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Summary

Title of Project Study for improvement of regulatory system about importing human tissues from foreign countries
Key Words importing human tissue, improvement of regulatory system
Institute Eulji University Project Leader Byoung-Suck Kim
Project Period 2009.3.1. ~ 2009.11.30.

@ Goals for this Study
1)Necessity: Human tissues being used in Korea are depend on imported tissue a lot so it is very

important to guarantee the safety of imported human tissue, however current human tissue safety and

management regulation only required to submit documents of imported human tissue processing, storage
etc. It is required to improve safety regulatory system in order to gain higher safety level of imported
human tissues provided to Korea.

2)Purpose: To submission of imported human tissue's documents and regulatory system should be improved
for safer imported human tissues to distributed in Korea, and to prepare specific steps and method of on
site inspection.

@ Materials & Methods
1)Materials: Authors would grasp good and bad points of imported human tissue regulatory systems in the U.S.

of America and Europe, and grasp good and bad points of domestic imported human tissue regulatory

systems.

2)Methods: Authors researched laws, regulations, acts and provisions., and then interviewed officers of Food
and Drug Administration, the chairman of the U.S. and Europe tissue banks association, checked the website
search, and compare each regulatory system of domestic and foreign countries.
@ Summary

Authors offer new establishment of registration system to Korean Food and Drug Administration of foreign
tissue bank, new establishment of tissue bank on site inspection, sample inspection when it is necessary,
apply c¢GTP to current system, diversify punishment, overcome conflict issues between domestic and foreign
regulatory system to build advanced regulatory system.

@ Expectation Outcome and Utilization Plan
1)Expectation Outcome: FDA would improve civil satisfaction through improved imported human tissue

safety control system, and advance imported human tissue safety through study of foreign advanced

countries' imported human tissue regulatory system
2)Utilization Plan: FDA will use research result to improve safety regulatory system of imported human
tissue

_13_



Opinion of Project Manager

Scope

3. Imported human tissue regulatory system was focused on a Korean Food

. Research on only human tissue.
Research countries are limited to the United States and Europe(the
Netherlands, England, Swaziland)

and Drug Administration(KFDA) rather than Korean customs.

Limitation

1. A lot of the U.S. imported human tissue regulatory system are in draft

2. The U.S. imported human tissue regulatory system was done in

3. European countries do not have imported human tissue regulatory system.
4. Certain European countries' documents are very difficult to obtain.

form.

electronically so certain documents are not available to a non-member.

Direction For
Citation

There is a difference between import and export regulation in the U.S.
and European countries so when exporting domestically processed human
tissue, it is required to comply after reviewing the difference thoroughly,
and hereafter, revision of law should be immediately after when foreign
tissue banks registration system in Korean FDA is implanted and

continuous improvement is necessary.

Supervisory Office

/ Advanced Therapy Products Research Division (& 02 - 380 - 1797, 1798)

KFDA Biopharmaceuticals & Herbal Evaluation Department

_14_
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3-1-2. A5 FUIARF AAE HE

3-1-2-1. 89}

HCT/P's: human cells, tissues, and cellular and tissue-based products
- FDA: Foods and Drugs Administration(2] % <] ¢F3<H4 4)

- CBER: Center for Biologic Evaluation and Research

- CDRH: Center for Devices and Radiological Health

- PHS: Public Health Service (&% $4=)

- CFR: Code of Federal Regulations (1% Wi FE)

- US CBP: United States Customs and Border Protection (%]= A]3})

- Importer of Record (FUAAH: = Fdw Hatol o8] FUE AE A= 7=

AolS A= 721 (Person), 3= (Establishment), T 3 %} (Representative)

- Establishment: st 322 E2]4Q0 HAollA, st #e] AAStolA], AFES

l

s, of7lolA Y AZ, 24, A L 2HE 7]

B

tio

2 @ oy)d &3k Aow Ad AT, 24, AX L 24

HCT/Ps)& At oW 7191, WAt 3A, FA3AL 3] e ve WA

AY ME, 24, AE P 24L& 7|22 F AlF(Human HCT/Ps)e] A%
25 AAsE AAES Ea

- Minimally Manipulation
O7FEA 24: A, 74, wAETHoz 249 43 AW 24

M @A AASE S

QAZL WFEAH 24 ALY 240 BIE ABLH S4L WA

3-1-2-2. @4 ¥

Section 361 of the PHS Act

FD&C Act
Section 351 of the PHS Act

21 CFR 1271

21 CFR 1270

Regulatory Procedure Manual(RPM) Chapter 9

Investigations Operations Manual(IOM) Chapter 6
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A"} W9F F=(Code of Federal Regulations: ©]3} CFR)S Wl Ao i} A 7]o] ¢

= (Federal Register)ell AlAlEl d¥bAQl E]jar G-2< H 5 AEgelth. A%
T FE(CFR) = 50709] ZAIZE QdEd], olF A Al 21(Title 21)S A3 9] oFE2HA 3 (FDA)S]
THES A8 dnsileh. AW W\t =9 Z4zhe] A= wial 4 JRgo] = NEE EA

21(Title 21)2 XAl 17~27<o] &38te] wisl] 49 1o s, &3] 2 /Y Hel o] & 7}&3)

FAELS BYst= 7] o5 Urh= (Chapter) o2 by al, Zzbe] G2 583 T
(Part)= ¥ aL, thA] F-= é(Subpart)i Uya, 29e] = FA(Section) o2
, 99 19t = (CFR)4 Aol e ¢ eREELS W (Section) G E ATHECE A
= 21(CFR 21)2 A4 <144 (Government Printing Office: ©]3} GPO)2] oA HA A&

P‘L
rlr
gh

(]
o
i

=)
rlr
dr

=
24, AE R 24g 7122 & A% (Human HCT/Ps)S 14
e} olel WA AL oA mTow T uI ] 3 Fo|A T2 Tz AN A3
£+ (Introduction), A 3}(Transmission), 2H:F(Spread)S WA3l7] 918te] F 2 3}t}
A A, 24, AE 2 23S 7| %2 3 A3
% 72 (Rules)e] 2l

- > (Registration): 2009 12 190l AFo|oFEt B G (FDA)S 1E A%, =4, Ax 3 %
&

(Human HCT/Ps)oll G ¥4 o2 Fojsl= 3714

u{u

A& 71z2 3 AlFE(Human HCT/Ps)S AAeh= 2723 (Establishment)S 5338k, <
AxZ, %24, AE 2 224S 7122 3 A% (Human HCT/Ps)e] 25 Sl Af=e E8d
Nz'le Fzxer] A% 4L Agsah

- 715 A A4 (Donor Eligibility): 20041 d 5€ 250l 2% 2] oF359H4 % (FDA)S tF-i2] Alxu

- 9 A FZF Az 7](current Good Tissue Practice: ©]3F ¢GTP): 2004 11¢¥ 18,
A FE A (FDA)S 2828 -4 AA 22 AlxHe] 71E(CCTP)S et A0 Al
¥, 24, AE 2 248 7|22 3 AE(Human HCT/Ps)S #lZstojok vl A4S AlA
st §-¢ A x2 Az 71=(cGTP)S A A3 FF(Handling), 7} (Processing), XA
(Labelling) ¥ 7]=% ¥3 A=A (Record-keeping Procedures)s ¥ g3t} o] 42 72} xz7&

o] ¢ QA=A Az 7|E(CTP) wet FHAdHE A =S a3

o] HF 7FA 21 CFR Part 1271¢] £3¥qom, =& Part 1271 67H°] Subpart® -3
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- A Aoj®at ofye} Part 12719 W9t BA 3 AA = DAl 4 (General Provision)
- B: 5 (Registration) 3! == (Listing)S W= Axab

- C 7SR A S ddetr] 91k 44 A B AJARE SR A

- D 9 QAxA Az 71FE(GTP)S] &7

- E: 3 A](Labelling)2} X 37(Reporting) 2.7+

- F: 7+ (Inspection)¥} 7] A (Enforcement) 173

o] #AEL 20059 59 259 o]Fo A&}
21CFR 1271.10(a)= A& Al¥, =4, Alx 9 245 7|22 3 AF(Human HCT/Ps)S Al ek
AZgE 1ea 9o 2AS F HEH

22, Az 2 224& 7|22 3 AF(Human HCT/Ps)S Ao =2 &%

=

f

ds = 7Iselth old Ve F55= dd A,
H
h=|

)
)
H

361 of PHS Act)oll olal]l fAlETt oldd A3 AMx, =2, Ax 2 24& 7|22 3 AF(Human
HCT/Ps)<> 21 CFR 1271Wjo| A A& o, A 5 <Ql(Premarket Approval)e: Q7% A &+

old =& ZRIMLE A AxE, =4, Alx B 245 7|22 F AF(Human HCT/Ps)o] W= &%
A= 19 361 stell MRt FAlE T AS E3}H
BE o]y 7]FEoe] 21 CFR 1271.10@WolA SFHA &+ A8 Ax, =4, Ax 9 24&

7|22 3 AlF(Human HCT/Ps)> <FA|(Drugs), <& 7]7](Devices) % AJE3sH4 A A (Biological
Products)?} 2 FA1E Wtk 18 AE, 22, AIE 9 2HE 7|22 3 435 (Human HCT/Ps)
kA (Drugs), A=3F4 #|Al(Biologic Products) =+ 9]& 7] 7](Medical Devices)oll 553t 4ol F7}
ato] Part 1271H19] 1A ES wETh

3-1-2-3. B¢ Fx}

no o2 Qs EE PAL v AlFHU.S. Customs and Border Protection: ©]3} US CBP)©]

APst= BAY HE(Law) 2 -2 (Regulation)ol] ol&] ¥E]HE Tl "= AFHUS CBP)Y F+ dF&
oA B8 A =238, =9 BAl(Import Duties)S A <Falar, v=F F R (US Trade Laws)
S At mgoz Sojrte BE AES Wl o SdeA "AEA & Ae-EE, A3
= FHstofof star =} WAE Eojof

n=o] A# E7 Hx= B3 FZ5(Entry), 7 <9 (Inspection), 7H3/ 7HAppraisement), &

(Classification), 7§ AH(Liquidation)e] A4S E3gtslt}, njoro g Sojrls BE AEL vl A3HUS

CBP)o] x| 7Y stojof gt "3 LA (Entry Notice)'dtil ZAH+= ARE FHHA
(Importer of Record)ell 9]&] Aol A=A Ar o] 7]]stoiof e} &3] A FHANEL F9Y
g gialste] g aAE 7|E% FPAAE dATS THAE Folal, T dig A<le]

low, F71Q), 8% EQl m AEe] 44 FUAY g,



Aol F¥tel B3 ARE V|Eske AMES ZIS5AKFilen=A R dH A ok Sy dArE A
ERE Eol AEo] YAt AAl g5olA 27| 915k Moneytary Bond7l SlojoF &t
a7l o) 9 AAel 2] dFe AJEE % 2A& Eatstoiof Fhrt,

o
o

A, BYAE dovl= Ed(Allergenics), 22, AxE 9§42 A8AE EFee ALY 2 2

- (Biological and Related Products)S ¥2]dttl, &4, 7P ol gdol AR 9 A¥
AzAlel =4, 7he, AAL Alx 9 #elE ek ol 27171 (Medical Devices)ot 7152 9, &
N A H AE AmAY] A4 AAF 2 E He A HPO]EV\(HIV)S’Jr THE WY Z2E5

o
A2 A, AR 9 AAE] 9% 1Y 1y 2 wholA(HIV) HAF A E(Test Kits)E ¥

e

St
th "o 8 CBER ¥ Alws T Asteds 1 AFS AFFEMAA S @& 87
(FDA's Regulatory Requirement)E Wrolol dlt} mloro & 2 7b A o7 429]1¥ = CBERY| 9

5= AES AASE 5 AES v oRe] 9] A, T =
FEAAH(FDA) 875 uhglol st} 2 F o kA H(FDA)= e Utz FH 53 A

% 21(Regulatory Approval)> 214314 &=

THE = =] AEe I (FDA)S] B ol Flukw, AFe|ofEet g (FDA) A&

S wolop st AW A3, o oFE, 34E W ® 801 (Section 801 of the Federal Food, Drug, and

)

Cosmetic Act: 21 USC 381) 2|39 okEQt A (FDA) #Etete] ol &3k 2F o] oFEtg %

0:

i

(FDA) FHEo| ##3t 7] % F~(Standard) L =] % A (Procedure)= A 2Halich W 801H adte

A, FUE BH AAE AT, A, AT T HFFEA (FDA)A a7 Abg

ph

C
Q) ;E B ARl AFE|FEY A (FDA)S v ATHCBP)E A% o] oHESHE 4 (FDA)

- l
of #elH = FdFEe] 48 Fde #Asty] fstel a5 m¥e 2E&sHA /A I

Ao ebE A (FDA)= vl = Al ¥H(CBP) &2 H 452 o5 b A (FDA) Y kel &bl ¥
L=

£ A A H (Electronic Information)E RH=TR A F 9] FEQMA A (FDA)E ‘Y X9S

o
oL

=9 2 #2] A" (Operational and Administrative System for Import Support: ©]3} OASIS)

vt

Kl
i

oYl AnE

o

E3 EXAM(Entry Notification)= A& o, 7|1ZA}HFilens FHstelL ATHE z2H2be] A%
of et z3td A o % (Harmonized Tariff Schedule) Z=(Code)S ZA3dlojof 3t} wj=r A
(CBP)Z, th& AN 7I#o] ¢ AR S st7] el oA AR5 AAsr] flote], FEACR

YAl A E(Tariff Code)S A-&-3tcl 12y} A Z=(Tariff Code)= FH YIS A|FS WHa =
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Aol AL AT oE So] wale] MAo] rhka oo a}o]og(waus)m el g Y

9 ggFo] FA](Syringes) = A E o] Tk Fol & (Vials)e & A&l FAL7](Syringes)©=
U2 AEoltt

T g Bad AW nwm ABCBP)A AlFEo|ok kil o] A A FoFEE A

(FDA)ol| A& = ofof gttt
- oA (Tariff Code)oll <]t #l|35<] ©] & (Identification)

=
- =3 Fe(Entry Type)

H 3 (Entry Number)
- =2k A A](Arrival date)
- 913 o] E(Port of Entry)

gl gt o] & (Port of Unlading)

- b =tk 5= (Carrier Code)
- 87 o] % AMH, &¥7], 7%} M5 (Vessel Name and Voyage, Flight, or Trip Number)

- AR 2 FFA Q3= 242K (Importer and Ultimate Consignee)

N
_0|L
o|\

H,
k
rlr
o
of
b

%7 W3 (Billof Lading or Airway Bill Number)

Mo

Sh=
- A|Z=A} o] & (Manufacturer)
- YA AH(Importer of Record)

Vv T4 & Ql4=AK(Ultimate Consignee)

Vv AEERJIE A (FDA)S HEE 876t A& AAshes Al A= (Tariff Code) 3=

A1 3E o koA H(FDA) S 2 A roof 3= HrlZ e ARE

- FDA A Z3 AHFDA Manufacturer)
- FDA &% AH(FDA Shipper)

FDA A& A2k (1 4FA])(FDA Country of Production) (Country of
Origin)
- A gts FDA AAHA1¥ F=(FDA Product Code)
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e
23
a2

A B &olrA EF

o] <}(FDA Line)

=]

Ralei

S
i

(]
-
O
>
X
o

Affirmation of Compliance(-3-2}2] &<1)

- Affirmation of Compliance("AOC")= Al T/ E&= 27 7|52 A= #]=r A ZHCBP)<
OASISEH= A Azt WS Fsto] 2Fo]oFEeHs é(FDA)"ﬂ ARE ASD W o] &3dt=
PR HolE A faEolth. 7179l AOCE sk A F o] ok H(FDA) 1Al 8-

(Regualtory Requirement)E &-213li= X](Mechanism)E A|&-3tc} o5 9, A, A7tE A

Jlm
SL
>,
2
(e

il
n

—

&40l AlFe] tidk AOCE the BLN(Biologics License Number: A E-3+% W3 WH3) T
STN(Submission Tracking Number: &J# F2 WHZ)olal, &4, XA} F< AEsHA kA Ed

)3 AOCE IND(Investigational New Drug Application Number: A} 521 Aok A9 W 3)o]

Fol #ek FRIF vla AIFHCBP)EFE HEE Foll= OASISE= 232l eFEeHd 3 (FDA)S]
S 71Eed gste] T AEE AT AAbeth AE

Hu AEe] B 9 HrbE BeshA fdvkar AAsd, I A AJAEE A Fo a3

lo
22
el
r o

N
/_E
w)
=
lo
[
D)
M
>

N
fm
N
s

2

ul= M3 AFO](FDA/CBP Interface)oll A 1 35 2E 2] <4 A (FDA) HAF glo] X3 (“May
Proceed”)d Zlolet= wWAIA 7 AdEE Flolvh. o B2 HAAE dastohd, Ao okt H
(FDA) #g = 3 #4 FRE HEsStL 3 o7& ZAAs7|9e 283 F7H4Q 4RE o
T2 Aolth. AFFEMAEHFDA)S AAF £A4 AEA, Fdstelw= AlFol AFE, oFF, 34
* 8013 a3 (Section 801(a) of the FD&C Act)dtell A(EZolvt Fx7F &% &2 &) AAM
o2 Wy 95t T# - (Refusal of Admission)= YERHTIH

FookE et 4 (FDA) SHIA (Guidance)oll 71 2E Fo 53 ARE 7
= FHala, A# S/hQERE ofyel FAddAtl Al BRETh Bx 2 7% (Notice and Refusal)oll
ot A F o FEIEH(FDA)S 9] 1FAl= 21 CFR Part 1, subpart E°l
we AKX+ CBER Compliance ProgramsQ] CP 7342.007- Imported

l
ALK

l

(o]

o fe
i

i

i

in

of

CBER-regulated Products 2 CP 7342.007 Addendum- Imported Human Cells, Tissues, and Cellular and
Tissue-based Products (HCT/Ps)oll A &3k},

CBER Al #l&ol H&H= 2750 FLd u&E I AR 7jds=zs FRad

e
_1>4 -z

(Center for Disease Control and Prevention: ©]&} CDC), "= &% Y-(Department of Agriculture)s

E 792 (Animal and Plant health Inspection Service: ©]3} APHIS) & ©]t}.
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o] TR ML w=F FF A 3617 (Section 361 of PHS Act) 2 2ICFR 1271W¢] 74 3&}ol
A atAlE s e A AxE, 24 AE " 2A4S 7122 3 AlF(Human HCT/Ps)#3k &3

AR AAe] AF Ans AT QA% AT, 27

£

¥ 2 2485 7122 3 AF(Human

HCT/Ps)> <217F F=o] x| (Recipients)(21 CFR 1271.3(d))ol Al 2Hd(Implantation), ©]2](Transplantation),

F<l(Infusion), Hol(Transfe= 3tHE o8 A¥EU 2SS ¥gaAY FAsE AEolx, 21

2)
CFR Part 1271°] A &% + d& T wet Axsojof gt

315

- FUAAE “A of C'E Fall, AFo kB (FDA)O]l S AA S 17 flste] e
ARE Azatool & ogF5 7HA=A] AAs7] fst

-oldl 8 ES AR e YUY AFES B, 53 @A A8 A7t
= 7] A3 (Hematopoietic Stem Cells) 2 2] Z2](Reproductive Tissues)2
7] $13ko]

- A9G AE, 24, AlE B A4S 712 = 3 AlF(Human HCT/Ps)®] &2 <47 (Detain) s}

AY A A (Refuse)S 2437|951

lo

3-1-2-3-2. T2 A AEA
3-1-2-3-2-1. o] T2 93] ¥3HE HCT/Ps
(21 CFR 1271.3(d))
1) 8% HCT/Ps

S (LI E T

- el

-4

S ] A )

- 3%

- g (o) Al )

- A

- uN(EE ALE, o A4 EHoz Brmel AE glo])
- 7}

2) olf BE AEFES U3 2HUES WS35, Section 361 of the PHS Act % 21 CFR
#
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Vv F2 A 2](Minimally Manipulation)
EE o2 54
Vv OB AET E3ehA %7

L AR 5L Adkd AE AEe] WA w3}

glofoF 3fal, A Aol oE3sA] golof gt

<

<«

AN 7% 5A

)HCT/Ps7} =5 Z2ado] EeE} o]dl A|FE-2 Section Part 111.B.4.o] A& ZAH
25 ofoF gt}

Tx dof g Aol = =28 7] Ax

(Hematopoietic Stem Cells)

(29 &7] AlIEZE°] 21 CFR 1271.420() 2 ()= H&3lM A<
gk Hlo] g Al o] EAsHA &=thd)

7 o (A Z})(Semen/ Sperm)

2}(Oocyte)

1l oL (Embryo)

3-1-2-3-2-2. X35 A &= HCT/Ps

- 21 CFR 1271.10(a)°ll H=3td &2E 7]

21 CFR Part 1271.3(d)¢] &

et

i3

Do

13 7] (Vasularized Human Organs)

BN o

2

H =~ (Minimally Manipulated Bone Marrow)
= d AR E= g §5 AF

1= AW 5% <19 Al (Secreted or Extracted

T

2
et B
H

:

L L
B

jud

J_:rL
Human Products)

VoEZEAQ A

VvV FEERTH " AE, 23

Vv 21 CFR 809.3(a)¢ll A AAH

)
ol
Y

(1
e
>
P,
my)
ofo
>
ol

1A ¢3= HCT/Ps

MN
tio
ol
3

- 200511 5¢ 25¢ o] e ANFHE HCT/Ps
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3-1-2-3-3. A AAL

3-1-2-3-3-1. 21 CFR 1271.420¢] 93 3lollA & AENA ¢4 877 d99E #A
- e A28 HCT/Ps
- 238 Z7] AlEZ (Hematopoietic Stem Cells)

Sl 9l AT BHelu e 54

3-1-2-3-3-2. 21 CFR 1271.4209] 943 3ldA 24 A=

21 CFR 1271.420a) 4% 3ol A, 5qdAb= 429 A7) "ol 529 Al7le] Sasle
FAZ Bgsts Ao FolA nAT Az} AFJFENGAFDA)O] B oS AHat

7] 8t SES ARE AT S a7Ho Mo §3¢ HEE 21 CFR 12719 879
T} 21 CFR 1271420 Y4 AA7T oJ9 Al FDA A< A}
FA2of| s stojof =2 E™EEA FAEEE FEe §lojA, IA = AF, A of C =

=
AHAE T AbgEs ol &ste] ABI = OASISE 74 frste]l da w45 E¢shs ofe 7}
o] & %

o
olo
_0|L
rlr
s,
Y
v}
_rE
ol
i
tlo
Qb
N
)
ot

FDAL, F95 flsto] Ales Aol w3 ABE FDA A9 ALdA Alssh=,
A of C ZEE AMESlER, 7] EA: FDA Al5oR
W 8ol gh=A] glsteiof Ytk A of C B
Co| AHg2 Apb#foelar, F¥he] HUh

f
8 474 AANE AFT FE 4 BT £E Uk HCTRsS $YYAHEC] ol

FAAATE FstE e B F9S fldte] AT ¥ HCT/Ps7h 21 CFR 1271
=} 7Fed atel =8steAE AT o] ok AREE TRl

&
g B9, A8Z F = VIS4 44 AAL HEE, 7he B 82D, old A of

- 44 -



C =7} AFHAS W= A4 (Qualifier)s 277514 &+
- HRN (HCT/Ps Registration Number)
o] gefe xH o] FDAY THH 3
275 A4 (Qualifier)> FDA A5 o2 3ld AFS Axshs IJAE 93
o] FDA/CBER®l| ¢]& Zal¥l HCT/P = 3
A Z3) A=, 21 CFR 1271.150 &l &Fo] WAl® 2= Alelstar, FDA &
Fatal AZE W HCT/Pse] H5& AFEs o} ??}‘jr(Zl CFR 12715). dl& E¢],

ARAENE 5 2A237 Aok, w2, el sl Sl=A 2Ea @t
AR 245 58 w42 245 BlleAE 5T H55 U
s s 8WA BTk FDA SR ORNEH WAE wE AL o5

http://www.fda.gov/cber/tissregdata/htmlol] A S1E{ 1 &
Aol websiteol A gQle] H2] Fow FE3 AF HH5E FelEty] 95k
CBER %% 5% @r]volEs} HZa|ok e},

T A= HEID A e A deud, HEAE THS ol

(2) F7} 7h&stE = 98 HCT/Ps
= el A F7F 7he & BuistAY &S] ekl = HCT/Pse 21
CFR 1271& s53loloF 3t} 21 CFR 1271265 A& &lol A HujE Yslo] o] gd
T 1= HCT/Ps= A9 2o s ogstr] 9fs
A wbEo XA Y sloll A A ook shul, dEu] A (Predistribution Shipment)-2
Al WellA dAEojof gt} H-Eu) A 98] F5EE 715 FDAVE B3 o
4

(3) THAAE AF
A of C7F AlFHA Fevd Ty dptEo] oo WG, B9 HAEA:
T o5 AASY] st TR FEE AT AES AFE Qe
- F7HQL 71F
21CFR1271.55@@)ll /A 7152 AR 7158 b3 22 Wgo] xgs o]
of g},
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Vv 715 A HCTP 71S5&53 dAdtd 7)o Fad s Y % 3=
vV A7 Al AAL Aol e E3te] 21 CFR 1271.55()(2)0) AR H42

e

A& AR 4

oEL

A
Vv 21 CFR 1271.55(a)(3) % 1271.55(b)ell &8 71=A HAA o
A3 ALgEHE =259 QoF

- 21 CFR 12713709 A] A< ¥ 3 A](Label)

i
«

dtst7)

E3 oF AAste For AFo A
@H] AL HCT/Ps] Al ‘Al oha3 22 8] dojof shrh
- 21 CFR 1271.290(c)ell oJ&l 7]=% 785+ A 5% 3=

- HCT/Pe] &efje] 4w A [21 CFR 1271.370(b)(2)]

- #7] 4=} [21 CFR 1271.370(b)(3)]

- 73 [21 CFR 1271.60(d)(2), 1271.65(b)(2), 127190(b)] [21 CFR 1271.370(b)(4)]
VA" el AR E AFES A R GRlEok sta "FdEHe] o

7} Eo]s)" "Not Evaluate for Infectious Substances" 2 "7 i: 7+dA 23

(o

ot

A Y&l o thgt 3kxlo] F31" "Warning: Advise Patient of Communicable

Disease Risks"

vV FAAR 713AR FE Y HCTPse BETH Agolgox mAH o 3}
A ARkl duk 18 E @Al A A
VoA AL Rl Agele rFd A Aaebe Ao E 2
V' HCT/Psi= Ap7b o] 8917 A3k F7hAQ1 Aol w77F 2= d=A &
A=l ofof g
DR ¥ Y28 HCT/Pse] A Ao webvbol @t
- HCT/PsE 2wl 7ol Adstan 2ulE 918l o]& 7Fedt HCT/PsS e =

Aego] o]2¥ F4 [21 CFR 1271.370(c)(1)]
- B3 &% [21 CFR 1271.370(c)(2)]
- th2 A3l [21 CFR 1271.370.(c)(3)]
Agkel F9, Ay, FAke] oI #EAo] ARg AWA [21 CFR
1271.370(c)(4)]

.

jults
oX,

@) BB %7 AAHNNE A AT A
21 CFR 1271.420(b)o1 A, B A %-7} FDAC ol&] 242 o 7% 74 A3te
AT et & g 2skelA ABES FUYPAL S Agate] o8] kA

A s ook ek FDAZE F-9f5t7] 4 54 7HA= HCT/Ps7t S8 o5& 246t
= sk AES A gl ke AFA Al o] F s ofof Jht
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5 9= HCT/Ps
TUE HCT/Ps7E 9zl ool 7k, Add e Afs sHsk] sk
CBER/OCBQ/DCMe Al AgtsfjoF Strt,

(6) W3d w= AE

flate] ¥ AN-E At WA HESte ok vk 29 2 AR
CFR 1271¢] Q275 wEstofof 3ty Hrbdem wiéhd v= FFo=m #eld
HCT/Psi= 1 Aol 9]=r9] Byt Ay w=o 2 wkdy = A4 7|3t getel] 24
& By 21 solA frAEojoF k= Ve 9 olFE ook k. wdksiid,
9k Abgle] EAShE =8-S 95kl CBER/OCBQ/DCMoY| ARt

HCT/Ps7} lWk Abgro] Axtslo] gt e ek &7 ofsislofof drth. 940
Bl vk CBERO| ApES -shofof gt}

N7kt A7 918 29lo] EASTH, FDAZ HCTIPSE dAIAL A% 2ab2
ANGT, 19 B Aol HCTPsE Zelsojol @tk A7te 771919 291
s gl EATIY, CBERS Wil A A whel Ww kel L(CDO)] Rid

AE el dasidd, 588 AZA7 ATE Zlolal, CBER TR0 R i st
oF dt}. MZ 3¢o] Hasitbd, CBERS Division of Field Science, Office of Regional
Operations/ORA®] H.a13}fojof 3}l AlZo] CBERZ E45 7] o] CBER AZ #E oA &
gtS shofof gt} o] % =3 HaA 9} 37 CBER/OCBQ/DCMON Al Al ofoF gt}

3-1-2-3-5. TFAAERN TH AT
Section 361 of the PHS Act 2 21 CFR 1271¢] 9& FAIE uialgle] BARE 9
HCT/Ps= T 4d el A o3 22 8 deo] ity

l‘ﬂ

] (Detention)

- 714 (Refusal)
- 252l A} glo] o] F(Detention without Physical Examination)- <=%1 74 H.(import Alert)
- 731 F4(Warning Letter)
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- Bond Action

- M3 +F(CBP Seizures)
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3-1-2-4. 2| Z o) FZ ot A o] AAF AFE = (FDA Product Code)

Aol oFE et A (FDA)Sl AlE A4t F=(Product Code)i= 239 FE A 4 (FDA)S] 57 2

Y¥F HAES=H e T 7Y £A 2 AR A Zddelth AFo okt }i(FDA)Q
AFE AL ZEE 5 FEoZE FAFHY . A HA HE2 A Z=(Industry Code)o|t). &

CBERY] T+AIE W= AF9 4 F=(Industry Code):= A} “5770]o A, ®E CBERQ| A= Wt
= AEY YA AFE FeE 577R A ZE)

AE A mEo] T HA RELE 7 53 FS(Class Code)o]tl. CBER 1HAIE W AEFLE
< dubdor FARE R, oE 5o AFES wolyx Wi(Viral Vaccines), o Al

= A3 =247 AlF(Human Musculoskeletal Product)©] o,

~~
o)
o)
S]
o
O
[1°)
=
<
=
<
[
L
A
rir
p

AFE A FEo] Al WA REL o} H 3 =(Subclass Code)o]tl. CBER 4|2 W= A%
o2& o T FLE(Subclass Code)= AAHE Aol ml=rfjol A oW A ALEE A& FF =
AR XdEY, dE o] A7l (Further Manufacturing), $2F X5 Hx o 2A HF AlF, T
AFE Bl2EY 74 & FDA/CBER Lot Released A2 5o 3l

AE A ;=] v HA BES 7 KAl FE(Process Indicator Code)©]tl. CBER 4] A%

o]

A

52 71 A A] A= (Process Indicator Code)S  7FAlal A o}, CBER A% F =+ o] H
Slo]E(Hyphen) "-" o2 FA|ET
A At Z= gA WA BES 5 A4 3= (Specific Product Code)o]t}. CBER A&

I
FH

= AlEE5e] W A :=(Specific Product Code):= 2709 exlZ W, W AES

o},

i

ot

r (

2 E o] ekE ot A (FDA)Y A|F A4 Z=(Product Code)= 5 F& 7709l EAxu s=x1e] %3to
o] oA 3
Industry Class Subclass Process Product

Indicator Code

(numeric) (alphabetic) (alphabetic or hyphen) (alphabetic or hyphen) | (alphabetic or numeric)

A A, CBER 11AIE W& AlFw-2] Industry= “577°] T},

A, A %2 7 T3 F=(Class Code): Th&-3 7t}
- J: human musculoskeletal tissue
(bone, cartilage, connective tissues, ligaments, tendons)
- K: human reproductive tissue

(sperm, oocytes, embryos)
— 49 —



- L: human ocular tissue
(cornea, sclera, amniotic membrane)
- M: human hematopoietic stem cells
(umbilical cord blood or peripheral blood stem cells)
- N: human cell and gene therapies
- P: human tissue, NEC
- O: human skin
R: human vascular tissue (vein & artery)
- S: human cardiac tissue
(heart valve, pericardium)

- T: human dura mater

A, A=A 9] o} 53 =(Subclass Code)= Th3 2Tt
- H: transfusion, transplant, implant, clinical research
- |: further manufacturing in device/ device components
- J: non-clinical research use
- K: educational purpose

- Y: not else classified(NEC)

U, 7} A A] FE=(Process Indicator Code)® CBER 1A W= A& s Aldko] Qlo

“no]},

oAl A, A 22 o] /i 5 A4k 51 (Specific Product Code)©]th.
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3-1-3. ¥ FHYARZ A HE

3-1-3-1. &}

3-1-3-2. ¥4 HH

1.European Commission: Health & Consumer Production Directorate- General- Summary Table of
Responses from Competent Authorities: Questionnaire on the Transposition and Implementation of
the European Tissues and Cells Regulatory Framework (October, 2008) Chapter 4. Accredition,
Chapter 7. Import/ Export

2.Commission Directive 2006/86/EC of 24 October 2006 implementing Directive 2004/23/EC of the
European Parliament and of the Council as regards traceability requirements, notification of
serious adverse reactions and events and certain technical requirements for the coding, processing,
preservation, storage and distribution of human tissues and cells

3.Commission Directive 2006/17/EC of 8 February 2006- implementing Directive 2004/23/EC of the
European Parliament and of the Council as regards certain technical requirements for the
donation, procurement and testing of human tissues and cells

4.Directive 2004/23/EC OF the European Parliament and of the Council of 31 March 2004 on
setting standards of quality and safety for the donation, procurement, testing, processing,

preservation, storage and distribution of human tissues and cells
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3-1-3-3-1. r4 4%

1) European Commission- Health & Consumer Protection Directorate: General- Directorate C-
Public Health and Risk Assessment, C6- Health measures- SANCO C6 EFZ/PS D(2008),
Commission Directive 2006/86/EC, Commission Directive 2006/17/EC, Commission Directive
2004/23ECE= & FEddd 319 w7kel Az ] <hxg B FAe #ste] A A
o] 7%, MA, 7tE, BE, By 5 Fulo] @3 #elE s1r] st A= NEE W (o

ANE B 9T B2 A% 9o] $9)

2) /MAE ¥ &A
- 20043 4 7%: Directive 2004/23/EC
- 200613 2 8%: Commission Directive 2006/17/EC
- 200613 10 24%: Commission Directive 2006/86/EC
- 200811 10¥: European Commission- Summary Table Response from Competent Authorities:
Questionnaire on the Transposition and Implementation of the European Tissues and Cells

Regulatory Framework

3) Commission Directive 2006/86/EC®l| <A 7 2t = 7[E2 AA 2% #dH HES AHlY

ol e e

4) A=A F5)

- Az L 28] ete] wiz A4

%
=
rir
5%
dlo

3-1-3-3-2. Yyga=

E
- 2223 7FAF= The Ministry of Health, Welfare and Sportol] A =3
Medicines and Medical Technology H-AollA ZHALE vid A AJstar Qlom 2Fo|A 45

ol A& WA 3 5 BE 2428 AdE5o] fHafel Fojste] gl Al dos



3) A=A Fds T WEE ] A% HA

- BaMF AEA, REAAAIA, AkA (AFA = TIsA A8 Vs, 83 AL

- ARE AESD PUIE ARED AR A B8] Astel 2Heq By

me
o2

4) = AFofofEetgd vdd s nyRe] Aoy

- g AE o ekEeg e 59 v|EAte] RE J]|EE(Raw Data)S AlEwol golahny,

3-1-3-3-3. g =

1) &g 7] Human Tissue Authority(®]3} HTA)
- Human Tissue Act 2004 g} 2005\ 4€ 194 A

- Department of Healtholl 4] X|9& W= v A H7|H

- Human Tissue Authority http://www.hta.gov.uk/
2) MAE H &4

- HTA Directions 001/2006

- HTA Directions 002/2007

- HTA Directions 004/2007

- HTA Directives 001/2008

- HTA Directions 001/2009

- HTA Directions 002/2009
3) A =Z 9]

- European Economic Area(EEA) ©]2] =r7fol| A QA2 4291 A] WAs|7} ZQ

Qe

1<)

- 9 ¥ QA %2 o] Directions 002/2007¢] # g}talo]of &

3-1-3-3-4. 7]
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et Environmentoll /] 5=#+8 3}aL Coordination Organes, Sang, Tissue et Cellulesol] A

g A %
2R AE BA AAS /RO AT S o9t 91e A% 2dvit
A}

3-1-3-3-5. 2%~

1) Organization and Responsibilities
- A% 2~ (Location of Manufacturing)
- %34 B3Z Al~H=(a Quality Assurance System)
- ¥4 71 (Hygiene Concept)
- Z] %1 (Personnel Structure)

2) &= 5 (Feedstock)

o
>~
-

- 23 2 AE 239 428 A ZF(Certificates over the Acceptance of the Tissue,

respectively Cell Bank)

- s FFY, 9AE UE 719 8 (Sources of Supply and Requirements of the

Release Criteria)

- Guideline 2006/17/EG2] Appendix [ and IIo] w2y ez =L njAEshz

(Serological and Microbiology Test) Z 3}%]

[¢]

- AAE 22 AL A 27 TEEol] AMEEE BE §de] 3%/ (Traceability)
- 222y we EAI Aqu]2 A kA (Quality and Service Agreements)
3) AAl =7 E 7]AA
- (AN AR =z g
- AR 54 A
- Processes for the Equipment Qualification

- Ao Akl A A
- Din EN 1SO 10993°) w2+ A4 314 (Biocompatibility)
- A% AF 744

- 3 A](Labeling)

E
N
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32 AFMEFA ] 1F

48 olgat Aol Baw e W, vwe] A9 1509 FE 24 o]4o] o]FolA1
ow], 20044 ol 50U FE o] o] o] FolA, oAl FF o4& oAl sy A

< shiolth e W HtEgol AHES M= Hlaste] B, e SWd Agks F 0.8~1.7%,

ol uIA x3E T 1~-3%, /N7 ATtolAle B 0.9%, BEZ2 o)Al & 0.0008%¢] ).

H 713, ARl X3k 5 78] BE 93 oM & A58 om A A4S ARkl §lom,
AA 22 o] AAE LR sk A ToEE AW, Arke|H, AHFQlH, ofu]QlS¥, H]7]¥
Ao A o] oFshaH(Cancer Patients), -~¥= =AKSports Injury), 24 Alai(Industrial Accidents), % A}
(Traffic Accidents) 508 £AE oA x2S 298 Fdert 9 321, A% 7]3(Congenital
Anomalies)©]1} ]34 W 3H(Degenerative Changes)®= <lslo] o|xpx oz QA% E{lo] AQsl $hxk

=9 4] d(Quality of Life)s =38 7] flste] A 22 o]2]o] FQsjr},

T3 A% 3% dAl s SEKBurn Patients) 52 AT b7 flste] uFu Fdto]l da s, A
oAU A S THH o7 kol Al I A S (Heart Valvular Disease)©|L} ¥4 59 I3 A7
ry Embolism) ¢ #8452 A7 #9 =, Y W $3]so] Jash, 1 &4
(Liver Injuries)e]} 7H-%(Hepatic Insufficiency) 52 Z3ko 2 AJA| Flo]Ajo] Q.

Ayt ol2o] s, FA kAo ), el o] vt E4olut ko] el Agolle
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Z(Coronary Arte
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Hoz 2005 1d7F Xggo7 AREH oA x2& F 5551270tk 20061 ol ) ALk
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