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Adhering to Regulatory Guidelines 

Institutions must understand applicable regulatory guidelines and
define their approach to implementing the requirements from
organizations such as the US FDA, the European Medicines
Agency (EMA), and local regulatory authorities. These laws and
regulations typically address cellular collection guidelines, such as
the ethical collection of cells, donor consent and eligibility, han-
dling and storage requirements, product labeling, and distribution.

Regulatory bodies also set guidelines for the processing and
manufacturing of cellular products and starting materials, ensur-
ing that cellular starting materials meet the required standards for
therapeutic use. For example, cellular therapy products must com-
ply with current good manufacturing practice (cGMP) require-
ments, which regulate the production of biological products to
ensure quality and consistency. Institutions that are providing the
cellular starting materials to be used in clinical trials and by drug
developers must also work closely with regulatory experts to
ensure compliance, which often requires specific documentation,
data collection, monitoring, and reporting systems.

Accreditation and Certification 

Accreditation demonstrates the facility’s uncompromising stan-
dards of quality and care, promoting patient, donor, and product
safety compatible with standards derived from best practices. It
helps facilities build a reputation for outstanding quality in the col-
lection and/or processing of biotherapies, which can be crucial for
attracting customers, patients, and collaborators. For example, the
World Marrow Donor Association (WMDA), AABB, and FACT
provide accreditation to institutions performing hematopoietic
stem cell collections and other forms of cellular therapy. Addition-
ally, accreditation by AABB is recognized in health-care payor pro-
grams, such as Aetna’s Institutes of Excellence, which can help
institutions recover costs and receive reimbursements. Accredited
facilities are required to perform risk assessments related to con-
tamination and identify vulnerable donor populations, ensuring
comprehensive risk management. Obtaining accreditation demon-
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strates an institution’s commitment to upholding high standards in
cellular collection, processing, and therapy.

Ethical and Legal Considerations 

Ethical and legal compliance is also paramount when collecting
cells for biotherapies. Institutions must ensure that all patients or
donors are provided an informed consent process with the oppor-
tunity to fully understand both the risks and benefits of participat-
ing in cellular collection procedures. This requires thorough
communication and documentation, especially in cases involving
vulnerable populations such as minors, the elderly, and those with
cognitive impairments.

Institutions must also establish clear policies for the use of col-
lected cells, ensuring that donors are aware of how their cells may
be used, including whether they may be used for research pur-
poses, clinical trials, or other types of experimental therapies.
Through a proper informed consent process, the donors will be
educated on the storage duration and disposition plan for cellular
starting materials, including the final disposition when the donated
graft has no further clinical utility (ie, the decease of the recipient).
When a cellular collection program involves clinical research, the
institution needs to establish institutional review board (IRB) pro-
tocols with study participant consent. Ethical considerations
should also address issues of privacy, ensuring compliance with
laws such as the Health Insurance Portability and Accountability
Act (HIPAA) in the United States, or similar laws in other regions.

Infrastructure Development for Cellular Collection

Institutions must provide an adequate and controlled environment
to support the collection, processing, and storage of cellular start-
ing material. This includes specialized facilities for donor/patient
cell/tissue collection and labeling, physical examination rooms,
adequate workstation(s) for the apheresis team, and a laboratory
or hand-off area to ensure confidentiality and prevent contamina-
tion or mix-ups of paperwork and cellular collections. Other gen-
eral area considerations include donor management and logistics
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departments (eg, supply room, courier hand-off area). The institu-
tional infrastructure should be able to accommodate various types
of cellular collection methods, such as apheresis for blood-based
collections or sterile environments for tissue harvesting.

Facilities and Equipment 

The procurement of autologous cells often occurs in a hospital set-
ting where patients are the donors and are managed for a wide
range of clinical situations. On the other hand, the collection of
material from an allogeneic/healthy donor or low-risk autologous
patient can be conducted in an outpatient environment within
accredited community-based blood and/or apheresis collection
centers, under the management of licensed medical and health-
care professionals. Cellular collection for biotherapies must occur
in a controlled and sterile environment to prevent contamination.
Additionally, the equipment used for collection must be meticu-
lously maintained to ensure optimal performance and reliability.

Among the types of postcollection manipulation, cryopreserva-
tion of the cellular starting material is the most common proce-
dure. Depending on the protocol requirement, passive freezing
(directly transferring the collected material to the cryogenic envi-
ronment) or controlled-rate freezing (using automated equipment
or engineered containers) would be implemented. 

This is an important infrastructure component to consider if the
materials need to be transported across long distances or for long
periods, or stored before use. The institution should invest in
appropriate storage equipment and facility capabilities to maintain
ultralow temperatures, preserving cell viability and functionality
over extended periods.

Data Management and Tracking Systems 

An effective data management system is essential for tracking the
collection, processing, and storage of cellular materials. A robust
tracking system should be in place to monitor the origin, handling,
and use of each sample. This includes labeling and barcoding sys-
tems that provide real-time tracking and ensure that all cellular

INSTITUTIONAL GOALS



14 GETTING STARTED IN COLLECTING FOR BIOTHERAPIES

starting materials collected are traceable to the donor and the asso-
ciated care or protocol. Data management systems should also
have the capability to integrate health records with cellular collec-
tion information, creating a traceable view from donor cellular col-
lection to final product manufacturing or patient infusion. 

Staff Training and Expertise Development

Institutions must invest in staff training and education to ensure
that personnel are prepared to handle the complexities of cell col-
lection. This includes both clinical and laboratory staff who will be
directly involved in the procedures, as well as supporting staff
who handle administrative and regulatory tasks.

Clinical Training 

Clinical staff, including physicians, nurses, and technicians, should
be trained in the various methods of cellular collection, donor
monitoring, product labeling, and postcollection care. This may
involve specialized training in techniques such as leukapheresis or
marrow aspiration. Training should also focus on donor selection,
ensuring that the institution’s staff can appropriately identify can-
didates for cellular collection for biotherapies based on clinical cri-
teria. Institutions should invest in ongoing education and
certification programs to keep clinical personnel updated on the
latest advancements in the cellular therapy field, as well as donor
and collection management.

Laboratory and Technical Training 

Laboratory staff, ranging from clinical laboratory scientists to the
director, must be proficient in protocol-specific cell processing,
such as cellular collection, enrichment, and cryopreservation.
These staff members should also receive training in maintaining
sterile techniques, cell viability testing, and quality control. Similar
to clinical staff, institutions should invest in ongoing education
and certification programs to keep laboratory staff updated on the
latest advancements in cellular therapy technologies and protocols.




