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BEEPIEE  qoa x13(2013. 3)

Bioethics Forum

Sut2 SARAAE YT

Lﬁi
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T AL 2N o 71E5S 23T 2 7l
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1) Report on the genetic testing of children 2010. Report of a working party of the British Society for Human Genetics.
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6) Becker F, van El CG, Ibarreta D et al. (2011) Genetic testing and common disorders in a public health framework: how to assess

relevance and possibilities. Background Document to the ESHG recommendations on genetic testing and common disorders.

Eur ] Hum Genet 19, Suppl. 1, S6&#8211;-S44.

7) Human Genetics Commission (2002) Inside Information Balancing Interests in the use of Personal Genetic Data.
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I. "= A28 A A Z

"o X5 JAFHAEY HE BT
7132 BAXA (Department of Human and Health
Services, DHHS) Ak} Food and Drug Administra-
tion(FDA)o]t}, FDAE ato 7] A4 (Implan-
tation), ©]4)(transplantation), ¢} (infusion), =&

Aol (transfer) & BA 0 2 1= QAT E=

1) RAEAR Hezg, 49 139G) 228, Al ﬂ_:.i E7|NEAEA 331 F5 317t

2) "E7E A&, E A YAE ske 7—%
80007 Al 7448 8 e, b

AETVE A4, A% o B 94 A BAE F3) S, A8A A=A F4 2%t
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z2 g o]0l X HYE AFELS Human
Cells, Tissues, and cellular and tissue-based
Products(HCT/Ps)E #&F3ato] &3t rt.
HCT/Ps9| o2+ M (bone), Yth(ligament), 3]
(skin), 74" (dura mater), A& (heart valves),
Z}at(cornea), Z(tendon), FAH(oocytes), A
(semen), 122 A} FxF Foff KEEAE
(hematopoietic progenitor cells, HPC) S-o] glt} 3)
J2u} HCT/Psehal 5 Fdat &%= A2 of
U3l 21CFR Part 1271¢] w2} 1#A] 2] W83 0]
gabzict 4)

21CFR Part 1271.10()9] 7] BF 553 4
= Al ¢lslal= o2 Biological Product$} wpzlr}
AR ookl Fdh= §7FE wrolof akw HCT/Ps
2 ERE0 A E ookEel Fake kAT &
45 88} staL 1 7]E e AAstojof gt
3|7}E Wolo} 8= HCT/P9| o= H|d dxxd
BAE, ARE So] 9} 5) w3k AE x)gA 7

o] = Public health Service Act®] Section
351(1)(42U.S.C. 262(i))2] Biological Product2] % 2]
o] F3l= A0 FDAY CBERo| 9l3te] 71AH
o}6)

CBER' s 7FA| €] <A+ the Public Health Service
Act®} the Food Drug and Cosmetic Acte] 543 %
s 2AR gt 28y FFAH-(homologous
use) RO 2 The oREolL} 7|79} AHA ek
2o 22-& AZ 24E HCT/PsE 2HEA] &
ov FDAV} BelaA) bt B4 A4 Azlol4
o} 2, A Ajole] o)A Wrke Aol
S0 B)RAs A sror o4l 71glA
oJg9] G Rob olFolAaL gie}. et 3450 7
Sl Bhel zhel o] Fo]d A4l Human
Resource and Service Administration(HRSA)2] 7+
=2 Wt FDAE 715418 84 Atol o] AN A
$o] o] AFE Haslsta w4 Foll 282 BA

Sha AE A2AS] AT fEA T 2AZ

3) 21CFR Sec. 1271.3 ()HCT/Ps= QIZF 5AlAl A+ (implantation), ©]2) (transplantation), S} (infusion), €& o] (transfer) &
AL B0 2 3k QT AlZEL 22 0 2 o] R AL o] & FAL YI& E(articles)E 9]v]gtt}, HCT/Ps2] o2+ W, Il 737,

Hub AR gt Zbek @28 (peripheral blood)o]u At (peripheral and cord blood)ellq &3 28 2 A X (hematopoietic
stem cells)d 28 AT A E (hematopoietic progenitor cells), & (Z2HE, HFH) A7} IS4 E(manipulated autologous
chondrocytes), A vl E g]2of AFu] A Z (epithelial cells on a synthetic matrix) Z2]3L o o]u} 18tol| th2 A %2 o] E31E|A|
AN E Aoz A3EE AL oft

4) Sec. 1271.10 (a) HCT/P7} o} 2} 71558 27 5304, 35209 A4 36154 o] JhES] 7Pt 285 wheth:

48 SR

(1) HCT/P2 2 2xghe] A2 () g Aok
(2) 2rdlofut il T2 AlzAte] AR w7t A E 3ol dFHAE AXF, HCT/PE 245 AH-(homologous use)TH& &
How g},
(3) & (water), B A(crystalloids) Z-& B, BE, B& AR H7HEo] HCT/Poll thigt =& 444 $8S 2eiskA =
e, ol A4A Zeo wdf BE BA AAS Ak, I HCT/PY AxE o2 B2 A¥Y 240 £3H42 ¥36lA] g
o 22l
(4) T3k
() 2 HCT/PE YAl G FA dolof sk, o] A Fa7]%0] Hopdle xS AZUAL GFol| 2|E31A] Gotof gt
S0
(i) Z HCT/P7} QA ol 3 F7v TR F27]50] Hole A2 WAL &5 2442k, 2]
(@) A7} 24 Aol ol g8k
(b) 282019 FA% FAE Uie Foly 48919 f43 FAMIS W HF(a first-degree or second-degree blood
relative) Alo]ol| ] 55 23] Ao o] &-H); &2
(© A FA o= o] gHdrk
5) Guidance for Industry and FDA Staff, INDs for Minimally Mnipulated, Unrelated Allogeneic Placental/Umbilical Cord Blood
Intended for Hematopoietic Reconstitution for Specified Indications, DHHS, FDA, CBER, June 2011.

6) Guidance for Industry, Cellular Therapy for Cardiac Disease, U.S., DHHS, FDA,,CBER, October 2010, p.2.
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o] YA kot 9J7-A2l

Stem Cell Bank® &

Sk Q)

SzolA QAL ALgoT A
Rag o] wayol] g WaAAT} A2

CR=E-3

ko] Aol et ot

o Eo] ALA O 2 FDAY CDCol| F-248-9] Hhyg

Ll
o] 7 $-o]= HRSAE

S @Holt}, Teht 28 Z7IAE o
Stem Cell Therapeutic

Outcomes Database(SCTOD) 9] ++&3} 5215 Y3}
o] CIBMTR(Center for International Blood and

(£ 1) 0|=2| =M 0] Chet i 2=

% 759)

Marrow Transplant Research, a division of the

medical College of Wisconsin)9} AloFS W1l o]2]
HEloIA] 5343 BE 5% 0|4 Babel thsto] 1

é

olr;]. EH

N> K
ém&m

-
‘o flo

Som

SHHA CIBMTRO] HE=

Al A5 S AEsES 5

F2o) A=t Aol A3t ZoJA, o]
15, o] 2l A &FH (GVHD) ol it $138 AL,
g E7|AZ Al v =] 7 2,
5 &4 A4, 7Hel aT
el

ZHgoll tigk 2AtR = 2ol AlEsl=S st 9l

o] AANA

oIz} gpel WAl 53}

Table 3, Federal Oversight/Regulation of Hematopoietic Progenitor Cells*

Source Marrow Peripheral Blood Cord Blood
Autologous No Federal regulation | FDA regulation as HCT/P | FDA regulation as HCT/P
Related allogeneic

(first-degree or second- | No Federal regulation | FDA regulation as HCT/P | FDA regulation as HCT/P

degree blood relative)

HRSA oversight of HRSA oversight of
. HRSA
Unrelated allogeneic oversioht of Procram Program; Program;

8 8 FDA regulation as HCT/P | FDA regulation as HCT/P

* minimally manipulated, for homologous use, and not combined with another article such as a drug or device

HRSA=Health Rosources and Services Administration;

FDA=Food and Drug Administration;

Program=C W Bill Young Cell Transplantation Program

7) http://stemcelltreatments.org/regulations-for-stem-cell-banks/

8) BIOVIGILANCE IN THE UNITE STATES: EFFORTS TO BRIDGE A CRITICAL GAP IN

HEALTH, Public Health Service Biovigilance Task Group, DHHS, p.54, 2009.

9) AAIA, p.46, 2009.
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(E 2) Products Regulated by CBER10)

=
=)

=
T

Vaccines and Toxoids for immunization

Allergenic extracts

Somatic cell therapies

Gene therapies

In Vitro diagnostics Devices

Whole blood

Blood Components

Blood derivatives

Antitoxins, antivenoms

Blood Substitutes

Tissues

Xenotransplantation

I, 03] A 2§ AAGHAE] 7
A el W

al=e] 7920059 59 259 o] FHE = AAF
HAE, 24, AE =& 24 279 AEFE
(HCT/Ps)- 21CFR part 1271 whalo} ht} 21CFR
Part 12712 HCT/PE AJAkI= 713-L FDAY 52

Stal F5-& SASHES staL glor m|5rel HCT/Ps
g Fske o5 7|AER BT §5% 1 EEE
S SRS dta Y}, HCT/Ps9F #EE 7+aA]
Aglztel AS oAslr] o] 715AE st
I AABHEE slaL glow, HCT/Psoll <3 7+9A

Ado] &9l AY, AuE WAs] et =
RAREA (Good Tissue Practice)& WEES 3=
& AR shaL Qlot.

21CFR Part 1271.10@)o|A] 7]<&3taL 9)
FHagho] 225 st 24, $F59 AR 54
staL AR, o2 o, 7| e BEEY A%
om YA, AAAQ a7t gle@ 7,
AL, A o] ARE-2 49]) AL BT vk
© 459 A A=, AE G 22 23] AlF
£2 21CFR Part 21713} PHS Act] Sec 361(42
USC. § 2647 wh2=2 aa grk 1) &) PHS
Act?] Sec 301(42 USC. § 2645+ wgt= =& 7

PO

-
| .

P

A
2

o}
15

(o

A

g
=
=

A}

'

EER

ol
-

2,

10) The End of Your Search for Information on the FDA’ s Investigational New Drug(IND) and Investigational Device
Exemption(IDE) Regulations, Christine Drabick, MS, CBER, FDA. Advancing Ethical Research Conference Guided bt Principles

in an Era of Change, PRIM&R2012,

11) PHS Act 361(42 U.S.C. §264) (a) Promulgation and enforcement by Surgeon General
The Surgeon General, with the approval of the Secretary, is authorized to make and enforce such regulations as in his

judgment are necessary to prevent the introduction, transmission, or spread of communicable diseases from foreign countries

into the States or possessions, or from one State or possession into any other State or possession, For purposes of carrying out

and enforcing such regulations, the Surgeon General may provide for such inspection, fumigation, disinfection, sanitation, pest

extermination, destruction of animals or articles found to be so infected or contaminated as to be sources of dangerous

infection to human beings, and other measures, as in his judgment may be necessary.

(b) Apprehension, detention, or conditional release of individuals

Regulations prescribed under this section shall not provide for the apprehension, detention, or conditional release of

individuals except for the purpose of preventing the introduction, transmission, or spread of such communicable diseases as

50 =/HdEE2
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£-oll= Investigational New Drug(IND)2] Hx}= 8F
A 9L AREE = QT

21CFR Part 127119 X+ HAigo =37
(minimal manipulation)®]] tjs}e] (Haol|r= T2
2 A JoME A, A5, $2 HAE A =
2 o] 83 A Ao FEAQ EAES W

ottt Az = =
A 5 5ol 42 9ol Zoluh AES
e A4S WIS A Aae 2Ho
8% 918 Aol

T3 21CFR Part 1271194 BZA &
(Homologous Use)¢] ¢Ju]& 71%‘*1}01]71]*1 344
HCT/PsE 7HA 1L 7]5ALe] AlAl oA ¢} 54t 712
7150l ZAREE e SAtoA AlEY A&

]:g o

A%, A, dAl, Z& Bgshs 2os Ayt ol
o] 7|ZAZRE 349 HCT/Ps2 A 2]olA] W8 &
+ 7h&sto ifﬂ] 7152 M 9 7s e vE 54
03 Agse —?~“ FZAH8-(Homologous Use)
o] e—rc’i— 53] sl ot

ageg H] HCT/Pso|g} sttjgl= 21CFR

1271.10() 8] 4714 288 25 SFA71A] ZstaL

o] Hollx St o7 3o T A e A5
e AAAE, 23], ME e 24 279 A
Z(HCT/Ps)& PHS Act®] Section 3519 2]l &5
£ Biological Producte] 3|3 Hc}h. of &9
Biological Productsi the Federal Food, Drug, and
Cosmetic Act(FD&C Act)2] 2F2] Aol s g
o]5& the &I wRZFA R FD&C Actel whztof
§t} 12) whebA Biological Products?] 73-$-o% A
2o| AR X19)3}7] $Jstodrl= PHS ActE w3t
FAl9l Food, Drug, and Cosmetic Actol| w}&
Investigational New Drug RegulationS wjz}of gt
}.13) PHS Acte]l ]3] F(state) 7+e] AZE 913
Biological ProductsE AJA¥sh= 7¢lolu} SA= H
5|2 7)o} 5}l o] W3]= FDAS] CBER®]| 9]3jjA]
) =t o] 23} AE-2] A A= Biologics License
Application(BLA)-& A| &3} oo} gt

V. AAAE A B w1 oy
el 7]

- Regenerative Science LLC A}|14)

may be specified from time to time in Executive orders of the President upon the recommendation of the National Advisory

Health Council and the Surgeon General.

(c) Application of regulations to persons entering from foreign countries

Except as provided in subsection (d) of this section, regulations prescribed under this section, insofar as they provide for the

apprehension, detention, examination, or conditional release of individuals, shall be applicable only to individuals coming into

a State or possession from a foreign country or a possession.

(d) Apprehension and examination of persons reasonably believed to be infected

On recommendation of the National Advisory Health Council, regulations prescribed under this section may provide for the

apprehension and examination of any individual reasonably believed to be infected with a communicable disease in a

communicable stage and (1) to be moving or about to move from a State to another State; or (2) to be a probable source of

infection to individuals who, while infected with such disease in a communicable stage, will be moving from a State to another

State. Such regulations may provide that if upon examination any such individual is found to be infected, he may be detained

for such time and in such manner as may be reasonably necessary. For purposes of this subsection, the term "State" includes,

in addition to the several States, only the District of Columbia.

12) Regulatory Procedures Manual, Chapter2, FDA Authority, 2-32, July 2012,

13) The End of Your Search for Information on the FDA’ s Investigational New Drug(IND) and Investigational Device
Exemption(IDE) Regulations, Christine Drabick, MS, CBER, FDA, Advancing Ethical Research Conference Guided by Principles

in an Era of Change, PRIM&R2012,

14) UNITED STATES DISTRICT COURT FOR THE DISTRICT OF COLUMBIA, UNITED STATED OF AMERICA, Plaintiff v.

M2# ™M2=(2013. 6) 51



Christopher J. Centeno®} John R. Schultz= 3
A= A 5387] Hsto] E271AEE X5 o]83h=
Regenexx Al&18)& 7lutstel 150] Sxjol A A
<ottt 12y v=9] FDAE W 2% - 9%
F - 314 % ¥ (the Federal Food, Drug and
Cosmetic Act)’3e] oJokF Wz} 9z g 2¢
= B0l Hed 1&s. ool Yusd EEE
ZF YollA o8 889 (practice medicine)Z 3+ Ao &
S22t T =S woty| wliofl Regenexx Al&
< AUAFO| A oloFEo] ot e
sk it

a2v HYL Regenexx Algo] 2#A0R
FDA?| 7+ t/dol| sl 3 drke 222 Wit o] Al
S& F Akl AR 58 widd S7HE

Qo] Y= BEE 7HAAL ik AL o] Azl

WF9) B9 FDAS 53 /LW 5 A g
VA ANES Belshe 4L A, 715427
Bl AGH Aol SAAE ABE WAL,
EA, S50 A 4L 5o NS A 9 A

T 23 AFo] LdEE A3 HLstelar, AA,

31 PHS Act, FFD&C Act, 21CFR 1271 5-& 2
sto] ARE BAH o R st AAFHES delsta
Ak,

TP ARY HER IS AT Arele Tt
Al starzt sk do] 7182 o IRl HEstal =
Rlof|A| o] 5 F= Aolojof g}, vl = 1A ¢] &3}

7 QR ol52 7HA &5 Slek BARE Thrkre)
Ak Tl 2 2t AL Bl AL o
2 AzsHe AL AR Brhd ol erhE Al
HEoletn & 5 gl Aeltt

REGENEGATIVE SCIENCES,LLC,, JOHN R, SCHULTZ, M.D,, and MICHELLE R, CHEEVER, Defendants, Civil Action No, 10-

1327(RMC).

15) UNITED STATES DISTRICT COURT FOR THE DISTRICT OF COLUMBIA
UNITED STATED OF AMERICA, Plaintiff v, REGENEGATIVE SCIENCES,LLC., JOHN R, SCHULTZ, M.D., and MICHELLE R,
CHEEVER, Defendants, Civil Action No, 10-1327(RMC) Regenexx Al&-& &4 == 7]gt A3to 2 Qs #A, &5, A == w9
55 A =7l BAE g vigEd Algoltt. o) WHEE 71Xl it Bxte] oM E Halste B4 AES AFstE

Ao AEr 84 AEL 8] Aol AAsL o]

WSS Welo2yEl 3 nld HolA gl ANTATAR B
31, oA FHEE 71 M E (mesenchymal stem cells, MSC)E

2staL, A, SAAZ wole $Ae] dololM &3 &

5
A JAAE AGEIT), of 27 Foll S E7 X ERdE Uit S22 FAT AT AFS Hto] R A2t F
%=

I SAI RS Sk Eake] &4 9ol FUE ol

E71HM27t AFE 4-6F Foltt.

16) FDA Strategic Priorities.2011-2015. Responding to the Public Health Chanllenges of the 21st Century, Updated 4/20/2011,

http;//j.mp/JQPuly

52 =/tdEE2

=
12t
-

4l
rio
HT
]
2



BEETIEE  qoa 5232013, 6)

Bioethics Forum

9 Az

A2A A ZY Ao EA

Rk

F7h

B ARATY HYAT Y

fusd =

MEXEAE 1 X8 A 7)3]9] theket 33 7k
Aoz AA Z=e A7AEs #d 71#Eo] A
3L 71%01b o o] Ak, FAofl A= A Al

A2l H29& 2153] 2AshHe Eokol7|= it AxE
AES {3 5 AEF e Ad g5r]&d ofE
e old A8 ﬂlxﬂb 71& 1A AAl 2] B 7HA
o M2g AEE FAAM B FEH| B
A3l TFAA EM—E— STk Qirk, o] ¥ A8k &

e AEARA Soll thd Al Zadde st

T AFE AL 2222 P45 Urta I o] 2
AN HHAT A9 FA T SHS 2
PHAR vhrol 2 U8 Al g gk,

1. 29ae FA 5H0): 58
I ATMP

4 8 A (European Union, EU)S §H
A AEXEE AL Yt
ojekEolut A8 771E THAlshE 71 MEC] EAl3
A5k, o]& &2 A5}y Bk 20074 FHes)e
AEA T 2 A3t Ad 99 Ede
23 WS IR AR, G oFES vE e
#ost zx]x el “Directive 2001/83/EC” 9 &

H

e

(lex specialis)<

;QL

FPN

Fl

rir

=

r2
i

Ho

Eo] olm AT, “Regulation (EC) No
1394/2007" olgkaL EelE Wol A& A=At
(European Parliament and Council of EU, 2007).
olgle AlEY 24 (tssue)& A& B2 0 F Q1A
o AHgsl= B9 7189 93 AdEES A
ke 23 o] 7HA] HelA tare S ek A
01215}. g o] SR 7|E WHES A3 o
ek, Az}t 22 5 AAFHE

T5, 9, ZAL B3 & 52 2004300 AAE
“Directive 2004/23/EC’ & T-&3lE2 i, o]ZA
T5 - B3E AE 58 Ul A5 FHoz QA

o A& “Regulation (EC) No
1394/2007" & TtAlsk=S k. 2eA QA G
= A7 BH0 2 AMESHAY Bk 44 ol&
Aoz Az A AHgshE A4 thE
o= &Sl ES Yot

o] M2 &3] “ATMP Regulation” o]}l = &g

S =

B, o “ATMP 2R A28 WEE Aol o2
Fgatd @7 WEIT, “HAA® ofoE

(Advanced Therapy Medicinal Products)” 2.2 H <
8}t = 9= ATMPE A M EAE 9k (somatic cell
therapy medicinal product), #Z#} 2|8 2]2kF
(gene therapy medicinal product), Z%] &3 A&
(tissue engineering product) &2 37| U}, o]&
& w% Ao g 428 5ol WAl o)

dY=e|E
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3 AE, A}, 249 ey - AESHA g5 2
BREY A 7|5 FYol AHgshe FR/olth A
7 TR AT HolA i F FAIES A
ATMP 5 ¢F 70%7} Al ZX] A4 et (Maciulaitis et
al,, 2012).

ATMP Follx] WA} -2 BESHA AALL Q1
U 2L TN dokE 5 Ta s
AAELE A HRL, AFA 75 8L 2= Jiﬂ%
Y A EASL L gjAto = Algict widdal 72
B A 5sh= ] o]n] 400 A o) ARG E ol 2d
A Eo} 22 AAfrHE A E ATMP|| 3= A] oF
e, o= Ax Al 75 AHEE AREsh= A
o]7] who|t}. o] Hell W2 ATMPo| &3l= A|A]
FAFo|ofFold e 2AAHEEH o
39 749 2 FAx) & AR B AlE A
o] 7I50] opd 7|5 o= AME-EE 5ol st
weba] SEApe] FolA FE3 AEE thr ] FYs 0}'—
A7 ol A olgt SRt jhop A
A ATMP o] &3aL o] of wt
AT A & At 2
ARG NEXEA F 457t 2ERA 2} 255
A Z71AEE Ao 7)50] ofd thE 7528 A}
L31E AS o)tk (Maciulaitis et al., 2012).

oJFA AR}, AlE, AL s AR T
3} 7}11 S70] 7] whiEol

al, ). AA, o]&9] Az 3}

Q’d ?l ASo|HAME tE A
F3A} obd FATIgold tiEEo] st
o} gk At W2, ol x AR EAE 7 Est
© X 5 60%7F 3t A A o]l v R] 40%7F
7194dl, o 714 T 95%7t TL&YgA Sl
(Maciulaitis et al,, 2012), 4, MEol 7]%3 A&
< AHH o8 FRehe AL 7ihEaL AAo] Al
A ZEAF o okEH 22 AES TEot7] o

BFE ok A, o] E79 oJHFole BstaL
EU 3]Q=E AlolollA 7tA|1% - A3HA] AZAol
FrEA Xt ek, vsoll AR, o]Alo]

rlo
i,

gk A2 o]0 3
t}(Sanzenbacher et
]

o

e Bzkeha

OH

EUSIA] F517H12 E43he ol 3 shtolct ol
A, o5& 1 o} b gol AR Fol H3
7Fs- o] 7] uhizol Bl F FH2ALE sk T
87h SIAR o8] 1 A28 o] ATl AEEA) o
o} oldl 54 uhzel fHATe ALA 2ok

ZAFIAE, AR 2HED P Fol 4

Aolshn BAg A Za|Q) Sl welsha gt

0%‘3 mE

&l

M

I. A% A9 S3802):
S Y3I7HAIk CAT

EU WA 7HH‘X}7} A EX g olokES ¥5ts
ATMPE Zhuls}ad =

AARE WAL g 617}% ojo} g}, M| EX]F.2o]ok
Folgt o] G| FX, MEXZAE 71EHo7

}d otAA =2

RS NAe FY

T Tl—

BT ookFo 2 757 Wl of] 318H4 o] okE
I o] Abd LS whol S7tHE JEA o R
ATMPE HEAQ] ook 7t Zeod e £l 9]
Al Aoltt, kAR EU W 3]9=9] #7182 A
FA g A o] At} 517l B Hgho] glor, fH
o]k (European Medicines Agency, EMA)©o] 3]
= Yo 7EAr} A& AAME Al At 5
A3}, EUZL 3l =] AReA Q) A1E 51867 B
ohe ol2 EMAS 53 FHUEA Bl o7}
(Centralized Marketing Authorization)” A =& €}

g AL Aoz AEAEFE F ATMPY] #

27} EU & W o] 335 ZAR A4 E 7] wlEol
th. 90y o] % 391, HIV g 8, GMO 5 o
& olsr=e°] fr4d Xdiﬂ«l HAS %"4 Hoke w41

2 Qhol SR HA] ol hﬂﬂi%— PR R=PA -
ol 7 T3 2o WEto A o] F F Tt (Farrel,

2009). Aol ATE FAAY eheloll Aol
% 9l Wk opeh AN F43} WFE Ths el

7) whol] .5t vl AR AEAZA L] BA
3229 3o Juid & 9ok, A7 BU
o ] 5910 2419 o= A4 FHo A



Z 5= BE N EAEAE HEEA] EMAG] AARE A
A =5 g},

AHE A EA B RS EMASE 22 EUY 5%
71@o] s7ketES & Zlolle ® v olf7t Ut
TAE AR 7189 Yelr £ wf A2 =27
9} & 9oFE-L ofE] 71 AL =S A7ISH]
wj&o]c}(Schneider et al,, 2010), ¥ SAA TS
A3l FERDS ARSSIANE FEolA #ES AE
A 5A9 3 AT QAZFelA 7hs] 4 = ¢l
ok Al E= Bdstar dlsix 9] 9] mlAlgh A
slo|= w9 T} 2 P F& Hol|7| wio] &4 S
Al 78E A QAN E FEAP AN 22
AHE AdFsl7] o}, vRZHA] o2 AlEE ¢l
Aol AHg-8l7] A A9 vk 2310 WAl HalH
Ao FYgt o] F BFout HHA el & FFFE v
2 & 9l o] wiiEel AlZ IS At A AF
T2 7S g¥she Aol fA vt w3 A7t
A AZXEAS] B dubejokEor FEEAH
AHSEE o]F WA AU ET AldS & R ol
o}, o] wli ol AlEXEA] 55 AHH o H7tstr]

SJAE %e A Akolt WL 715 A)

G

(a2l 1) CATS| MEA 7+M(Schneider, 2010)

ok, 2E)aL o] Y72 BEEES oY) 913 EMA
el AZAEA 9} 22 ATMPE HFsle HEe
AE 935 AP}, 71X 5919 3] (Committee
for Advanced Therapies, CAT)2tal &gl o] ¢
Sl oed] B ATHERE TAE AEvHIY st
ohet chabAld BrstelUslolct, 4 7t %8 UE
st REFFS R o} QkelAls) BAEkA S o
#3ke VISR B ZFAZAG A} CAT el
ARAEE AEAR, HAAAE, ZATHAE o
ol Thagt ool 2 S, oJ271719 2
&, RTINS guBe, gl Be AEstEs
CATO RolRTH(2Y 1 22, AEA2A So| 2

© A9 A e UE 1 e A7

Surgery
Medical Devices 339

PhVig/RMP

Ethics

Biotechnology

Figure 1| Expertise in the field of advanced
therapy medicinal products declared by
members and alternates of the Committee
for Advanced Therapies. Data are presented as
percentage of members and alternates (n=61)
declaring to have expertise in the following
scientific areas relevant to advanced therapy
medicinal products: gene therapy (GT), cell
therapy (CT), tissue-engineered products (TEP),
biotechnology, ethics, pharmacovigilance and
risk management planning (PhVig/RMP), medical
devices or surgery. Only the expertise in the
scientific areas required by the Regulation on
Advanced Therapies® are taken up in this dia-
gram. Note that members and alternates can
have expertise in more than one of the listed
scientific areas.
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31 3718 4= 9l} EMAC] Al EX] F 2|0k 5 ATMP
NAHEH CATE o] ATMPS] =4 okAA S84

= A3 Akl A AN 23S At =

3l 7S o] AAIE 2] AlE-o] ATMP] & F3H=A]

i e & @S ol 5 EMAY AEAE

I FHAT A2 5403): "
HA 9} 2R 7H=A

ol27] MEAzA ] thal EUS EMAS] HEA
199 AFA7)T EU 20 29e171A1E 94
o2 A AT, A1 3] Bk Aol s17ls)
Al 141%;% mxoz

k)
rM

1 ol & ZfellA
o FEHl = AR Afolle Al o= 3=l
5 st 9= Zeolth. "ATMP
il

I‘E

A (hospital exemption)” k3L
2 82 el SHAl Az AES 9
it g el A2 A+ 3
=9 B AH o] 71 5 Y= oL it
SHAIRE " WA 7 28571 HalM= o FA
AE7He] AY Fp=stel| S ggdow 54 W4
z22 fol= & x3}o] H

[¥H(non-routine basis)” 2. &

>
>
o
2
Sl
2
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jalca

01“* w°ﬂ
ZEl5H] gk 7A4° ]?To}— AL A}*‘ 1;!%]

and Healthcare Regulann Agency)T °l& 93l F
74A 718 AAISHAL JTHMHRA, nd.). A, =
HISHE AlFo] o)A Al 2L AFUA B7tst
3L FE ofiE Aosic} nho A=A 2872
Az T4, AREL, TEL, S AE FY 5

o] Tdsitty, &zt stEHolet EA2te FHRISH

Rishe Ao 158+ gl & S0l AHEA
3 2712 Az §A 5o 71E0M A2 EHlshe
AFol ol AFH FLsittd, Ao+ e 73%
At FHI Ao s & 4 gl wEhA W
A o AFEA ke Aole, BAZ 54 AFS F
ke 25 Wdrolc, ol ) T2 AF
FHSHEA, E Avh A5 FulsHeA o] ket 7
B2 gt 2o ALl Y AA R
Ak AT A Az S} FolARA Wl
o} TETL AL o] Re THo R ZHEEo]
W WA ol % gint,
AT o) S3ke AZAZARE EMAS) §E
NS A A, Ttk 7))
Ahgro] WA e ofet. dlg 5o,
oA ATMPO] A|2AHE-2 MHRARHE Az}
F& wolo} gk AZARAZ A AxA
ehel el WAl o] SFIE YA GE AEA
A RS 3 AxA A5S FHASHoF gk g
W A of] el Al EX EAIR} SRR E Alx
oM F2 FE2 FAlskE Aol Fash] Wi
o]l GMP(Good Manufacture Practice) Q2] & 3|
of it} A EX| B A9} -2 ATMPO| B3 GMP=
HAY AHdollA 7hol=2tlE 7hdsl v Eat=t,
EE AZXAEL ol& EF80F sk Aot o] ¢l
T #2984, 8% 9 728 #3 A § $&5x
2] (post-authorization follow-up of efficacy and

F 275 A (traceability), SF=7+
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oX
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