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CONTAMINATION RISKS IN PROCESSING OF CELLULAR MATERIALS USING
CLEAN BOOTHS WITH NON-STERILE CLOTHING

Yasuhiro Igarashi", Hiroko Matsuhashi", Ayako Toriumi", Yumiko Asao", Yuko Iyanaga", Rui Kuroda",
Tomoe Uemura", Shigeru Fukamachi", Rika Inose”, Rie Yamazaki", Tsuneo Ito®, Masakazu Hasegawa”,

Yu Kogawa® and Ryuji Tanosaki"

Y Center for Transfusion Medicine and Cell Therapy, Keio University Hospital
“Department of Laboratory Medicine, Keio University Hospital

?Dai-Dan Co., Ltd.

Abstract:

Background: We investigated risks associated with performing pre-freezing preparation of cells harvested for chi-
meric antigen receptor (CAR) T-cell therapy within a clean booth using non-sterile clothing.

Methods: An Air Barrier Booth® (ABB, Dai-Dan Co, Ltd), was installed in a general hospital environment. Two opera-
tors conducted cell preparation inside a safety cabinet within the ABB, wearing sterile gloves but non-sterile sandals,
gowns, masks, and caps, which were reused for the same lot. Sixty-five procedures for tisagenlecleucel (Kymriah®)
were examined for airborne falling bacteria at eight locations around the ABB, and sterility tests were performed on
pre-freeze products.

Results: Cleanliness during non-operation met Grade A standards inside the safety cabinet and Grade B in the work
area. Positive rates of falling bacteria during the operation were 2% inside the safety cabinet, 0% upstream of the ABB,
13% in the work area downstream of operators at workbench height, 26% at floor level, and 43% in the support area.
Various bacteria were detected. All pre-freeze products were culture-negative, with no manufacturing failure due to
contamination.

Conclusions: Due to the frequent presence of airborne bacteria downstream of operators, special attention should be
paid to processing cellular material in a clean booth with non-sterile clothing.

Keywords:
Regenerative medical products, Clean booth, Cell processing center, Kymriah®, Air Barrier Booth®
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