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Sipuleucel-T

Sipuleucel-T is an autologous cellular immunotherapy. The active components of sipuleucel-T are
autologous antigen presenting cells (APCs) and a recombinant protein, PAP-GM-CSF that consists of human
prostatic acid phosphatase (PAP) fused through the C-terminus to the N-terminus of human granulocyte-
macrophage colony-stimulating factor (GM-CSF) by a Gly-Ser linker. PAP is an antigen expressed in prostate
cancer tissue and GM-CSF is an immune cell activator. Minimal residual levels of the intact PAP-GM-CSF are

detectable in the final product.

Sipuleucel-T is prepared using a patient’s own peripheral blood mononuclear cells obtained via a 1.5—
2.0 blood volume leukapheresis approximately 3 days prior to the infusion date. The cells obtained are further
processed and then cultured for 36-44 h in a nutrient-rich medium in the presence of PAP-GM-CSF. The cells
are then aseptically harvested, washed, formulated, and packaged for intravenous infusion. Sipuleucel-T is a
sterile, live cell suspension for autologous use only. Each dose contains a minimum of 50 million autologous

CD54+ cells activated with PAP-GM-CSF, suspended in 250 mL of Lactated Ringer’s Injection, USP.



Ex-Vivo Sipuleucel-T Processing

Ko ‘Monoeym = GM-CSF
Deneit ont P‘ PAP

Processing of Sipuleucel-T. Sipuleucel-T immunotherapy is similar to a DC vaccine and is based on cells from a
patient-derived leukapheresis product. APC, antigen-presenting cells; DC, dendritic cell; GM-CSF, granulocyte-
macrophage colony-stimulating factor; PAP, prostatic acid phophatase. (Garcia JA. Sipuleucel-T in patients with
metastatic castration-resistant prostate cancer: an insight for oncologists. Ther Adv Med Oncol. 2011

Mar;3(2):101-8.)
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1000 U/ml
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10 ug/ml
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Day 1 Day 2 Week 1 Week 2

Cells incubating

Zhou M, Wang J, Li CP, Xu JY, Chen B. Autologous Cytokine-Induced Killer Cell Immunotherapy for Patients with
High-Risk Diffuse Large B Cell Lymphoma After the First Complete Remission. Onco Targets Ther. 2020 Jun
22;13:5879-5885.
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