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Introduction



JACIE has opened a public consultation on proposed interim standards to cover the administration of immune receptor cells. The proposed standards originated with FACT earlier in 2016 where centres in the USA are increasingly handling these types of therapies. In Europe, provision of these therapies is still in very early stages but more activity in this area is being observed and we consider that this is a good opportunity to anticipate future demand. The interim standards are intended to promote quality in administration of immune effector cell products, such as chimeric antigen receptor T cells (CAR-T cells), natural killer cells, virusspecific T cells, therapeutic cellular vaccines, and others. The proposed requirements primarily highlight unique aspects of administration and toxicities of immune effector cells. Production of these cells is not contemplated in these standards. The interim standards would be added to the 6th edition and come into effect from 2017 being applicable only to centres administering such therapies. Where they are not being provided, these standards would be considered non-applicable. The survey will close on 11 November 2016
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The next page lists the proposed standards. You are asked to comment below each standard or set of standards.



Text marked in RED indicates changes to existing standards or new requirements.
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DEFINITIONS Cellular therapy product: Somatic cell-based product (e.g., mobilized HPC, mononuclear cells, cord blood cells, mesenchymal stromal cells, T cells) that is procured from a donor and intended for processing and administration. Cytokine release syndrome: A reaction from the release of cytokines from cells targeted by an antibody or immune effector cells. Immune effector cell: A cell that has been induced to differentiate into a form capable of eliciting a specific immune response



B1.2 The Clinical Program shall use a cell collection process and processing facilities that meet FACT Standards with respect to their interactions with the Clinical Program. B1.2.1 If cellular therapy products are received directly by the Clinical Program from a third-party provider, the following responsibilities shall be defined at a minimum: B1.2.1.1 Chain of custody of cellular therapy products. B1.2.1.2 Cellular therapy product storage. B1.2.1.3 Verification of cellular therapy product identity.



B2.8 There shall be a pharmacy providing 24-hour availability of medications needed for the care of transplant patients. B2.8.1 Pharmacies shall have access to formularies adequate to treat cytokine release syndrome and other expected complications of immune effector cell administration.
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B3.3.5 The attending physicians shall be knowledgeable in the following procedures: B3.3.5.7



Cellular therapy product administration.



B3.7.3 Training and competency (of nurses) shall include: B3.7.3.7 Care interventions to manage cellular therapy complications including, but not limited to, cytokine release syndrome, cardiac dysfunction, respiratory distress, neurologic toxicity, renal and hepatic failure, disseminated intravascular coagulation, and anaphylaxis.



B3.7.4 There shall be written policies for all relevant nursing procedures, including, but not limited to: B3.7.4.6 Detection and management of immune effector cellular therapy complications including, but not limited to, those listed in B3.7.3.7



B4.7.3 Review of outcome analysis and/or product efficacy shall include at a minimum: B4.7.3.2 For immune effector cells, an endpoint of clinical function as approved by the Clinical Program Director. B4.7.3.23 Overall and treatment-related morbidity and mortality at thirty (30) days, one hundred (100) days, and one (1) year after cellular therapy product administration.



B4.8.3 Audits shall include, at a minimum: B4.8.3.5 Periodic audit of the accuracy of data elements included in the applicable CIBMTR Cellular Therapy forms or EBMT forms.
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B5.1 The Clinical Program shall establish and maintain policies and/or procedures addressing critical aspects of operations and management in addition to those required in B4. These documents shall include all elements required by these Standards and shall address at a minimum: B5.1.14 Management of toxicities of immune effector cellular therapies, including cytokine release syndrome and central nervous system disease.



B7 RECIPIENT CARE B7.6.7 There shall be regular assessment of the recipient to detect complications, including cytokine release syndrome and neurologic dysfunction. B7.6.7.1 There shall be a process for rapid escalation of care, increased intensity of monitoring, and relevant workup to address complications. B7.6.7.2 Communication to, as relevant, clinical staff, intensive care units, emergency departments, and pharmacies shall be timely. B7.6.7.3 The Clinical Program shall have written guidelines for management of complications, including the use of cytokine-blocking agents and corticosteroid administration.



B7.6.8 A circular of information for cellular therapy products shall be available to staff. B7.6.9 There shall be policies and procedures in place for monitoring by appropriate specialists…



B9.2 The Clinical Program shall collect all the data elements included in the applicable CIBMTR Cellular Therapy forms or EBMT forms. B9.3 The Clinical Program shall define staff responsible for collecting data and, as appropriate, reporting data to institutional repositories and CIBMTR or EBMT.
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Contact Information



Personal Details Name and Family name City/Town Country Email Address



EBMT Centre Identification Code (CIC) if applicable
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