machine removes blood stem cells or other parts of the blood
from a person’s bloodstream then returns the rest to the body. During apheresis, blood flows
through a catheter inserted into a large vein in a person’s arm or chest into a machine that
separates and removes stem cells or other types of blood cells (such as platelets, white blood
cells, or red blood cells), or plasma (the liquid part of the blood) from the blood. The rest of the
blood is then returned to the body through the catheter. Apheresis may be done to collect blood
stem cells before a stem cell transplant or to remove abnormal blood cells or proteins from the
blood. It may be used to treat certain types of blood disorders, blood cancer, autoimmune
disorders, or other conditions. Also called pheresis.

Biosafety Level (BSL): is a set of biocontainment precautions required to isolate dangerous
biological agents in laboratory settings. BSL-2 or higher is typically required for handling viral
vectors and genetically modified cells.

Chain of Custody (COC): is a system that tracks the physical possession and handling of the
cellular product at every stage—collection, shipping, processing, testing, storage, and infusion

to ensure accountability and traceability.

Standards for commercially approved CAR-T Therapy Services
Code: DHA/HRS/HPSD/ST- 69 Issue Nu: 1 Issue Date: 31/12/2025 Effective Date: 30/06/2026 Revision Date: 31/12/2030 Page 6 of 52



DUBAI HEALTH AUTHORITY

Chain of Identity (COI): is a documented process ensuring that the patient’s own cells are
correctly tracked from collection through manufacturing to infusion, using unique identifiers at
each step to prevent mix-ups.

Chimeric Antigen Receptor T-cell Therapy is a type of treatment in which a patient's T cells (a
type of immune system cell) are changed in the laboratory so they will attack cancer cells. T cells
are taken from a patient’s blood. Then the gene for a special receptor that binds to a certain
protein on the patient’s cancer cells is added to the T cells in the laboratory. The special receptor
is called a chimeric antigen receptor (CAR). Large numbers of the CAR T cells are grown in the
laboratory and given to the patient by infusion. Chimeric antigen receptor T-cell therapy is used
to treat certain blood cancers, and it is being studied in the treatment of other types of cancer.
Also called CAR T-cell therapy.

Cryopreservation is the process of cooling and storing cells, tissues, or organs at very low or
freezing temperatures to save them for future use. Also called cryobanking.

Cytokine Release Syndrome (CRS): is a systemic inflammatory response that can occur after
CAR-T cell infusion, resulting from massive cytokine release by activated immune cells. It can
range from mild flu-like symptoms to life-threatening multiorgan failure.

Good manufacturing practice (GMP) describes the minimum standard that a medicines
manufacturer must meet in their production processes.

Immune Effector Cell-Associated Neurotoxicity Syndrome (ICANS): is a neurotoxic
complication associated with CAR-T or other immune effector cell therapies, characterized by

encephalopathy, confusion, seizures, or cerebral edema, often following or overlapping with CRS.
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Pharmacovigilance: is the science and activities related to the detection, assessment,
understanding, and prevention of adverse effects or any other drug-related problems
throughout the product lifecycle.

Potency Assay: is a validated laboratory test that quantitatively measures the biological activity
of a CAR-T product and demonstrates that it performs as intended (e.g., cytotoxicity, cytokine
release, or proliferation).

Vector: is a viral or non-viral delivery system used to introduce genetic material into host cells
during the manufacture of CAR-T cells. Common examples include lentiviral and retroviral

vectors.
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ABBREVIATIONS

AABB
ALL
ASTCT
ATMP
CAP
CAPA
CARs
CAR-T
col/coc
CRS
CcT
DHA
DM
EDE
EEG

EMA

FACT-JACIE

Committee

FDA

GMP

: Association for the Advancement of Blood & Biotherapies
: Acute Lymphoblastic Leukaemia

: American Society for Transplantation and Cellular Therapy
: Advanced Therapy Medicinal Product

: College of American Pathologists

: Corrective and Preventive Action

: Chimeric Antigen Receptors

: Chimeric Antigen Receptor T

: Chain of Identity/Chain of Custody

: Cytokine Release Syndrome

: Computed Tomography

: Dubai Health Authority

: Dubai Municipality

: Emirates Drug Establishment
: Electroencephalogram

: European Medicines Agency

: Foundation for the Accreditation of Cellular Therapy- Joint Accreditation

: Food and Drug Administration

: Good Manufacturing Practice
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HEPA : High Efficiency Particulate Air
HFG : Health Facility Guidelines
HRS : Health Regulation Sector
HVAC : Heating, Ventilation, and Air Conditioning
ICU : Intensive Care Unit
ICANS : Immune Effector Cell-Associated Neurotoxicity Syndrome
IEC : Immune Effector Cells (e.g., CAR-T)
ISO : International Organization for Standardization
MOHAP : Ministry of Health and Prevention
MRI : Magnetic Resonance Imaging
QMSs : Quality Management System
UAE : United Arab Emirates
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1. BACKGROUND

Cell therapy comprises of introducing live cells into a patient's body to treat diseases by
replacing dysfunctional or damaged cells, restoring function or destroying diseased cells. This
can involve transplanting stem cells to repair tissues, or using modified immune cells, such as
Chimeric Antigen Receptor T (CAR-T) cells, to target cancer cells. Therapies can be
autologous (using the patient's own cells) or allogeneic (using cells from a donor).

CAR-T therapy is an advanced form of immunotherapy that modifies a patient’s own T cells
to better recognize and destroy cancer cells. In this approach, T cells are collected from the
patient’s blood and genetically engineered in the laboratory to express synthetic receptors
called Chimeric Antigen Receptors (CARs) on their surface. These receptors enable the T cells
to specifically bind to target antigens present on the tumor cells. Once expanded and infused
back into the patient, CAR-T cells can actively seek out and kill cancer cells.

CAR-T therapy represents an advanced medicinal product in malignant haematology, offering
promising outcomes in acute lymphoblastic leukaemia, lymphoma and multiple myeloma, with
research expanding into solid tumours. Currently, Food and Drug Administration (FDA)
approved CAR-T therapies are autologous in nature and are available as standard of care.
Allogeneic CAR-T products, as well as Chimeric Antigen Receptor- Natural Killer cells (CAR-
NK) and other cellular therapies, remain under investigation through clinical trials or
company-sponsored studies and are not yet part of routine clinical practice. While these

therapies hold significant therapeutic potential, they are associated with a high toxicity
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profile, including Cytokine Release Syndrome (CRS) and neurotoxicity, requiring specialized
infrastructure, strict monitoring, and advanced clinical management.

Long-term complications may involve prolonged cytopenia, hypogammaglobulinemia,
opportunistic infections, secondary malignancies, and potential late neurocognitive effects.
Ongoing surveillance and structured follow-up are essential to ensure early detection and

management of these risks.

2. SCOPE
2.1. Autologous CAR-T therapy for approved commercial products in DHA licensed
Hospitals, in alignment with recognised standards of care.
2.2. Introduction of other types of CAR-T therapies shall require separate approval, with
submission of additional requirements and supporting documentation.
2.3. Any modification to the approved products remains subject to mandatory clinical trials

and prior regulatory authorization.

3. PURPOSE
3.1. Toassure provision of the highest levels of safety and quality autologous CAR-T therapy

in DHA licensed health facilities.

4. APPLICABILITY
4.1. DHA licensed healthcare professionals and health facilities providing autologous CAR-

T therapy.
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5. STANDARD ONE: REGISTRATION AND LICENSURE PROCEDURES

5.1. All health facilities providing autologous CAR-T therapy shall adhere to the United Arab

5.2.

5.3.

5.4.

5.5.

5.6.

5.7.

Emirates (UAE) Laws and Dubai regulations.
Health facilities aiming to provide CAR-T therapy services shall comply with the DHA
licensure and administrative procedures available on the DHA website

https://www.dha.gov.ae.

Licensed health facilities opting to add CAR-T therapy shall submit application to Health
Regulation Sector (HRS) to obtain permission to provide the required service.
Autologous CAR-T products used shall be approved by Food and Drug Administration
(FDA), European Medicines Agency (EMA) or equivalent for approved hematologic
malignancies (blood cancers) as per standards of care within approved clinical
indications.

In the UAE the products shall be approved and registered by the Emirates Drug
Establishment (EDE), Ministry of Health and Prevention (MOHAP) and used only for
the conditions mentioned in the approval.

The health facility shall have a contract with the manufacturing laboratory with a Good
Manufacturing Practice (GMP) certification for biological product approval and is
registered with FDA or equivalent.

The hospital shall hold primary responsibility for accountability and oversight of the
commercial CAR-T program. The hospital must designate appropriate leadership and

governance mechanisms to coordinate across all stakeholders, ensuring integration of
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5.8.

5.9.

5.10.

5.11.

5.12.

clinical, regulatory, and insurance processes while safeguarding compliance, service
continuity, and patient safety.

The hospital providing CAR-T therapy must seek a recognized international
accreditation within 2 years from the date the service is licensed.

Annual Minimum Number of CAR-T Procedures as follows:

5.9.1. Minimum of three (3) CAR-T procedures in year one.

5.9.2. Minimum of five (5) CAR-T procedures per year in subsequent years.

5.9.3. The health facility shall consist of areas for procurement and collection.

The health facility shall maintain a contract with the CAR-T product manufacturer to
ensure initial and recurrent training for all involved healthcare professionals. Training
shall cover product receipt, verification, storage, thawing, and infusion procedures, as
well as the recognition and management of Cytokine Release Syndrome (CRS) and
Immune Effector Cell-Associated Neurotoxicity Syndrome (ICANS), infection control
measures, and pharmacovigilance reporting obligations. All training and competency
assessments shall be documented, reviewed, and maintained within the health facility’s
Quality Management System (QMS).

Transfer/shipments of products within or outside the UAE shall obtain all necessary
approval for regulatory authorities and follow the international standards with approved
interfacility contracts by the health facility with the manufacturing laboratory.

The health facility should develop the following policies and procedure; but not limited

to:
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5.12.1. Informed Consent Policy Appendix 3

5.12.2. Patient/Family Education

5.12.3. Data Protection & Confidentiality

5.12.4. Business continuity for storage/power failures
5.12.5. Staffing & Credentialing

5.12.6. Training & Competency

5.12.7. Patient Selection & Eligibility Criteria

5.12.8. Chain of Identity/Chain of Custody (COI/COC)
5.12.9. Pre-treatment Assessment & Clearance
5.12.10.Cell collection and preprocessing
5.12.11.Apheresis Procedure & Consent
5.12.12.Bridging Therapy & Treatment Timing
5.12.13.Infusion Procedure

5.12.14.Blood transfusion policy

5.12.15.Turnaround time targets

5.12.16.Emergency Response

5.12.17.Infection control

5.12.18.Quarantine, Release & Rejection
5.12.19.Storage and transportation

5.12.20.High-risk Medication (Tocilizumab/Corticosteroids) Immediate Access Policy

5.12.21.Management of CRS and Neurotoxicity

Standards for commercially approved CAR-T Therapy Services
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5.12.22.Biological Waste Disposal

5.12.23.Equipment Maintenance & Calibration

5.12.24.Pharmacovigilance and Adverse Event Reporting

5.12.25.Product recall/hold communication

5.12.26.Discharge, Follow-up & Long-term Surveillance

5.12.27.Long term follow-up and registry reporting

5.12.28.Readmission Criteria.

5.13. The health facility shall provide documented evidence of the following, but not limited

to:

5.13.1.

513.2.

5.13.3.

5.13.4.

5.13.5.

5.13.6.

5.13.7.

Contracts/MoUs for outsourced steps (apheresis, cryopreservation,
processing, logistics, courier/shipping etc.)

Environmental monitoring of storage and clinical areas

Cold chain validation and transport records

Equipment maintenance services

Laundry services

Medical waste management as per Dubai Municipality (DM) requirements

Housekeeping services.

5.14. The health facility shall maintain charter of patients’ rights and responsibilities posted

at the entrance of the premise in two languages (Arabic and English).
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5.15. The health facility shall have in place a written plan for monitoring equipment for

electrical and mechanical safety, with documented monthly visual inspections for

apparent defects.

5.16. The health facility shall ensure it has in place adequate lighting and utilities, including

temperature controls, water taps, medical gases, sinks and drains, lighting, electrical

outlets and communications.

6. STANDARD TWO: HEALTH FACILITY REQUIREMENTS

6.1.

6.2.

6.3.

6.4.

6.5.

6.6.

6.7.

CAR-T therapy shall only be performed in a Hospital setting with a dedicated
haematology/oncology unit with 24/7 coverage having clearly segregated suites with
defined flows for receiving, apheresis, processing, cryopreservation and storage.

The health facility should meet the health facility requirement as per the DHA Health
Facility Guidelines (HFG).

The health facility should install and operate equipment required for provision of the
proposed services in accordance with the manufacturer’s specifications.

The health facility shall ensure easy access to the health facility and treatment areas for
all patient groups.

The health facility design shall provide assurance of patients and staff safety including
biosafety containment for handling gene-modified products.

The health facility shall have appropriate equipment and trained healthcare
professionals to manage critical and emergency cases with periodic mock drills.

The unit providing CAR-T therapy shall have, but not limited to the following:
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6.7.1. Emergency and critical care access with fully equipped Intensive care unit (ICU)
capabilities with ventilators and hemodynamic monitoring equipment on-site to
perform necessary patient resuscitation.

6.7.2. Rapid access to tocilizumab and other CRS management medications, with
monitored stock adequacy.

6.7.3. Availability to neurology services and diagnostic services like
Electroencephalogram (EEG), Computed Tomography (CT) and Magnetic
Resonance Imaging (MRI) with 24/7 consult access and ICANS grading.

6.7.4. Apheresis unit with trained staff, dedicated rooms, and emergency resuscitation
equipment.

6.7.5. Qualified pharmacy & compounding area for final product receipt/label check
and infusion preparation (separate from routine pharmacy) with biological
handling.

6.7.6. IT and documentation systems for COI/COC (electronic or validated paper-
based), batch records, deviation management and traceability.

6.8. Hospitals shall ensure the continuous availability of essential pharmaceutical agents
required for CAR-T therapy including the following:

6.8.1. Lymphodepleting chemotherapy agents (e.g., fludarabine, cyclophosphamide)
to guarantee timely preparation and infusion of CAR-T cells.

6.8.2. Emergency medicines such as tocilizumab, anakinra, corticosteroids, and

anticonvulsants, which must be stocked and immediately accessible for the
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management of CAR-T—-related toxicities, including cytokine release syndrome

and neurotoxicity.

7. STANDARD THREE: HEALTHCARE PROFESSIONALS REQUIREMENTS

7.1.

7.2.

All healthcare professionals providing the service shall be trained with CAR-T

certification and privileged by the hospitals privileging committee aligned with the DHA

Clinical Privileging policy. The Privileging Committee and/or Medical Director of the

health facility shall privilege the physician aligned with his/her education, training,

experience and competencies. The privilege shall be reviewed and revised on regular
intervals. Training must include CAR-T specific modules (CRS/ICANS management,
infection control, pharmacovigilance, product handling) and refreshed annually.

To provide the CAR-T service the hospital shall maintain a multidisciplinary team of

DHA licensed healthcare professionals with clearly documented responsibilities, defined

staffing levels, and 24/7 coverage to ensure patient safety. The multi-disciplinary team

shall include the following:

7.21. A minimum of two (2) Physicians- Haematologist/Oncologist, experienced in
cellular therapies and capable of patient selection, prescribing and oversight
and long-term follow-up.

7.2.2. ICU Physicians experienced in vasopressor and ventilatory support, trained in

recognition and management of CAR-T related toxicities (CRS, ICANS).
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7.23. Cell therapy or transplant physician qualified to supervise apheresis and
infusion, ensuring compliance with FACT program standards and institutional
QMS requirements.

7.2.4. Registered Nurses (RN):

a. The Nurse-to-patient ratio shall be 1:2 in the day and 1:3 at night.

b. With experience in chemotherapy administration, and CAR-T patient
monitoring.

c. Competency in vigilant care and rapid intervention in adverse events.

7.2.5. Apheresis nurses/technologist credentialed in apheresis, with documented
training, competency assessment and emergency management skills.

7.2.6. Qualified technologists or scientists trained in thawing, aseptic technique,
product verification, documentation and deviation reporting (processing and
quality control).

7.2.7. Quality staff experienced in QMS and clinical cellular therapy, responsible for
deviation management, Corrective and Preventive Action (CAPA), audits, and
compliance reporting and data submission.

7.2.8. Qualified Infectious disease specialist.

7.2.9. Microbiology/laboratory technicians able to perform or coordinate sterility,
endotoxin  and  mycoplasma  testing and trained in  flow

cytometry for immunophenotype analysis.
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7.2.10.

7.2.11.

7.2.12.

7.2.13.

A cell processing team trained and experienced in cell handling, including
thawing and product preparation.

Pharmacist or cellular therapy pharmacist with competency in CAR-T product
handling, supportive medication management, and monitoring drug—drug
interactions.

Critical care nursing and neurology support 24/7 for prompt management of
CRS and neurotoxicity.

Trained safety officer/biosafety officer responsible for risk assessments,
biosafety training, and oversight of waste and biologic risk management in the

clinical setting.

7.3. Additional support staff shall include the following, but not limited to:

7.3.1.

7.3.2.

7.3.3.

7.3.4.

7.3.5.

Psychologist/Psychiatrist (psychosocial care)

Social Worker (patient/family support)

Physiotherapist (rehabilitation)

Dietician/Nutritionist

Coordinators and Data managers (registry reporting, pharmacovigilance, data

integrity and continuity of care).

8. STANDARD FOUR: CAR-T PRODUCT REQUIREMENTS

8.1. Only FDA, EMA, or equivalent authority approved autologous CAR-T products shall be

used, and only within their approved clinical indications (e.g., relapsed/refractory acute

lymphoblastic leukaemia, lymphoma, or multiple myeloma).
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8.2.

8.3.

8.4.

8.5.

Each CAR-T product shall be classified as an Advanced Therapy Medicinal Product

(ATMP) and must be registered with the EDE, MOHAP prior to importation, storage, or

administration.

The CAR-T product shall be manufactured in a Good Manufacturing Practice (GMP)

certified facility, operating under validated and regulatory approved standard operating

procedures.

Each CAR-T product batch shall be accompanied by a Certificate of Analysis (CoA)

issued by the manufacturing laboratory, confirming the following minimum release

criteria:

8.4.1. Product identity (e.g., CAR expression, T-cell phenotype)

8.4.2. Viability (270% or as specified by manufacturer)

8.4.3. Potency (validated assay)

8.4.4. Sterility (or conditional release with validated rapid sterility methods)

8.4.5. Documentation of testing confirming the absence of replication competent
virus (e.g., RCR/RCL)

8.4.6. Endotoxin and mycoplasma results

8.4.7. Vector copy number (if applicable)

The product label must clearly specify two unique patient identifiers to ensure COI

integrity, along with product name, batch or lot number, storage conditions, expiry date,

and any handling or biosafety precautions.
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8.6. The COIl and COC must be maintained and documented throughout all stages from
apheresis collection to final infusion in compliance with institutional QMS and FACT-
JACIE requirements.

8.7. CAR-T products shall be transported and stored under validated cryogenic conditions
(typically = -150°C) using qualified shippers and couriers with continuous temperature
monitoring, sterility management and documented excursion management procedures.
The packaging design must protect the product from damage or contamination during
transport.

8.8. Thawing and preparation for infusion shall be performed only by trained and authorized
personnel following the manufacturer’s validated instructions, with documentation of
timing, temperature, and product integrity post-thaw.

8.9. Expired, damaged, or compromised CAR-T products shall be immediately quarantined
and reported to the manufacturer and DHA, with clear documentation and adherence
to product recall and destruction policies.

8.10. The product stability data shall be available and periodically reviewed to ensure
compliance with manufacturer specifications and regulatory requirements.

8.11. Any product deviation, temperature excursion, or unexpected event during storage,
transport, or handling shall trigger a formal deviation record and CAPA as per

institutional QMS procedures.
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8.12. The hospital shall ensure the availability of manufacturer provided educational
materials, patient information leaflets, and post-infusion monitoring requirements as

part of informed consent and pharmacovigilance obligations.

9. STANDARD FIVE: MANUFACTURING LABOARTORY REQUIREMENTS
9.1. Health facility design and environmental controls

9.1.1. The laboratory shall operate in a controlled and restricted area with
unidirectional flow of personnel, materials and products.

9.1.2. Cleanrooms shall be designed, constructed and maintained to meet a minimum
of ISO Class 7 (Grade C) standards, with ISO Class 5 (Grade A) biological safety
cabinets (BSCs) for all critical manipulations.

9.1.3. Segregated and sequential spaces shall be provided for cell receipt, genetic
modification, expansion, harvest, formulation, and cryopreservation to prevent
cross-contamination.

9.1.4. HVAC systems shall provide HEPA-filtered air with controlled temperature,
humidity, and pressure differentials. Positive pressure shall be maintained
relative to adjacent areas, except in viral vector zones where negative pressure
may be required.

9.1.5. Cleanroom surfaces (walls, ceilings, floors, benches) shall be smooth, non-
porous, non-shedding, and easy to clean and disinfect, with sealed junctions and

covings.
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9.1.6. Airflow visualization (smoke) studies shall be performed during qualification
and periodically thereafter to confirm unidirectional flow and containment
performance.

9.1.7. Backup power and uninterrupted supply for critical systems (incubators,
cryogenic storage, monitoring) shall be provided.

9.1.8. The facility shall operate under Biosafety Level 2 (BSL-2) as a minimum; BSL-
2+ or BSL-3 conditions shall apply if required by viral vector type or risk
assessment.

9.1.9. Cryopreservation and storage systems shall be validated to ensure long term
product stability, with oxygen monitoring, ensure consistent cell viability and
potency and alarm systems installed to mitigate asphyxiation risk.

a. All cryogenic units must operate in the vapor phase of liquid nitrogen (<
-150°C). Liquid-phase storage of CAR-T products is not permitted due to
contamination and safety risks. If ultra-low mechanical freezers (-150°C
or below) are used as backups or alternatives, they must have validated
redundant backup systems and continuous alarm.

b. Freezing and thawing rate protocols must be standardized and
documented and even small changes in temperature should be reported as

variation.
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9.1.10. Personnel and material airlocks shall be fitted with interlocked doors, access
control, and continuous pressure differential display and monitoring; records
shall be retained.

9.1.11. A written Environmental Monitoring (EM) plan shall define viable/non-viable
particulate limits, alert/action levels, sampling locations and frequencies (at-
rest and operational), personnel monitoring, trending, and CAPA for excursions.

9.1.12. Cleaning and disinfection processes shall be validated, including agent types,
rotation schedules, and contact times. Gowning materials and procedures shall
correspond to cleanroom classification, with effectiveness verified and trended.

9.1.13. Direct-impact equipment (BSCs, incubators, closed systems, freezers, LN,
tanks, monitors) shall undergo 1Q/0Q/PQ, calibration, and preventive
maintenance annually. Re-qualification results and any required recalibrations
or repairs shall be documented in the equipment logs. BSC and HEPA
certifications shall be completed at defined intervals.

9.1.14. CO,, N5, and vacuum systems shall have defined specifications, alarms, and
backup arrangements, with continuous monitoring and documentation.

9.1.15. Raw materials, viral vectors, and single-use disposables shall be received under
quarantine, verified against Certificates of Analysis (CoA), released by QA, and
fully traceable to manufacturing batches. An approved supplier list shall be

maintained and periodically reviewed.
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9.1.16. Written contained-use procedures for viral vectors shall address waste
deactivation, spill and exposure response, and staff training and competency.

9.1.17. Continuous temperature, pressure and humidity data logging systems shall
include remote alarm notifications; alarm challenge tests shall be performed at
defined intervals and documented.

9.1.18. Qualified shippers and storage units shall have preset acceptance criteria.
Temperature traces shall be reviewed at receipt and prior to thaw/issue; any
excursions shall trigger quarantine and investigation.

9.1.19. The cell processing and expansion should be performed using closed or
functionally closed systems (such as enclosed bioreactors or tubing sets) to
minimize open handling steps.

9.1.20. The health facility should prioritize single-use disposable components and
automated systems that reduce manual interventions and contamination risk.
Open manipulations (if unavoidable) must be carried out under Grade A aseptic
conditions within biosafety cabinets, with rigorous aseptic technique and
operator monitoring.

9.2. Healthcare professionals and Competency
9.2.1. A manufacturing lead shall hold overall responsibility for GMP compliance,

product release, and adherence to regulatory requirements.
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9.2.2. Cell Processing Scientists/Technologists shall hold a bachelor’s degree in life
sciences and specialized training in aseptic processing and cellular
immunotherapy.

9.2.3. Quality Assurance (QA) and Quality Control (QC) Officers shall function
independently from manufacturing operations to ensure impartial oversight.

9.2.4. A designated Biosafety Officer shall oversee compliance with vector-handling
regulations and institutional biosafety protocols.

9.2.5. All staff shall undergo mandatory training in:

a. GMP principles and cleanroom conduct

b. Aseptic technique and contamination control
c.  Viral vector biosafety

d. Cryogenic handling and safety

e. COl and COC procedures

9.2.6. Competency assessments shall be performed annually, including media-fill
validation of aseptic technique.

9.3. Quality Management System (QMS)

9.3.1. Documented SOPs shall exist for each process step and be periodically
reviewed.

9.3.2. Batch Manufacturing Records (BMRs) shall ensure full traceability from donor

to patient.
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9.3.3. Environmental monitoring data (air, surfaces, personnel) shall be routinely
reviewed and trended.

9.3.4. A deviation management and CAPA system shall be implemented and
integrated within the QMS.

9.3.5. The laboratory shall comply with current GMP requirements and undergo

internal and external audits at defined intervals to verify continued compliance.

10. STANDARD SIX: QUALITY AND SAFETY

10.1. The QMS shall be aligned to Foundation for the Accreditation of Cellular Therapy- Joint
Accreditation Committee (FACT JACIE) principles and WHO GMP/CLSI QMS
frameworks, compliant with international cell therapy regulations and shall include
measurable performance indicators, deviation and change-control management, CAPA,
internal audits, management review, and continuous improvement.

10.2. There shall be a validated COl and COC for each autologous dose (from patient —
apheresis bag — manufacturing — cryostorage — infusion). Documentation shall be
complete, auditable, and retained for long-term traceability.

10.3. Each product administered shall be accompanied by validated batch documentation
from the manufacturer. The health facility shall maintain complete records of product
receipt, verification, storage, thawing, infusion, deviations, and corrective actions, kept
in secure validated electronic or controlled paper-based systems.

10.4. Shipping/transport to the health facility shall be validated with documented cold-chain

integrity (temperature logs, alarms, remote monitoring where available) and
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contingency plans. Couriers must be qualified with written service agreements. The
health facilities must retain transport and temperature excursion records.

10.5. The health facility shall maintain validated thaw procedures and evidence of product
stability provided by the manufacturer. Cryostorage if available systems shall be
periodically requalified, and thawing performed by trained staff with documented
competency.

10.6. The health facility shall implement pharmacovigilance and biovigilance systems for CAR-
T, including reporting of adverse events (CRS, ICANS, late toxicities) to the DHA,
manufacturer, and registry as applicable. Timely reporting, follow-up, and trend analysis
shall be documented in the QMS.

10.7. All computerized systems used for COI/COC, product records, laboratory data,
deviations, CAPA, and pharmacovigilance must be validated with access controls and
audit trails.

10.8. All manufacturing and supply records for each CAR-T product (including batch
documentation, test results and distribution logs) shall be retained for a minimum of
twenty-five (25) years after the product’s administration to the patient (or after
expiration, if the administration date is not known). Longer retention is encouraged to

coincide with long-term patient follow-up requirements.
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11. STANDARD SEVEN: KEY PERFORMANCE INDICATORS (KPlIs)

1. Apheresis-to-Infusion Time (Vein-to-Vein Time <28 Days)

Main Domain: Process

Subdomain: Efficiency

Indicator Definition: | Median time from apheresis to infusion of the final CAR-T cell

product, reflecting operational efficiency

Calculation: Numerator: Number of patients infused with CAR-T cells within
< 28 days from apheresis

Denominator: Total number of patients infused with CAR-T cells

Target: > 90% of patients infused within 28 days
Methodology: (Numerator/Denominator) x 100
Measuring Unit: Percentage of patients infused < 28 days from apheresis

Reporting Frequency: | Quarterly

Desired Direction: Higher percentage (towards 100%)

Rationale: Short vein-to-vein times improve patient outcomes, reduce

bridging therapy, and reflect operational efficiency.

KPI Source: DHA Standards for Advanced Cell Therapy Services.
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2. Non-Relapse Mortality (NRM <20% at 1 Year)

Main Domain: Safety

Subdomain: Mortality

Indicator Definition: | Percentage of patients who die from causes other than disease

relapse within 1 year of CAR-T therapy.

Calculation: e Numerator: Number of deaths not due to disease relapse

within 1 year

e Denominator: Total patients treated with CAR-T

Target: <20%
Methodology: (Numerator/Denominator) x 100
Measuring Unit: Percentage of patients with non-relapse mortality at 1 year

Reporting Frequency:| Annually

Desired Direction: Lower percentage (towards 0%)

Rationale: Minimizing non-relapse mortality ensures overall treatment
safety and reflects quality of care during and post-CAR-T

therapy.

KPI Source: DHA Standards for Advanced Cell Therapy Services.
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3. Complete Remission (CR) Rate

Main Domain:

Effectiveness

Subdomain:

Treatment Response

Indicator Definition:

Percentage of patients achieving complete remission after CAR-

T therapy.

Calculation:

e Numerator: Number of patients achieving complete

remission

e Denominator: Total patients treated with CAR-T

Target:

Benchmark per disease type (typically 60—-80%)

Methodology:

(Numerator/Denominator) x 100

Measuring Unit:

Percentage of patients achieving complete remission

Reporting Frequency:

1, 3, 6 months, 1-year post-infusion

Desired Direction:

Higher percentage (towards 100%)

Rationale:

High CR rates indicate treatment effectiveness and optimal

patient selection.

KPI Source:

DHA Standards for Advanced Cell Therapy Services.
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4. Secondary Malignancies (5 Years Post-Treatment)

Main Domain: Safety

Subdomain: Long-Term Outcomes

Indicator Definition: | Percentage of patients developing secondary malignancies

within 5 years of CAR-T therapy

Calculation: e Numerator: Number of patients developing secondary

malignancies within 5 years

e Denominator: Total patients treated with CAR-T

Target: As low as possible (benchmark <5-10%)
Methodology: (Numerator/Denominator) x 100
Measuring Unit: Percentage of patients developing secondary malignancies

Reporting Frequency: Annually; 5-year cumulative

Desired Direction: Lower percentage (towards 0%)

Rationale: Monitoring secondary malignancies ensures early detection of
late adverse effects and informs long-term safety of CAR-T

therapy.

KPI Source: DHA Standards for Advanced Cell Therapy Services.
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5. CRS Rate (£30% within 8 Weeks)

Main Domain:

Safety

Subdomain:

Acute Toxicity

Indicator Definition:

Percentage of patients experiencing Grade =2 Cytokine Release

Syndrome (CRS) within 8 weeks post-infusion.

Calculation:

e Numerator: Number of patients with Grade =2 CRS within

8 weeks

e Denominator: Total patients infused with CAR-T

Target:

< 30%

Methodology:

(Numerator/Denominator) x 100

Measuring Unit:

Percentage of patients experiencing Grade =2 CRS

Reporting Frequency:

Quarterly

Desired Direction:

Lower percentage (towards 0%)

Rationale:

CRS is a common and potentially severe CAR-T toxicity;
tracking incidence ensures patient safety and informs pre-

emptive management strategies.

KPI Source:

DHA Standards for Advanced Cell Therapy Services.
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6. ICANS Rate (=30% within 8 Weeks)

Main Domain:

Safety

Subdomain:

Acute Toxicity

Indicator Definition:

Percentage of patients experiencing Grade =2 ICANS (Immune
Effector Cell-Associated Neurotoxicity Syndrome) within 8

weeks post-infusion.

Calculation:

e Numerator: Number of patients with Grade =2 ICANS

within 8 weeks

e Denominator: Total patients infused with CAR-T

Target:

< 30%

Methodology:

(Numerator/Denominator) x 100

Measuring Unit:

Percentage of patients experiencing Grade =2 ICANS

Reporting Frequency:

Quarterly

Desired Direction:

Lower percentage (towards 0%)

Rationale:

ICANS is a significant CAR-T complication; early detection and

management improve patient outcomes.

KPI Source:

DHA Standards for Advanced Cell Therapy Services.
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APPENDICES

APPENDIX 1: CAR-T THERAPY PROCESS

CAR T-cell Therapy

Remove blood from | - = T el Make CAR T cells in the lab
patienttoget T cells | V. X
N * G {ﬁ ' Insert gene for CAR
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S, N, T cell
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P/ / /,,!’mj;‘\' Chimeric antigen
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CAR T cells bind to cancer CART cell 5368 __{
cells and kill them ’ | r
, Pakie
A Y k \ . ag \ ¥ 4 { =
Iy i 7 (ewd oo X (
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APPENDIX 2: APPROVED MEDICAL CONDITIONS/DISEASES TO BE TREATED BY CAR-T
CAR-T cell therapy is used to treat cancers that affect blood cells. This includes some types of

leukemia, lymphoma and multiple myeloma.

1. CAR-T cell therapy may be recommended when a cancer:

e Doesn't respond to other treatments, also called refractory cancer.

e Comes back within 12 months after the first treatment, or after several prior
treatments, also called recurrent or relapsing cancer.

2. CAR-T cell therapy is approved to treat recurrences of the following cancers:

e B-cell acute lymphoblastic leukemia. This type of blood cancer is the most common cancer
found in children.

e Chronic lymphocytic leukemia. This leukemia progresses more slowly than other
leukemias. It occurs most often in older adults.

e Certain B-cell non-Hodgkin lymphomas. Lymphomas are cancers that affect white blood
cells in the lymphatic system — a network of organs, glands, vessels and clusters of cells
called lymph nodes. B-cell lymphomas for which CAR-T cell therapy may be an option
include diffuse large B-cell lymphoma and primary mediastinal large B-cell lymphoma.
They also include high-grade B-cell lymphoma, aggressive B-cell lymphoma not otherwise
specified, follicular lymphoma and mantle cell lymphoma.

e Multiple myeloma. This uncommon form of blood cancer affects bone marrow. The cancer

forms in a type of white blood cell called a plasma cell.
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APPENDIX 3: PART A- EXAMPLE OF INFORMED CONSENT RECEPIENT OF FOR CAR-T

THERAPY

Part 1: Consent to the Procedure eyl e daslgall o3l es=l
sdiewall OMabian Ol A5 LI C>Lc qu; Lle @élgi
AT LS (o daiiiall (CAR-T) & 503l

| consent to receive Autologous Chimeric Antigen Receptor T-cell

(CAR-T) Therapy.

(3331 closol U3 3 Lay) sl CigeSl plbis

Conditioning Regimen (including drug Names) | ettt ssae st s ssae e e senes s e st stn

Gl 8350 o Jlaa Pl 8Ll 38 Sle eladl Jaso Hl s
with this therapy may vary depending on individual factors and oailazg Laall Jolo=ll 55 aliny 18 Ci‘dl lig dosiyell

| understand that the overall survival or clinical benefit associated

—nhy

disease characteristics. The estimated overall survival/ benefit g,S-SJl 35l / Ll a8 Lle clanl) 5,5):‘.*51” Jaall Slg .ol
o—— oin 3 dpmall dylesll plin 2o Hudsd

rate discussed with my healthcare provideris _______ %.
The following risks and side effects have been explained to me: :dJWI sl 46319 bl &J C.‘}).;b sl
e Infection o2l *
bilus / Jlgwdl / Lblall clisll Glgdl / olasll .
e Sickness/mucositis/diarrhoea/hair loss =F ’
=l
e Blood product support .
pll Blaiioy pes Jl &I o
e Infertility @ésll .
e Secondary malignancy -.59-‘L’ fus nys .
¢ Neurological complications dwac Slaclin .
e Cytokine release syndrome OSoieall 5159 dojdlio .
e B-cell aplasia CO PR T pac °
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e Intensive Care Unit Admission 83Ssall Ll 83>9 JI Jo> I .
e Mortality alagll o
e Other (state)... (sl 29) sl o

I confirm that | have received information about the procedure,  |d,l5Jl &bl slgallg cly>3l Jo> iloglra Cuxdls 38 u,_,"‘l_, 39|9

EBMT data collection and registration of patient information Obldl gaz dalsioll assell Glogleo damusg b2l / (o5l
Lakenis gLl psll dely3) dungyodl dcsarnell Al

sheet disease/ procedure education materials.

odssall 5153]
osblinag ely2dl 13m 318 Lidliog dliwdl bl duyll J gl
J @sliall dyadl dmslall Shladl

Statement of patient
| have had an opportunity to ask questions, discuss the benefits

and risks of this procedure, and alternate treatment options

available to me. ol by goandl Lle B8lol dliall Olylal 3 bl sy
Having considered the options, | consent to undergo CAR-T Ay yail saiwall Cnlidiws OIS A5 LaJb
therapy procedure. pac sie Gyl (gash] oy a8 e &Ll @i L sl 3l eyl

| understand that any cells stored on my behalf may be electively N 6)~>i By s 5256 3i 3959

destroyed when they are of no further clinical benefit
ote pudll 3 Lle dadlgall )J§: 3) .ol &> k_;LLJI eyl
(40385 of soladl kel Le daslgall

Part 2. Data collection. (Consent to this section does not impact

upon consent to, or delivery of cellular therapy).

B3lsl (Solil sy dolil dogll B3axall sué SLLI Hling

:E.’li L Jle
| consent to non-identifiable data on my cellular therapy being: o Ml dely3) dogyell degamall e lgzS; Lo .
¢ Shared with the EBMT, Duabi Health Authority CMI Odxeng ‘3N douall digmg ‘&wb
(DHA) and other ethically approved CAR-T/cell Y/N 3/ 2 Mdlwall OMdiawe OIS 4SUE WAL
therapy registries. SVSEIN/IRSES sl Cig'” [ Gsagl
e Shared with health authorities, researchers and L73>L>I
registries in the UAE and internationally Y/N oszldly dall Olalall & lgiS)Line °
¢ | understand that | have the right to ask to YN 3/ e Baxiall dgy=ll Shlodl dgs 3 Ol

ol semaall e

delete my data from the registries.
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| consent to identifiable data being: oo Ubly is cdb 9§ sl J Sl ) j .
2 / P&; - =3 - ) I

e Held securely on local databases Y/N =

e Viewed by authorized external visiting auditors Y/N
under supervision :‘:J,g b le sslgl “:J,g Lo dyogl) 833xall SLLII oliug

e Shared with DHA (Dubai Health Authority) Y/N 3/ et Ao OUly aclgs \3 QAT JSiy lgbas b

3/ s OBl 5iibaall JB e lade gilbdl .

Part 3. Tissue donation for research. (Consent to this section e Ol Cnd useizall o3l

does not impact upon consent to, or delivery of cellular therapy). | 3/ P 3 dvall Lo &o lgxS; Lo °

consent to:

e Storage of my tissues within an approved lia e dadlgall 1355 3) il dawsdly f_"‘ﬂl e U il
biobank, and use of my tissues obtained during YN (403285 ol (sl k=l Lle dadlgall e uasll
the treatment course for ethically approved b be Lle Bl k,:.:Ig
research projects. Aeize So> i @ o] KNS L .

B2 aaine din glie § el sl s
{NEY]

e Approved users accessing my health records to k:;'>l>. w Jdl paeizell Guessiwell Jowg .

interpret research undertaken on my tissues, e UJPT |G B o) duswall

d that identifiable and medical dat YN Y/N o PR
and that identifiable and medical data " .- I . .
confidentiality will be maintained. ool Lls dysal) 53mall UL

e Understanding that any tissues stored may be . . PRI =

Gixo dawsl sl O] oy 28 b SDo] .
electively destroyed if | change my mind and Y/N I | - ; 5| b ™
. T ;‘ - - . A A
withdraw consent, or by others when my tissues Y/N oo 80 (RS D M L f -
are of no further research benefit 81518 ‘-fsl > 3 9s3 d losie o2l J2B
Sx>l dizy
Statement of health professional obtaining consent
dsdlgall e Jua> ‘:;.'\JI wwall Jl.m.';}!l)lﬁl
| have explained the procedure of CAR-T therapy, the anticipated sl Llal Cig'” el o3l 5)9 J I/ husall Comyds 3
benefits, and risks, and explained the data collection and LeS dsdgiall 63bliag 0251999 syl sbiwadl C3lbivwe I3
bl gy dalazall Gagsall Slosles dgno Cionds
registration patient information sheet to the
«Juzuilly
patient/parent/guardian.
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Patient &539_, ée.)ll"

-

Signature: uassall Date & Time: Cdgllg

If the patient is unable to sign the consent form personally, please tick one of the following reasons:

1031 83583l Glew¥l 35T alol dodle gudg 23 diainds dasloall 8ylatul e zedoill Gaysall gl o

O Minor O Unable to Understand olasiodls padll Lle 5306 e O ol O
[0 Other: 6)>i O
dadlgall xilo ol

Substitute Consent Giver Name: Juadl
dadlgall xilo gidgs

Substitute Consent Giver Signature: Juadl
aiddle sl

Relationship to Patient: vassall Date & Time: Cdgllg
Interpreter (if applicable): (o3 pd 13]) el
Physician Name, ID 03 bl puol Wl
No. & Signature: &5592”9 &g/l Date & Time: Cadglly
bl gl Wl

Witness Name & Signature: 448959 Date & Time: Cadglly

The words “I” and “my” refer to patient, regardless of whether it is the patient or a substitute consent giver signing the form.

Jsadl &slgall ile of s sall ob Byleiwdl e 8%;92” Ol 13 Lac Bl Gasy s sall 1 "GI" @lSiall suass sed
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PART B- CONSENT FORM FOR COLLECTION OF LYMPHOCYTES FOR CAR-T CELL

THERAPY
Part 1: Consent to the Procedure eyl e dadlgoll : o3l cixl

| consent to the procedure of lymphocyte (white | asll L) dyglaal Ll &> b2l Jle @élgi
blood cell) collection for CAR-T cell therapy. Sdiwall OMdiae OIS 45U LINL 3=l (clagdl

el

The risks and side effects explained to me

include: bl J c.;,..z; Al Al 46319 bl Joisse
e  Low Blood Pressure PXUNZEP-JV-IEER] .
e  C(Citrate toxicity due to low calcium levels | &bgivw olexl s Oilyiewdl daw .

(tingling in face, fingers and toes, vibration 8Loi9 8LX>II9 ol ,_3 Juois) poralSll

sensation inside the body) (el J31s 5B23l poluwslg (aoasll
e  Bruising from access needles «S3ell Joz Al He 43 wloss .
e  Increased risk of bleeding post procedure b3l sy cay il shs 3sb; .
. Possible insertion of Femoral/subclavian | ¢ gi dix9 ddleg sybws Jbo] ddleisl o

vascular catheter, with associated risks of | (sgasll 1blas o I3 Cobay bo & 88,4l

infection or bleeding oyl ol

| confirm that | have received information about | <l3 3 Loy b3l Jo> Oiloglro cuals 28 %,ﬁ‘lg 58lg
the procedure, including written education | #b) dwnyall Gl 28 &y DS LasiS slgo
materials, and had the opportunity to ask AL

questions.
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| understand that any abnormal test results from
the routine tests will be communicated to me
appropriately, and | have the right to review my

test results if | wish to.

| understand that | have the right to withdraw my
consent to undergo Lymphocyte Collection for
CART cells at any time and the implications of this

have been explained to me.

| understand that any cells stored on my behalf
may be electively destroyed when they are of no
further clinical benefit.

Part 2. EBMT Data collection. (Consent to this

section does not impact upon consent to donate

cells.)

I consent to non-identifiable data from my
lymphocyte collection for CAR-T therapy being:
° Shared with the EBMT, Dubai

Health Authority (DHA) and other v/N

ethically approved CAR T/cell

therapy registries.

. Shared UAE and international

health authorities, researchersand  Y/N

registries.

2sb csliall gl Sle sl oy Cgun ol eyl Les
& @l J Hlo dgigorll bl dmpb s gl

w3 § Cudy 13] Gblasl gils d=zlhe

gaxd gouandl Lo Liadlos o § @2l J 3l elyslg
Eldiiae i3 &SI WAL bl dslaadl Lyl
B Caond 3By wdy sl (§ Dpensl suatall

el le ddyrall

ladsl] oy 38 Lo Glall B33 L3> el &1 eyal

o) 5551 &390 83516 (5l 3929 pac sic Bylas

dugsadl degaxall plla) Sly ge> : il cinl
e il 13 e daslgall 1555 3) glinilla pall del,j)
(Ll 530l e daslgal

goxy dileioll d0al) Basmall sut Sbledl Glius

Sl3 A5 L gslell s dwlidl dyglaagd)l L3I
ol Lo e Glgl vy ol Adieodl Eo¥litiuce

dnoredl degonall o lgiS)liv .

(s duall &g gy pall dely)

ols 45 Wl el ol

2 .
/M/ Ayl sbiwedl Oldiue
basizall sy Selxdl C>12J|
(NEY]
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. Shared for Health Technology

Assessment (HTA) within  Y/N
approved registries.
° Shared with Marketing

Authorities Holders (MAH) of

(IEC) Y/N

immune cell effector
therapies, approved registries in
the UK and approved international
studies

. | understand that | have the right
to request deletion of my data Y/N

from the registries.

I/ consent to identifiable data being:
o Held securely on local databases Y/N

o Accessed by authorized external
Y/N
auditors under supervision

Part 3. Tissue donation for research (Consent to

this section does not impact upon consent to, or

delivery of cellular therapy). | consent to:

. Storage of my tissues within an
approved biobank, and their usein  Y/N

ethically approved research.

° Approved researchers access
relevant  health records to
Y/N
interpret results, while
confidentiality is maintained.
. Understanding that | will not gain
financially from any resultant
Y/N

drugs or treatments subsequently

developed.

imall ol zo lSlie
3/ e &bledl  odladls el
Adgallg

Y/ s L>oloiSil puuds poxe LgiSHlie .
Saaizall Ol o doall

vl Ol 2o leiSlie e
bl Ll olosle) Gyl
3/ om5 § banizell Oiawlly it
ol Oluohyally damioll dSlonl
Biaizoll

Gbly i b 3 Gl J S sl

Y/ s © . -

el G0

lo e 38lsl o Lo 30l Baimall biledl oslins
e
Slly aclsd § ool JSiy lohis o

ol JB oo ledl Jowsoll e
3/ s

3/ o=

Bl Cod il GBI

dasloall 5555 ¥) Sl dmas Il g il ;I 51
ol (ol el e daslanll e pdll in e
1 Lo e B3lsl il
aize Sor> iy 3 Ginsl G5 @
L83 Baniza Gl 4 Lgalaiiuwls
Jdl oeseizall oWl Jows e
3/ o2 spid) dhall G135 douall Sélo|
Ayl e Blasl go Sl
Jlo oS tsl 3anl o) GBL Sl
3/ o= oiy &5 obsle ol &osl sl oo
LY oyghs

3/ s
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. Understanding that any tissues dovans] ;57 G| e A8 <l SSbal .
may be electively destroyed if | 3/ o2 losic ol (i88lge Cumw 13] Gylus
withdraw consent, or when my Y/N .dpiiii‘x)s.ﬁlé :sl u&.:.u)}! Sg=5 3

tissues are of no further research

benefit.
Statement of health professional obtaining dadlgall Sle Jua> s oouall .til..a.&‘:ll shs8l
consent el Glan Il LM gox clyn] pansal) Copds 28
| have explained the procedure of Collection of LoS s sl saiwodl Cdldins I3 &SI LaaJb
Lymphocytes for CAR-T therapy and explained gox délsiall Gassall Ologle doms dJ Loyl
the data collection and registration of patient Jemeaidlg SLLL

information sheet to the patient.

&5¢5
Patient Signature: uassoll Date & Time: Cdglly &l

If the patient is unable to sign the consent form personally, please tick one of the following reasons:
ol 8398 iall Gleewl 15T plol dodle gudg 253 diainds dadlgall bylaiul Lle @edoill Gy sall @l ol

ol Lo 5308 i
O Minor O Unable to Understand wlewdlg O ol8 O
[ Other: s>
dadlgall xilo puol
Substitute Consent Giver Name: Juadi
dadlgall milo g3
Substitute Consent Giver Signature: Juadi
Relationship to Patient: vausall di8sle Date & Time: Cadglly Wl
Interpreter (if
applicable): (5031 a3 13]) p2siall
Physician sl ool
Name, ID No. & dy58)l 3,
Signature: &591”9 Date & Time: Cadglly &l
Witness Name bl @esl
& Signature: daz8gigDate & Time: Cglly Zus W
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“I”

The words “I” and “my” refer to patient, regardless of whether it is the patient or a substitute consent giver signing

the form.

Jaadl didlgall zile of pagsall oo 3laiwdl e Z.gg‘zﬂ Ol 13] Loc sl Gasy cpdsell ) "GI" @lSiall sxaud suid.
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