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Minimal manipulation means:

(1) For structural tissue, processing
that does not alter the original
relevant characteristics of the tissue
relating to the tissue's utility for
reconstruction, repair, or replacement;
and

(2) For cells or nonstructural tissues,
processing that does not alter the
relevant biological characteristics of
cells or tissues.




F(sterilization) ~ i§ &t e &
(irradiation) ~ & m(filtering) ~ 4 ik #2
% (lyophilization) ~ /4 Jf (freezing) ~ 4
% % 7% (cryopreservation) & 3 i¥ 42 &
R R P EER

EE .

1. p %o Ritioie /s Spimie i 34
4 CD34+:m%% » % ‘B4l o e
BA T wiwon A PN gk TR
L -

2. f - iR LRV UBEFR
LB R B R e 1S A SRR b
R A T w BT A Mk
AR o L

ek i¢ * (Homologous Use)

R F himre & e g kiR
(repair) ~ £ £ (reconstruction) ~ % &
(replacement) & 4¢ -« ( supplementation)
= ;éiﬂ" himbe &l g 0 @ % e e g
R SR K S RNt R O b
0k H fL2 o

(A EH1%)

(=)

A gE A Fls R (gene
therapy ) 45 1% R F& 7 3%
%—r{]—l“m”é ’%T])\ A ’E%ZF\ _7\“;
R BB R R
PRARGEE -

3. #3 "k iR i * (Homologous Use) |
W
LR ARE B30 P ROTE
AARG T EH KR RR Y DT
gy F R =82 2R 21CFR1271.3
Homologous use means the repair,
reconstruction, replacement, or
supplementation of a recipient's cells
or tissues with an HCT/P that
performs the same basic function or
functions in the recipient as in the
donor.
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