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= ARECINERT
¥~ FDA * ERpVant lﬁ!#’%ﬁ FriET-="# 5 YT (FDA Cell and
Tissue Update - HCT/P Regulations and Recent Activities )

o MERFNRTBE Ft[!ﬂi HEFST- (FDA Cell and Tissue Update )

X BEEP A lf[ #[*FFE,' - (Food and Drug Administration, FDA ) fis ™ %”’JQ'J@?‘JF@
]'F‘ [TF"JIZ'E’H I-= ( Center for Biological Evaluation and Research, CBER ) 7% 2005 & 5
Ej 25 pIp= 2t F Hikg * ?E;Elﬁw”'ﬂs@ ﬁ! ( Human cell, tissue, and cellular and
tissue-based products, HCT/Ps ) /g ( Title 21 Code of Federal Registration Part

1271 Regulation for Human Cell, Tissue, and Cellular and Tissue-Based Product, 21

CFR 1271 HCT/P Regulation) » iz 2007 & T ~[d5g > ) e =fIFrE . lfﬁifﬁﬁl
( Guidance for Industry ) > {H SB[ |5 “E[ﬁulifl’i"f@”[:i 2 léﬁ“ﬁﬁéﬁﬁﬂ Ff[} @‘r.;lsu
Fﬁ[ﬁjﬁgﬁﬂi =Y lﬂﬂi@i?lﬁicﬂfuiﬁ” 2007 F F,%ﬁw’”ﬁi bR
e TP S 4~ BIBSR P AT A 199 (Guidance for
Industry: Regulation of human cells, tissues, and cellular and tissue-based products

(HCT/Ps) - Small entity compliance guide, August/24/2007 ) ; == I * ?EqE'ﬁuJ“”fE‘?&
ﬁ:#,ﬁﬂ%ﬁﬁ:i?ﬁﬂl - H ﬁﬁlz’:fﬂé ( Guidance for Industry: Eligibility
determination for donors of human cells, tissues, and cellular and tissue-based

products (HCT/Ps), August/8/2007) ; = - [=Jf » FDA/CBER “#%% 2007 & ¢ f e
FE AR R YT S ek [ R R D T A e U A s R
ﬁ*ﬁ?ﬁ,‘ﬁ: i’#ﬁ,iﬁiﬁ'l %’ (Draft Guidance for Industry: Cell selection devices for point

of care production of minimal manipulated autologous peripheral blood stem cells,
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PRV RIS Y YRR S % EY D R

LN
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*

T?F'ﬁi (Recent Guidance ) :
BRI A TR | — ] TR A

2007 # 8 Kl 24 P15 1 T k?%’;%'%%ﬁ&%pﬁ%iﬁﬁfﬁﬁﬂl -
| BVESE A B iR o BNVl AR RS
1 EIF5H (small establishments ) =R pAriese £ 7y * B Hoos:

% il (HCT/P regulation) - ¥ [*|% cu}},ﬁ&*# PR I E
%  registration and listing J5F 18] (i i #h 54} Ji8 # £ 3y1( donor
eligibility ) fURI 2¥¥24 ~ [P RL i’ VI E| Fjg ~ RIAT VR R R UL
g (current good tissue practice, CGTP ) ﬁlrégrﬁj@pq ng . IF,?{EJ
FDA fi £} (FDA inspection) 7 /U fiRfy + CGTP IRy 1410
APVIY % Wl S~ AR iy (importing HCT/Ps) 19

FE Y HE .
SRR LR AR R IR e

2007 8 F| 8 pg b T M RAMORE R il AP A A
TR I 2 (ST 21 CFR 1271 Subpart C s £l

AFEHERT ST AR Y i B AR
S AR AL SR Y [ AR 1A 2007 & 2 1) 2 gt
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AP A > TR 2007 F 8 F] 27 [IETUES -

ML ¢ #F’l E1E1 %" (draft guidance for industry )
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HPhe 2 e T R A I A R A R R

2007 5 7 F] 23 120 0 TR RS i i | R R R T ke
SV SV AN AN e
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BT R - I B T 2 -
(G [Fﬁﬁ'rj?ﬁ—é[ﬂﬁlﬁiﬁi  PIHETEREAAY 1 -

= ﬁ[%% Tf'l Zi. (recent meetings )

FDA 3 CBER #* 2007 & 10 5| 11-12 | ZEE. %Ez[?%‘;\i"ﬁfﬁf‘?
el ?EE} Hr & 7% ?IT‘EJ P sy R ?F‘JI ?7’[‘ rﬁ ( Processing of Orthopedic
Cardiovascular, and Skin Allografts Workshop ) » = fol [ & 559 B[
] B PR RERI © R AP R P

A ETES el FL[ .

b} FDA/CBER #-4 97 5 3 | 30 [ I 1[0 ~ 5 5L PR

W

5 Tf[' 2 ( Cellular, Tissue and Gene Therapy Advisory

Committee ) ° FﬁfH I E1 = Rl st | AR R ﬁf‘j@%ﬁ%ﬁ:‘?ﬁq’ﬁﬁ%
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7 FDA 3356 % Part I%ﬂ'ﬁ erat” Box 4 E’ﬁ’?&‘ ﬁjfﬁ[’( physical location )
Iﬁﬁﬁ SR ?’Tﬁﬂj TR & FE‘T TV T recovery (B G BE # o
=3 %ﬁllﬁ’ﬁ?’ﬁ‘ﬂ% 71 HIRE I"?F%F'J R %fﬁﬁé‘fﬁ'ﬁﬁﬁml ’ F%F[EJ

“J’QJZ‘/FEIFFFTF B :‘El 7[?‘:[‘@ jj h],EIt 741*@&%?01‘@%&&’ EIU

_iiu

PR i Box 4 ﬁ“ﬁm T2 e (U -

PART | — ESTABLISHMENT INFORMATION

OTHER FDA REGISTRATIONS

. BLOOD FOwA 2830 M.
. DEVICE FOW 2591 s,
DRLE FDA 2e5s I,

Blo oot

PHYSIZAL LOCATION (incisds fagal nams, numibar and sirsesd, iy, simne,
GOy, and post offfcs code, )

- PHORME:
. [ saTELLITE RECOWVERY ES TABLISHMENT

e HUFASTURING ESTaABLISHMEBEYT FEI HO. i

. [ TeEsTIMG FOR MICAD-ORAGARISMS ORLY

[i % FDA 3356  Part I1 i il Box 10 BHEIA=S * Ao
T A Fﬁ[}[ﬁﬁﬁfj (‘establishment functions and types of HCT/Ps ) ??,Bﬁ} -
%*ﬁ%ﬂj)ﬁ‘%ﬁﬁjﬁu&d . ?ﬂﬂ\El’jwﬂf"\%&‘;}*Fﬁ# PK/TF I FTJH%E? |
PR ASHILE T FRSHIAE 25— 70 * PRI AOS. [T  )

ST (U ) » Bttt ) UL IS & i T - e

10. ESTABLISHMENT FUMCTIONS AND TYPES OF HCT/Ps
Esmablishment Functions

Types of HCTYPs

Recover | Screen Test Package | Process Store Label |Distribute
a. Bone
b Carilage
o Comea

d. Dura Mater

O sk
&, Embryo [ cirecisd
O Ararymmous

f. Fascia




A TP 0 -

& A FDA3354%&¢%&7FF<F, T AR (O D

zg; J P _Sae Inelructions for OME Statement  FORM APPROVED: OME ho, (910-0643, Expiration Date: 43110

i 2. REASON FOR SUBMISSION VALIDATION - FOR FDA USE ONLY
a. [ INMAL REGISTRATION/LISTING

H el 7

HEL G b L] ANNUAL REGISTRATION/LISTING

&[] CHANGE IN INFORMATION
ity d. (1 macTve

A VI [PV 358 » RN (validation box)
[#ff 1 FDA/CBER [fi™] » P&l FEI BEfR=eE 34 Sl
e pE T

& PP h FDA 3354 ATLEHTIHHIS » A4 LV AR G test and
screen) 7§ SHFIFE BRIV B Y AHRARS - 02 Rt - AT

T B U D o F B I I SR R

Esmahblishment Functions

Recover [ Screen | Test | Package | Process | Stors Label |Distribute

?fz’h%ﬁ b Test g 238 > [[IF 7[%%% (R (specimens) 524 H {9 4y
R A o [T T IER E o T L?EwE'EJ“’“”"ISE%Fﬁ# RAces
Pugike (microbiologic testing ) 5 "E}%"&ﬁ,ﬂﬁlﬁ (processing ) [fF: >

2R PV AR o

=~ R R

'__I:(
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N AR R I 0 G2 2007 F 8 K] 3 FIIE IR 2,650
SRV TR - HI1S3TF SRRy - [yE 11,286 SR
BRI (musculoskeletal/ocular = 1,286) £5= > | 654 4
B R R M SR L BITETE o B 685 SR EIIT R F S
SCASEVRI  BS91 0 E) 186 RS R 9T A g Xt o
SRS R TG T Y RS e
i [ RES R R [ I o TR R AR

THEARHE 2007 F IR F R ORI o
[ %Iﬁ'“‘—'ﬁ [ [‘fkifl 7 (Compliance Activities )

FE}nE[q“’”"‘E&@’fF 1 AV EREE (HCT/Ps deviation )

@ Blood Vessel

H Bone

[ Cardiac

0 Ocular

B Musculoskeletal

Soft
@ Skin

B Tissue, NOS

F112006 & % 2007 & 9 F] 30 (- = SB[ b AR MR N
& U RS S U U e E 277 (0 H kﬁgqglqmz;@ﬂ[#

2006 F ~ 2007 F 5i[[pHEy 37 Ex 8 EHF F‘,[lﬁ‘ﬁﬁﬂ‘ 1 20.1%=
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8.6% : [ * PRI BT 2006 5 ~ 2007 53 HH 147 &% 85
s K g@gw$V79%/ " 91.4% 5 [hRiE Y G I
TR PR BRI GRS PR A U

= (PR ) -

AT RSTE ff  L TEp# R RO (source of HCT/P adverse

reaction reports )

FAESE T A R RS S AT SR E T 2007 1 F[E= 9 F
AR 93 RV A BRI P PSR (Y 70% -
A 65 FIRL F (U AT I 22%L1H 20 fF S AR
FiF BT B8 1) CBER S5 - [ Fl1E] 4 [ {17 4% IR - (7

SR A= Bl B I 2 5 3

Reporter # %
Manufacturer 65 70
Direct 20 22
Direct + Mfr 4 4
Other 4 4
Total 93 100
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SR TR
® FDA¥}* ‘FQ';,‘EIQnJ’”;,’ WEW

FDA/CBER [ 1997 & 2 | ¢ F'*I 21 CFR 1270 » F‘ﬁji[ﬁ@j’ J‘}[ﬁ‘ﬁﬁ?@'%ﬁl@é

HY Fl,‘«ﬁl;ﬁm'ﬁ TR ?‘%}f‘j E3 ’jﬁ[ﬁ%ﬂlﬁyﬁ“ faip = (be commensurate with the risk

lﬁ‘ﬁ

posed by the product characteristic ) o HEJRI'] * FEHEIQW”’E;E LELS Y % FF[[ £ |
T [ﬂ iﬁg s (E mﬁi SRR T RIRE FF[[IF;II ﬁl |ERER ﬁ (Like product
should be treated alike.) ;> Jfij FDA/CBER [R5 1% £ 75 By S 55t 2% H i

EX NI e
® MEGPRERS TR RV E R

[MEFDA/CBER [y it > SRR VIRE 6 i (- A0 1= W I
ER - U A 1 (R R S 3 N TS R A R 1
VAR TR ™ A RS A LS 2~ L= R AR A R R b = 2

| AR R Pﬂ':’#t[ EECIEIR éﬁafﬁh\gﬁfl 0

i

o R B P A

= FDA/CBER [+ a@‘ﬁjﬁfuﬁ— 21 CFR 1271 kFE‘,nE'q“‘VW“_‘&E%FF# ArEI e
P BZ D P FRETRA ~ RONT BRI P R
RO » 0 23 A o A R AT O AR ) R

VA R
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L1y

AR R i RS T e

- Hy ﬁ“ ‘? &8 Fy (vascularized organs ) » [ KRR 5T — fﬁ 7y >
H ot == b ?}iﬁﬁﬁﬁfﬁ[ﬁﬁ’?’%ﬂ‘fﬁi@?ﬂ@?ﬁﬁ%ﬁ 1% (Health Resources

and Services Administration, HRSA ) ﬁ?ﬁxf’jﬁ o

S = RN L A S e U FGJF';E_( minimal manipulated bone marrow ) » - £ [ £%

A STl — T o i SR IR HRSA G
« BIFEFLAEP (xenografts) - 753 B! 4 TEIAR AT ¢

S & RPTERRGRL 1 B T PR T A -
» PSRV ISR i Cancillary products ) » B A BT -

C B WA -

*FI,VEEJJ[@—FT] (regulatory authority )

R Y A RS R b R T - e S

(Statute ) > “+J[[FE (Law) > [ E'lm@'@'ﬁﬂ* A o A S PR g

= g RV AR A (Regulation ) » AR EEY s Ay (=5 B0 4 AT

BREE)  (FHX BERAT TSR 2 BT 9T R TR
gi v

(Guidance ) » R3S B8 RRAI P AR TRy R Ko O FERAP BRI EE Y AR

FF [y 21 CFR 1271 Ffh = RIS o (NS i il 1680 > 53 g [flL 0 k!
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[RE=p 2 T [ﬁjj/ FEFEJ%J LR T A ﬁ‘ﬁ 2 H i Hasi% (Public Health

Service Act, PHS ACT) 37361 F&. I/ * Fﬁflqﬂjm'zﬁ%ﬂ s [ f‘fjf@ﬂ[_ ITF ﬁ
e

-~ [EREE A R (minimal manipulated )
=~ [fFRTERDH] (homologous use )

S RV (RSRRE) 56

U S R EF (systemic effect) I*ﬁ?&f?ﬁ?’E[q“J R I

11y

v 2 —rqﬁ'ﬁ[iiﬁ\lﬁ/[ﬂﬁ%’if[ Sl I*Esaﬂﬂj % > (EE S EI?E']EIF' (autologous
use) ~ B~ I ETUHIP IV BT (allogeneic use in a 1M-degree or

2"_degree blood relative ) IV 35T =] e

TR FERESH - 13 PRI B0 R AR - BT

R 1 P VL L T BRI R T 2 L TR (Public
Health Service Act, PHS ACT) 7 351 E& » E‘JWE;%FF# [FITSR T | < g lﬂ[p‘f@@é StFEV
R B R 1R A | AR « (A
RSP R T A A A BPRTTHIR T A% COMP

T QSR AEI - [T AR R LR R (CGTP) It -

L BSRI SEEERLET T 0~ 09 3~ T8 ST (9 % 21 CFR
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1271 fORrsf™ o B i) 5 F gt 7 L T (reporting of adverse reactions )
=k FE‘ A A R ’f[l,ﬁ: ’f[l > 5 £% (reporting of HCT/P deviation ) [V #5455 =} >
21 CFR 1271 -y FDA SUE (B A4S ~ o iy K T o Bhs il ~

S PR A ) -

PR 21 CFR 1271 i 2 ) ik =P » FDA/CBER i igh 2 ) % ik
FApal o I EERERG Mg BIUIERE At D 2007 & 8 1 FldffiaH

ﬁ\liﬁ[\i&;ﬁﬂlﬁ?ﬁg[ ] 2007 F 8 ] 24 FI F[“I/ E R T ﬁ‘[ﬁk?ﬁﬂ[?o

o AP EE ) I ER IR

F12005 & 5 F] 25 [IETZ0 100G ~ 5 Elqu}vr"ﬁ;@ﬁ fnedSe el ST ES
BB~ 5P R PR SR TR L > P FDA/CBER 401
KPEIAH PR GIRPLY 4 0 i 5 P PR R TR R

TR $ o IO ISR | TR R PHS 361 * BHATVISA S i

— S~ A LY 1\?@@ e ‘F%‘q\ 7% ( minimal manipulation structural
tissues )
¢ iH ’?‘/Fﬁ W] Elfiﬁﬂﬁ“‘ (fascia processed into particular form ) °

L S FA' T NS N ﬁ%?ﬂ Vi i i *FJ" ( demineralized bone without

carrier ) °
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& GEPT R WEIVARTEE (cutting, grinding, shaping of bone ) ©
¢ Z5wdE A (acellular dermis ) ©

R R 2 SN F‘E%E[ﬁ @ (' minimal manipulation cells )
* ElEi'?%}rﬁ]i%f"?&$$$E‘§@/ﬁfj5@5’klf‘ﬁﬁlfé’_%ﬂ'[;l/ CD34+3f e (CD34+

selection of allogeneic peripheral blood hematopoietic stem/ progenitor

cells ) °

L 2 EHTE@WEJFﬁ?f#ﬁfll”{‘ﬁ@ﬁ}@ 71 FEFL s <@ (Density gradient

separation to remove a particular type of cell from a mixture of cells )
= [ﬁJ?FI‘[‘iE IR ﬁWﬁ (E ?Eji’?%& (homologous used structural tissues )

® PR SHE] ([ (I R P g
( demineralized bone matrix used as a void filler during orthopedic

surgery ) °

& UV D R PR ViR (bone recovered from a limb,
used as a bone dowel for spinal surgery ) e
& NG E'_"F%E}' i (allogeneic anmotic membrane ) o ]!
Bio-Tissue /* il { iz AMNIOGRAFT® -
P [FNRE - [~ BRI (homologous used cells )
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& gk moaR R E Y ’iﬁ AR /R iﬁj TN g A I /)RR AT
( Placental/umbilical cord hematopoietic stem/progenitor cells used

for hematopoietic reconstitution ) °

* E'Jﬁ?ﬁ‘ﬁtﬁf— ?{J*‘éﬁﬁﬁ;’f LAY (Pancreatic islet cells used for

treatment of type 1 diabetes ) °
PIPSBEfIIED ) & PoB iy @R i PHS 351~ AR & i, -
-~ ?F,JE?E‘: | A BRI %ﬁ%’ﬁ%‘[‘ﬁ: * ?Eji'?%& ( more than minimal manipulation

structural tissues )

& FFIy f*%lﬂf};ﬁﬁi@\f"ﬁa’é’ﬁ’\%? :ELIFE ~ F M@ (decellularized ) [V
R © IR R -

L RN b - T N I o ic ‘(ﬁ R = 7 F 0 4 (allogeneic
cryopreserved amniotic membrane powder ) °

= ?F,J 23 e e SN ‘EE};’:EIQ @ (‘more than minimal manipulation cells )

& IEE fiz’%‘?’fﬁﬁa;'/ PR PR 754\5“%E‘%’%§H"«@777E e A
"= (autologous epithelial cells isolated from skin biopsy, expanded
in culture and intended to cover burns )> J[I Oragnogenesis ** F{Jﬁﬁ e

%V Apligraf® LT FF U9 5 1998 5 §if3l FDA/CDRH B/
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‘JE‘EPA{A gl VHFRE -

& [T EED F R A - ﬁ”“E‘ﬁuﬂﬂﬁéf TS > | [ T
”’?J'E—H{TEJE“E (autologous chondrocytes isolated from cartilage biopsy,
expanded in culture, administered at site of cartilage defect) » I
Genzyme ’* Fi[fFi & & U Caﬁicel@ﬁz’f‘;‘?fﬁf*}"d BT 1997 AR
FDA/CBER % P23 i I[{ i B T - VI o -

= E’IE[ﬁJ NARNES ]'E[I =l % ﬁﬂ*ﬁ e FE}? 7% ( non-homologous used structural

tissues )

L SIS QiR 557 it kg (i ( A-V shunts ) [V &‘Eﬂf@ﬁ@ﬁ&gﬂ@ ( Allogeneic veins

or arteries intended for use as arteriovenous access (A-V shunts) for

hemodialysis ) °

¢ FEH‘ A d R RS (SR B gEO A2 (allogeneic acellular dermis

advertised for rotator cuff tendon repair ) °
Py~ Z Efﬁﬁjﬁ'[‘ik o r ?E},%E[ﬁﬁl (homologous used cells )

?E‘ ? A a /i BRSS9 4] (autologous bone

marrow hematopoietic stem/progenitor cells used for myocardial repair ) -

2 S BIPIRE I B AT A F] £ (nasal mucosal cells used to

20



regenerate nerve tissue ) e

e ?%‘%E‘ﬁ%i’i’%&@%Fﬁ[}[?}iﬁw]&f%ig‘ﬁjﬁ’l‘%ﬁﬁtﬁ » FDA/CBER A% * ?E?j?%&?ﬁ

2] (Tissue Reference Group, TRG) I'] ‘éﬁfﬁf S = ???E—H 'a%ﬁ?',[?% Fﬁ[hﬁ‘ KIH
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% « FDA * ?ﬁ'a\E"ilﬂai” & lﬁ! E’E’I?i F’ﬁﬁl‘f}i‘ui‘—_ ( Eligibility
Determination for Donors of Human Cells, Tissues, and
Cellular and Tissue-Based Products)

° Tﬂﬁgﬁq ﬁﬁ[@?ﬁ;& ( Donor Eligibility Guidance )

CBER ** F[ 21 CFR 1271 Subpart C Tﬂ il fﬁ‘[ﬁc%lﬁﬁuﬂ\ 2007 F 2 £ 27
[ FBREIST R 200 2007 £ 8 F| 8 [IFIR L A ARRIST
(Level Il guidance minor changes ) » % 2007 & 8 ] 27 [T 804 o i}y
itﬂﬁ'ﬁflI?J%%ﬁiﬁ‘[&kﬁjfgﬁﬁiﬂ(ﬁyﬁ@lﬂ‘ 2004 = 5 F[H[| f’[ , F'J?J%% CID/nvCID
jﬁ[ﬁ['}}#g%[E'Iiji’EIJEIEIT} 2002 F 6 K| [’EILI,’?F“'[ o V% FDA/CBER # ¥ 1=
AR @F[ Pl VAL S (ST 20 FDA/CBER 25 IV BIRGT [
B - B R BRI > R R RO
(new relevant communicable disease agent or disease, new RCDAD ) VST~ ST
b (Fat w2 &) Wi (testing labs ) FLE= CEER) PRI, ~ AR B
%(«?ﬂ%ﬂ%r ) JF‘I bjrﬂg B EIYERUR TS o [YY[IEhT 7743”;'25'?}%‘
F AT A ’f[l (reproductive HCT/Ps ) FUf|iiE J &= MR (chlamydia)

=EiRE (gonorrhea) fv AT A€ ~ B W (CID) RISl

(dementia ) U » ') W3 PRI RIRH T SOE- (VCID) GG T FIRIIEL A 67
A RS - 19t - FDA/CBER i, S it s 4 R g

Bl % 2 S AR H BRI+ 1S T (SR e R -
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° ﬁ‘%;‘j?}ﬁf—?#jﬁ'@?ﬁ Iﬁzﬁ[‘%«*ﬂi‘—_ (Who Makes the DE Determination)

[~S{CBER F,,J/ 21 CFR 1271 Subpart C § 1271.50(a)*H & » #ie 15! i Ej
7 - E]&%f—?#jﬁ@ﬂﬁﬁ‘[ﬂ:?ﬂi : ﬁF Tk S ﬁl]}g@fﬁ " EVIERSE e )
A (pfE %—g ﬁ’g R ﬁ’g HVEI RS o [P

® [jEpE- Y H#r (Risk Factors)
BT gD R EY S A R R R D
o AT TP FER PR ALY R T A A
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