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FDA = Preclinical assessment of investigational cellular and gene therapy products (2013)
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PSC

The clinical grade ISC-hpNSC were grown either a pure populatim
or spiked with 0.001, 0.01 and 0.1% undifferentiated hpSC under
the culture condition which favors the growth of hpSC.

After one week, the presence of the hpSC colonies was confirmed
by flow cytometry of OCT-4 expression

Conclusion: contamination of product with undifferentiated hpSC

is below 0.001%
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NATURE MEDICINE Bloor AJC et al, Nat Med. 2020;26:172—1725

Production, safety and efficacy of iPSC-derived

mesenchymal stromal cells in acute

steroid-resistant graft versus host disease: a phase
|, multicenter, open-label, dose-escalation study

“The residual undifferentiated iPSC assay was
performed to quantitate residual undifferentiated
stem cells by TagMan Gene Expression Assay
(qQRT-PCR) targeting LIN28 a gene associated
with the pluripotent stem cell state.

Test samples were subjected to a procedure that
selectively amplifies the growth of undifferentiated
IPSCs in a background of MSCs, to increase the
sensitivity of gRT-PCR for residual iPSC
detection. This step involves culturing the product

in ESCM with a ROCK inhibitor on Laminin 521/E-
Cadherin—coated cultureware for 6 d.”

SIS AL EBRT-PCRICLD  PSC
BRSNS ERORE £SO

“The /n vitro tumorigenicity assay using soft agar
colony formation was performed as follows. Cells
from the test sample plus a positive control (HT-
1080 cells) and a negative control (WI-38) were
plated at concentrations of both 1 X 105 and 1 X
106 cells per Petri dish and incubated for 14 d.
Photographs were taken of each dish after 14 d to
confirm colony formation in the positive control, no
colony formation in the negative control and to
ascertain relative colony growth in the test sample
(at both cell concentrations for each).”
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The International Stem Cell Initiative (ISCI)
Human Embryonic Stem Cell Workshop

“..there is no current international consensus about how they (epigenetic and genetic
variants) should be addressed. Indeed, it is important to recognize that in many cases
we currently lack relevant information to allow an appropriate assessment of potential risks.”
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The human body is a mosaic of different genomes

Survey finds that ‘normal’ human tissues are riddled with mutations.

Nature (NEWS on 06 June 2019)
https://www.nature.com/articles/d41586-019-01780-9

fEELd 2R z#ERT 27550 E 2550

“Researchers now need to find ways to sort out

which of those cells will become tumours and which are ‘normal’”

Cristian Tomasetti, Johns Hopkins Medicine


https://www.nature.com/articles/d41586-019-01780-9
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