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[Abstract] Objective To analyze the implementation of the regulations
for cord blood hematopoietic stem cell bank (hereinafter referred to as cord
blood bank) in China, and put forward some suggestions for improving
the establishment of unified and concrete standards of cord blood bank in
China. Methods By means of literature search, study of laws, regulations
and technical documents, benchmarking with the foundation for the
accreditation of cellular therapy (FACT), exchange and communication
among cord blood banks, and expert interviews, the existing problems
in the implementation of domestic cord blood bank regulations were
understood, and the causes were analyzed. Results After nearly 20 years’

development, the cord blood banks in China have made great contributions
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to the treatment of clinical patients. However, laws and regulations in cord
bank operation are lagging behind, and there are unclear standards or lack
of guidance documents in transportation, preparation, testing and sample
retention of cord blood. Conclusion There is room for improvement in the
operation of cord blood bank in China. It is necessary to improve relevant
laws and regulations, formulate or revise relevant cord blood standards,
and provide reliable cord blood for clinic.

[Keywords] cord blood hematopoietic stem cell bank; cord blood; laws
and regulations; quality standard; overseas standard; cord blood bank

norms

JBT RdE 52 AT A LA AR ERTC G, Hop:
JUBFHFFLIBT I Szesm IR B FAO BRI 7 IS LA i
YIRS H Y, HATRAR A3 O A At i T4 RE )
I EAARSWIFE SRk s ", 1993 45, S&[E Rubinstein
VAN 1 Tl o P i (o [ oo NP S P SV 1
ARoELGiit, ERROHSTBT 100 FAIEFH IR 300 KA
PRIET 2 2 FaT E A i A dE s . REE AR,
gL DU WL TUARE T KRR B e
AR AT ILIH . B RIEAE . H B SR L 1
RUEPRIF G PR 1, E R IR TS IR A S
AAXTBRIE, 55 I ZE TR A T PR S PR T2 1 2% (The
Foundation for the Accreditation of Cellular Therapy, FACT ) &
225, AE IR F g B BR-Ts, et i 2 — i Y
Bt R AR LAY BT, DA SE G I 55 e R

1 &%

L1 SCPHGR

W27 ) [l ARSI I ZEAR DG i . i AE SRR
T 5 22 R RN T IHEAT M5 i bR SO

1.2 5 FACT X5

2O FACT Btk 5 PIAH SR ESET T X R



16 CHINA HEALTH STANDARD MANAGEMENT, Vol.13, No.13

1.3 B e ] R S

A AL PR DAL B T A T T ARSI 52~ o

L4 BRYIHR

E S AR A VA SE A AT TR Y L ER b v R O T A H A
FI0,

2 &R

RGeS, Hisk, Hile . RAEERRTY, FEAFTEL
TNIUASTS I )

2.1 BT LB IR AN 5835 1 )

2,01 B iz i e D B e T AT O
AP L3 LT 20 A B ) R OB L3S o T 4 P AR
8 CIRA7)) B BIRRBET ris i " e RS
FI 7 2 ZER H Ll v BE P R 1 3200 77 2058 3% 2 L
EHIR R RIAE 4 ~ 25°CZIR], i I A7 s i i 42
PATA— BB

212 FAEMCRAESH v R A B CIBFIR L i+
AMLPERARBNE CRAT)) H 16.4 v BB LSS A M 420 7 SR
BEJ5 24 h AT A IV VR ST IR IR R REAE AR X
PRI, 32330 7 AR AR R 3R (5, I I PR 2 AR
Gy L4 TE 24 h A ZE AR BB 4 . W VRARME 1 43 1 14
FW, FACT 55K D3.2.6 BOR N AEHTH MREE 48 h T IR XS 5+
PRI AT TV AR . D3.2.7 BER BT LI 7 47 1
SRAE 72 h FFIR XS AR R AR A BT R R S, BRI
Il I TR AE AR 2

2.1.3  MRREAS 3z L AT S I AR B I e
VERRRIRIG ML, $5 FRECHR (L H AR BAERE (2019))
LR, FEAT T G PUSSORIEE ML L . PR RIS 0 d A A R
R M B 2.15.6 MIBRARIEAUREA T 2 ~ 8 CEIfF Al
S, TP OO A o RS ) 137 27 R iR AR — AN
MG T 4 ~ 25°CiBHi,

2.2 i A B R TR )

22,1 Jht ol g A 7 SRR S T P A L

FIHAG T TR A, AR it
TR i ELAE TR, B FER AR A3 B AR
JEA L A SR 3 B AR R R R, 1T TR
N G DR 22

222 FEAREAFIREE S EBRbRE BB R AR Bl i i
LT A RS ARKBAL (BT ) 21.5.1 WA HLE A7 v v £
FREARLE T -135°C, & T UCBIME, 05 i 20 A o &
AARKEIFEN, T EHMA FACT 43K D6.5.1 3Rk, [ e
ARRLAE —150°C BRI BE N AEAF. AERRSE ™ W, AR APTE
WA MRS, 20 485 BT R AL IR IR I 2, =
FEN S EPRE R BE (-150°CH -135°C) 122 EX
LB RS A TR E . & T MURREAR Y BRAE, CIFFH i
I F AR ARG GRF7)) 19.1.1 BIBRBLE N 7F -18°C, 1fif
FACT 453K D4.1.3.1 BRI AE —70 °C 5 AR IR BE T fiff /7
I ] P R AR IR 20 CARAEAGIRE AR, 1R i
B (22 A ZR , KRR ASE S A TP Al
2.3 BT I ARSI AR T BN A PR Y
230 BUEHPRRII E R AT R ML T AR
G (AT )) AR A (e e RR A (O RS Bl LA o e
RAGIMSS, HEWHRT Q. PIFFSCER s M AZ e,
M ARBAERA (2019)) 4.6.5.2 HEIEFEA 4 h B0
GBS M Ay BB T T R AR AR 2R AR ML BA
(9 2 AF T SRR AR A 1 B st o I PR B A I L A A
B R H BRSO il 2 I PR S A 75K, 25 1B
A UL TR ARSI 0T EAAAE 22500 FR A, DG T L 20 M 2 A A
FFAE 1gG R IgM X5 BRAE 221 SR XA I HLA 1538
5 EAG I HLA-A ., B A1 DRB1 6 A7 s AR/ AG 00, 1t B 417
MR EAF IR 55 s R, H ATJT I HLA-A. B, C. DRB1 Fl
DQB1 10 A A i 725 43K

2.3.2 KRR AL A BRAS A SR AR IS A AR § FACT o
C5.6.1 F1 D10.1 ¥R, RGN R AR Jefy L FEASTT (J5) 7 d
P (1 B S5 RE AR A T A2 g R T OBt I 3 1t~ 240 i AR B



i CIRAT ) 22.0.2 R EORPEAT REM A AL QA I, RAT B 1l
BEACRAEIS RN HLE , SIS P AE = IR 2 SR DL A5 i AN
TERLE P[] AR B IR 00, 22T S M O PG D00 e ) S 23523
X BT LA BT, B AR AR

2.3.3 RSN B ASE SFARE FACT S0 51 I 64
TNC 1 CD34 BA7 B (AR i Bk U0 e i i i 40
FARKMAE AT )) 22.1 thHLE T ROy 15 B R T 1 4
a2 %0 (total nucleated cell, TNC), CFU-GM ¥ %%, CD34 [H
PEAM 53 BRI, (H R BB A5 e AR A ERRTE

2.3.4  HEAY TR AR bR L A I IR ] A ] ) 22
2 RGNS R A2, BTl PR B e E 3 I 1M Y
HMERE . ANSGT CD34" BRI, AR AAEAS SR FHAS XS THRCRIAR X
T RS R —E 22 5 XIS T ARIE, CD34” Y
ARG TR — 5 T A 2 5 AR O A 5 1) ) S 7 4 1
TR A 205 16 AR 1 U P G T 2 1 YA 58 AR AR AR AR 80 ARG T F
], CREHEIN TGRS e CD34" FaARARERE .

3 BEESH

3.0 CHBNGFERINGE ) JC TR ML (A A AN 1 2

CMs A BRIPE: ) o & TFARIA L35 1) 2 3R AN fn—FE
S PRANRTELAAR, 1999 4R J5 T A FRED & Y Ity M i+ 2
MRS ERINE (IRAT)) A 2016 ARETTHY (MBS ERINE ) 1Y
FAERL, 2016 AFMETTRY sk A BRINIEL ) BARXT T i
MBCE . B, Pl EESEER TROCRIRUE , (HX AR
PO LR A S WIRESE . VU JUARE T I3 1 40
L P A — M 3l A BA,” BA ETRRRER L R L
JEIATRY OB IS T B AR RGNS (17 )) 5 (il
ASRAEHER (2019)) ALY R HAFAE 22 5%, H i
JBEAT IR B B AR R A T T B Y R A, (L
P T MUREAS RSkt AT 0L, RGN g i 3t
REABI R R REA, PR AFAE2E 57 o TP IUZRAGHIN 20t 7 — i

IS PR ARTRPEATAI A, a0 . L0 E AR . D34 K

=

A PRIBEAT A RRIAYE , RS HAER IEE Y, 1AL RY

i) B2 PR CHSM 13 17

RGBS U7 A V2 AN ]

3.2 e I PR LA SR A 4 Hoph = OB hR i

M HETC AN, TR R RS m A S
AR AE AR . X R AR E Z A & TRk
DR AR TN BUATRY COFFAT I3 o T2 A
I GIRAT)) R DA 1999 AR, s I i T 40 a4
AR (RAT)) R TAERRT 2002 4R Y, HoWUHRRAS o
TS WA 5 K2 32K | R e LS A 2 2 KSR BT, FACT DA
2006 4FEIFIR, BE2 ~ 3ARBCHHMETTIHAR LA AHOCHRIE. T 20 4F
ARAEITH B L i T AR PR ARRE (7)) 5Kk
F e FACT FEAE—E M 2E0E, NI I 3R BT M PR A e

3.3 AnlN g

AR A 0L PR E M B R DR SR AL, 11 RS S
P O] = N N1 7 T NG R ES 17 S R
LRSI MBI L& 2x, WS scimapLm, (AR, i
g5 SR D

4 &Y

41 ERIATER, ENA R RS

Oty st o T 20 M A F s CRalA T ) OB i it 240
P EERARLE (347 )) 4350 1999 4F 10 A 1 H 5 2002 4 8 H
29 HIFIRIAT, BATE 20 ZAEARMEITH, W EFEM (i
ST ) 2006 4FIRAT, BT T 3BT, M H AR
YERBR RSN T 4 4 AFI BT TR B A . IS TR BT i e
PR E A T 1 R BT R T AR, BRI Ak
20 4%, FREN IERAERE PR 20k 5) 200 3], FERTIE
M| LB i iz ey MV T Sk, A%
FEAT AR AR T F VR A AR TG A VB
CRERING ) T CHARIIE ),  LIAER A R LK

42 ENHRERR, AT R E

I M T A FE BB (A7) #1720 24K,
ety PR R SR, # N A T IBTERA ELA R, A IR

Wit T FACT, AABB ZEFEPRIAGE, {HJE Hal RA X —B M,



18 CHINA HEALTH STANDARD MANAGEMENT, Vol.13, No.13

R R AR . MVEAUE AN TRR BT e AR Z . M

FR T Rkt i i e i oG, A SUNaRAT
A BME, S E R hRERE A T AR, A
T IR B S . A YR L R Lt A
Fhnif, LUBBSE A HEUA R, IR EACr,
THERTRY T IBOR , T 45 WA T 1 D0 o M A B el
43 SEEAETALER, AT RS T

JHE AR AR I, IR T @R AL, eI
P EMARAEN . ML SR A SRR SHRERY
AT, MRl T, RS, 37T TSRk
filhe AR FEMIBRA T Ay O E A, kb, By
SPGB, AL I SRR E S RIS
BUAR MER A5, ST HERL . 2SRRI
M HLE SR, JFRRARSS T, SR,
ISR, SO N R At e, SRR Ll 27

44 HNLERSER, HERAEEE R

MR MR TF VORI SE T, FRT 7 A L A
200 T, A 10 XTI, IR 2 T3 2400, ¥ K ff
JUTHAS, IGRN I E 245 8 A FE 23 iz k] . dlEs &

(R E 2030 BRI ) Bk, FF R B L8 FH RE ST

ST A AR BCEUE B, B AR e] Ll
B WIHCR A IZ . H . G . HLA R, %R

TSI A e, T O A i) . ST R R B - 55
ST PR AR VRN B B R, A A K PP B B R
TR P15 (GRS B S, A s Il oL i PR iz
FHRER R A % s AR A
4.5 s L p Al A, B ORI

SRV AE AR DR 22 18] FOPP AT H A A 3], 0 et I
VRS % B AR AR A TG A, ORI I TR AT 5 T S
o[RS, IR PeA AR RIS CILs POl VR ATE ) OBLA R A4
OB A B P AT, RPEReoRAE | RO SR I AF S AL

FEAT L i T e, HOEARTT, PRAEN PR AL 2 4

(1]

(2]

3]

(4]

B

6]

[7]

(3]

1]

[10]

(1]

[12]

[13]

[14]

[17]

SE
HHEHH S . BAIFX TL (B s T 40 I 5 2 22 A
H) (RAT) ehilde: EAFCL [1999]) % 247 5 [EB/OL].
(1999-05-26) [2022—04—20]. https: //zwfw.nhc.gov.cn/kzx/
zefg/ qdxzxgxbkszsp_246/199905/t19990526_1353 html.
EAIRPAT X T F LB fi o T 2 0B ARHLIE (3K
) ) ehid 4o, TAE A (2002 )80 5 [EB/OL]. ( 2002—08—29 )
[2022-04-20]. http: //www.nhc.gov.cn/yzygj/s3589/201308/5
d4a071f3c4e4714978d3ealb2aa0c31.shtml*from=timeline.
TR . E TR GRAERAMEFE R TR ) 49 4o
TP EZ [2005]) 500 5 [EB/OL]. (2005-12-16 ) [2022—04—20].
https: //zwfw.nhc.gov.cn/kzx/zefg/qdxzxgxbkszsp_246/200512/
£20051216_1354 html.
W, RZ, RKEE, F . RBKF o T ekl E
IRB AT E ). P B e &, 2014, 27 (7) : 768-770.
L EE, ﬁl‘%%. Ji-ai S fid A 0 A8 KR PR AT (] BEF S
B (ATHLEFMK) , 2011, 32 (8) : 52-54.
Gluckan E. Milestones in umbilical coed blood transplantation(]J].
25 (6) : 255-259.
Forraz N, McGuckin CP. The umbilical cord:

Blood Rev, 2011,
a rich and ethical
stem cell source to advance regenerative medicine(J]. Cell Prolif,

44 (Suppl 1) :
Berglund Sofia, Magalhaes Isabelle, Gaballa Ahmed, et al.

2011, 60—69.

Advances in umbilical cord blood cell therapy: the present
and the future[J]. Expert Opin Biol Ther, 2017, 6 (1) :
691—-699.

Peng Xirui, Song Juan, Li Bingbing, et al. Umbilical cord
blood stem cell therapy in premature brain injury: opportunities
and challenges[J]. J Neurosci Res, 2020, 2 (1) : 815-825.

I BA. B A ARG R R 30 ey @S R E ()] BESM,
2020, 11 (2) : 199-203.

W&, whl R T T 1 AR R R R R )] Sk
E%, 2017, 38 (6) : 816-818.

¥, EwR BT e e s /T 4E B fik R R ()] P
mp s FampdeE (BFR) , 2019, 9 (4) : 242-246.

B#A, B, w6, F . AB T a7 R ARAEH

BAT AT AR A UG KA )] ERAF IR 4 &, 2017, 20 (2) -

232-233.

TS fsER AR (201908 ) : BEZES (2019)

98 5 [S/OL]. (2019-08—20) [2022—04—20]. http://wjw.ezhou.gov.

en/bzgf/201908/120190820_237803. html.

Hedh, Ik, &4, F Kk e T —196°CHR A 20 &
BN ] B EF 516K, 2021, 18 (10) @ 14101412,

FACT. International Standards for Cord Blood Collection,

Banking, and Release for Administration ( Seventh Edition ) [S].

2020-01-15.

) #h, EWL, AEIR, F

FEMR S AL T A, 2020,

. AR E Y R S R 6 h ()],
35 (10) : 13-16.



