Human Platelet Lysate

A The use of fetal bovine serum (FBS) for clinical
manufacturing of stem cell products poses risks including
the potential for viral and prion transmission and the
possibility of adverse immunological reactions.

A Human platelet lysate (hPL) has emerged as a viable,
xenogeneic-free alternative in all steps of cell
manufacturing.

A Traditionallyy, hPL has been prepared by individual
laboratories in small batches using protocols that differ in
the number of platelet units pooled, the processing of
platelets, and the requirement for heparin. These
differences can significantly impact stem cell
growth, morphology, and multipotency.

A To address these issues, Compass Biomedical
has developed a highly standardized,
iIndustrial-scale production process for our
PLUS™ hPL using good manufacturing
practices (GMP).

the

Infectious Disease Test Method
Human Immunodeficiency Virus ﬁ i x-KI,LTAb
Human T-Lymphotropic Virus A HLTV I/ll Ab

A HBs Ag
Hepatitis B Virus A HBc Ab

A HBV-NAT
Hepatitis C Virus ﬁ :gx_ﬁ]i_r
Syphilis A RPR or FTA-ABS
West Nile Virus A WNV-NAT
Trypanosoma cruzi A T. cruzi Ab

Concerns with Unknown Pathogens
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4.5-6.4 for enveloped, 3.5-

- Intercept® crosslinking of Liquid only Amotosalen and photo 5 for non-enveloped Non-significant(®
(Cerus) nucleic acids by-products viruses in platelet units®
UVB/Riboflavin Photochemical Maybe. Extensive on-site 2.1-5.9 for enveloped, >5 | Data not available. Increases
- Mirasol® breakage of Liquid only method development @ for non-enveloped viruses ROS in treated platelet
(Terumo) nucleic acids needed. in platelet units® concentrates®
UvC Short-wave UV Maybe. Extensive on-site | 1.4-5.4 for enveloped, >5
- Theraflex light blocks Liquid only method development | for non-enveloped viruses Data not available
(MacoPharma) transcription needed. in platelet units®
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A Inherent risk of transmitting infectious agents remains a
concern for allogeneic blood or plasma products.

A Unknown pathogens cannot be screened at the time of
blood collection.

A The risk of transmitting
Infectious agents increases .
when a larger number of

platelet apheresis donati-
ons are pooled.

A A smaller donor size will
compromise hPL lot-to-lot
consistency.

A Solution: Irradiate hPL
consisting of large donor
pools for complete patho-
gen reduction while pres-
erving lot-to-lot consistency.
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