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Abstract

Recently, domestic and international policies regarding food and drug
safety management has undergone rapid changes due to the increase in
environmental pollution, the use of agricultural chemicals, and the in-
crease in trade between countries under the WHO system. In addition, as
the biotechnology industry develops, more genetically modified organisms
and biological medicines are manufactured. Thus, Korean’s safety is threa-
tened by frequent accidents due to the development of potentially dangerous
substances.

There are a number of reasons why citizens distrust legislation related
to food/medical supplies administration. Reasons include preliminary pre-
vention and ex post facto treatment lacking in consistency and system-
atization because organizations are decentralized. Also, the lack of confor-
mity to international standard in systems regarding labeling, license, ex post
facto safety management contribute to this distrust.

Recognizing such problems, this report tries to consolidate Korea’s food/
durg related legislation systematically and develop it by analyzing the
current condition of food/drug safety related legislation as well as that of
foreign legislation.

The purpose of this report is to i) plan food/medical supplies accident's
preliminary prevention and ex post facto action of safety management, ii)
build a proper foundation in order for food/medical supplies to be used
at ease, iii) and finally, contribute to ensuring the reliability of food/medical

supplies.

Based on the above research purposes, this report is organized as follows;



Chapter two analyzes the present condition and the problems of Korea’s
food/drug safety related legislation. First, food safety related legislation is
analyzed in following order: i) food safety related legislation system, ii)
definition of food, iii) legal hazard analysis system related to proper ac-
tion on food accident iv) recent legalized hazard analysis critical control
points replacing the customary food safety management system which is
focused on hygienic management, v) various food labeling system in an
effort to guarantee customer’s right to know and preliminary prevention
on food safety accidents, vi) import food inspection system that is at issue
due to the increase in trade between countries under the WHO system.

Then, legislation related to medical supplies is analyzed. The license sys-
tem of medical supplies is examined as a means of safety management and
an inspection system before and after marketing. The inspection system is
analyzed by reviewing its present condition and problems after being di-
vided into i) a new drug reexamination system, ii) drug revaluation system,
iii) drug safety information collection report system. Prior to the analysis,
the researcher examines the necessity of drug safety management, provides
a definition and a classification of medical supplies, and the organization
system of drug safety management.

Chapter three examines and analyzes the present condition of foreign food/
drug related legislation. First, the researcher analyzes Japan’s reform back-
ground and the present condition of related legislation since Japan has a
similar legal system as Korea; then, the researcher suggests implications for
Korea’s legislation. Next, the researcher analyzes the USA’s present condi-
tion of food/drug related legislation since it is the model on which Korea’s

food/drug safety structure system is based.



Finally, the researcher makes recommendations on Korea’s legislation
after analyzing the reform background, legislation system, the present con-
dition of the EU’s food/drug safety management legislation, which is the
new model of food/drug safety system as well as the world most reformed
food/drug legislation that was instituted after the recent Bovin Spongi-form
Encephalopathy scares.

Chapter four suggests legislative improvements of the current food/drug

law based on the above discussion.

% Key Words : Food Safety, Drug Safety, Food Labelling System,
Post-Marketing Surveillance System for Pharmaceuti-

cals, New Durg Reexamination System
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ol M= 2359 YA ke FHE fsi BHaEAN &
4 FDA, 9895 4% A EHd A A= (Food Safety and Inspection Ser-
vices; FSIS) ¥ <1%3+7 % (Environmental Protection Agency; EPA)2] 3
N AE7|Heo] Fa3 98-S g@oetal gtk o] 37He AFVHE

= =9 A4, A S AAlska, 11dsk A
Froskell AFe] S Frea v FDAE M= BE
(Department of Health and Human Services)ol| 443 AR 7| #o]an
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i) &3 A A 7} 74 B (Center for Biologics Evaluation and Research; CBER),
ii) 2] 5 7] 7] 7}1 5 A Bl (Center for Devices and Radiological Health; CDRH),
iii) ] o3& 7} 7+ A E (Center for Drug Evaluation and Research; CDER),

-89 9k 4 B (Center for Food Safety and Applied Nutrition; CFSAN),
V) FE8 o oFE Al E (Center for veterinary Medicine; CVM),

vi) = {54 A A1 E (National Center for Toxicological Research; NCTR)2]

i) Commissioner A= (Office of the Commissioner; OC),

ii) TFAIAHF=(Office of Regulatory Affairs; ORA)S] % 2702] A=,

o] FollA] 2EekA} 212 el #HS zk= 1S CFSAN©|t}l. CFSAN
o A Edute] 73 okHdAS F o IRl AT 7ol
RS HFHog st} &3 &S A|Qeta, va AHoA AHEHE &

v]Ze] FDAL SSFER ohleh, A3 - R/ - SHFF Sl vk
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199) Patricia A. Curtis, op. cit., p. 86.
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@ d 9
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< FAEGFSAY FARAZ 1HFHA e
202) ‘label’> ¥ & AE] YEE 9o o e #HE(EA)o]al, ‘labeling’

S Taste] wul ol ol 75 BRI AuskA wFehs Aol
Patricia A. Curtis, op. cit., p. 86.; Michale S. Schumann et al., FOOD SAFETY LAW,
WILEY, 1997, p. 36.

132



D @A EE ol uet o) Fel, niF el WAL AN, w

rlot

N
(o]
fru
%
%
i,
MmN 4y o O o

R
o
o
A
=
]I
ok
= m:
i o
o ol
ol
S
é “
-
il
o o
(M
i) ied)
=
N orfe
o o
Qe
o on
EI-FU -{o
o2
&
o o
of
m,
N K

N
-
2
N

H Avs g 0}* 58] 2] 3% (proprietary food)®] 53]¢
Ao A FRaAG FAet Ao 47 ek

4) FDAS] 3 Al7f 2 (Labeling Regulation)

FPLAZ} A|7ggel whel 2%E7 #A A FAAge d&3 vpe}
o] FDACA e, FA-0 W82 21 CFR. 101914 &3}aL
At o] FEHS FFDCASH FPLAOIA 9] @7 RFE ¥ 23t} 203) §
THE ARE BE5 stue] FAW, = 53 AW (principal display pa-
nel; PDP)ol| $IA|3EAY, 45 54 AX+= K XA H(information panel)
of A" 4 Atk

PDP FAl:= FPLA(15 U.S.C. 1459(f)¢t 21353417+ (21 C.F.R. 101.1)
o At PDP= ZEAHAY, AmE 9% IEY #PA A A

2]
SH7l 7pE duke epdoltt. %4 PDPoll= dRbA Ee A
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204) 21 C.F.R. 102.

205) o]ol] #3t HT} A3 AL Patricia A. Curtis, op. cit., pp. 86-96 1L,

206) 22007 6€¥ FDAL T oA &A% 57 F59 FabEdd talA S=dakel
T (Import Alert)E LIt} 7 WE2 THo2HE st9H o5 FAHE O
A Aol EF HALE TR B 80S TF3e AoFE wHE /1A
£ EF frA(detention)dt= ZAE HIEF T A A AAgE Aot} o]
TG T dF AAHHAY, FDAVE bdsttal Ak Ao 2 HE
o FAES AYseE AL o] FAE S/ FHo] dAASE FYFAHE &%

& Z'=v)h Import Alert TA16131, http://www.fda.gov/ora/fiars/ora_import ial6131.html
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207) MFANE AF] GAbl BN Fsh Aol Hyst q@e] Atk F1b A
AE AT F NN AL, 2R JE) AL Fo TN 4R 27
FUIE T Al 1T gE SAA RS b A R R, Y

e o_?:_,

208) SPS HAL 1994 4¥€e)] 2% GATT 23 o] gt=9] HFgo|EA o E
g g stz 19959 1del ddHE AAFHVIFH(WTO)S] A dH
7F Gtk 898 94 WTO EA(GATT 94)9] 71+ o 224 SpS FA o 7pll=
©]7]% 3&}t}. Dietrich Gorny, Grundlagen des europiischen Lebensmittelrechts, Kommentar
zur Verordnung (EG) 178/2002, S. 73.

209) Dietrich Gorny, Grundlagen des europdischen Lebensmittelrechts, Kommentar zur Ver-
ordnung (EG) 178/2002, S. 73.
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T AbE2 FSIS7E &2dshs AbE2l o]9le] BE 2E - A RE A
Stal vk Al ARZHAL 5& Wi, BT A5 e PR
AE 7 Agels FA&elA el EdkE AL 5 S o

A, Az, A9, w7kl o] el = 2E gRe] givkar

Athatg g o3 A AW ulo] S EHEWME A Fo] oA R A = oA
FDAC] 53 & qFAle] AgHS oA Pt

A w=el 4Es sEehs A9, 1 AE, 24, B #dd
A2 FDAC sSalof 3t} v AES Fee 259 &
S AES FHS AUy A Auge 7155 A - Aok
shct. o] glell m=Fo] FAYAE FAAEl v =28] 5Y
A7A =olm 241 A7AA = FDAC W3 AldEnE sfof Fhr)

THE AMF T2 EFgoA AAEY. o]F A E T OASIS(Operational

and Administrative System for Import Support)2122}= ©|o]E Ho] 2

210) Zejy dAHo

o AdstA ek, sps @A ook @2 qrAed utet =l
oA ke AFIt b

Sl BAF dA/Fol, FUAF A4 n vk @

211) FSISE AWt 7}1&5 7 AFH (Federal Meat Inspection Act) #1203, 7Fa#1 %A

(Poultry Products Inspection Act) A|4665°l wel o] 71a-E, 7I&5S, 7t/ ©
7tEE R o5& XSt WrEoR AES HFEth FSISE &#stE FYF
34 FDASHE T2 Al=el wat fAE B8t Joh. wFdd &3t 3t
= T717F A= FSIS7F QA sk vod 58 HE FFol dite TS
HAsta vt AgskA &e Afde 98l ASFFoREE o] He 4
& "ol YT = gloh B3 FSISw FYFE dlelA A d A HAF HA

g3}l Qlt}h. FSIS, Eligible Foreign Establishments, http://www.fsis.usda.gov/regulations

=2

_%26_policies/Eiligible_Foreign_Establishments/index.asp.
212) http://www.fda.gov/ora/import/oasis/home_page.html.
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12} HACCP A% &3 #&#ste] W= HACCP A= &5 A&

213) 2007 7€ 189 HA| dlE®H-2 tEH® A134395 (Establishing an Interagency
Working Group on Import Safety)oll Al F=4(2)E2] et sk 2155 fYoe=
TE SEHEAS ] AAE HArE A E 20079 99 10U Hxo] HEA
% AdAAdel 3o #3k =4 5. (Protection Americans Every Step of the

Way: A strategic framework for continual improvement in import safety)< U&7 ol 7|
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214) Bernd van der Meulen/Menno van der Velde, Food Safety Law in the European Union,

o

(2nd ed.), Wageningen Academic Publishers, 2006, p. 136.
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215) Griinbuch der Kommission der Europdische Gemeinschaft iiber die allgemeinen Grund-
sitze des Lebensmittelrechts in der Europiischen Union, KOM (1997) 176 endg. =A]
E 549 4AGe] walA FAAAAAN} FEAE AEARES B, T2
Hel - AE Aol Bel@ oA WAXE B Solt), olo] WA WA= SHol
BAGo] e FHTEAY BEALS 4G BA oItk mEbA] HA A A A
4 AR - %Ak AEARY] BE - W ERe ATl AT, WA
ANR AAe 5Ae Aol B FAAL F=e AL AALHo|T,
European Commission, Green papers and white papers, http://europa.eu/documents/comm/
index_en.htm.

216) European Commission, Communication from the Commission; Consumer Health and
Food Safety, (COM (1997) 183), 30.4.1997.

217) Kommission der Europdische Gemeinschaft, Weilbuch zur Lebensmittelsicherheit, KOM
(1999) 719 endg., 12.1.2000.

218) KOM (1999) 719 endg.
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ragkAEW o] ARA gES et AL g 22 RS 9

219) fFHAESEAAG ] A of9le WA= T ko] AEeHd ddFEES A
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%iE}L A ol &9 Oﬁxlﬂ %}X]‘?l, 1990kifH°ﬂ Zai%% EliEﬂﬂ }*ﬂ‘%% A
Al & el gd A kA EAE AMG Ao, WTO
% w7 ol ok, i R, AR, 7S EL
220) Verordnung (EG) Nr. 178/2002 DES EUROPAISCHEN PARLAMENTS UND DES
RATES vom 28. Januar 2002 zur Festlegung der allgemeinen Grundsdtze und Anforde-
rungen des Lebensmittelrechts, zur Errichtung der Europdischen Behorde fiir Lebensmit-
telsicherheit und zur Festlegung von Verfahren zur Lebensmittelsicherheit. ABlL. L 31,
vom 1.2.2002, S. 1.

20 TARAFYE 25 BU AU vRel v el A
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STEYETE 2090 AHg Foll g9S wetrha FAsa i, wEka o]
2002 29 2199 g EATk D. Gorny, Grundlagen des europalschen Lebensmlttel-
rechts, Kommentar zur Verordnung (EG) 178/2002, Hamburg, 2004, S. 1.

222) WEel WA 444 SEuael walol e Spee] Ana: A4
o] 3145 % ¢t} EuGH Urt. v. 31. 1. 1978 Rs 94/97, “Zerbone™, Slg. 1978/99, 115.

223) D. Gomy, a.a.0., S. 2; Th. Oppermann, Europarecht, 3. Aufl., Miinchen, 2005, 2. Teil,
§ 6 Rn. 77; D. Konig, in: R. Schulze/M. Zuleeg (Hrsg.), Europarecht, Baden-Baden, 2006,
S. 93.
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tierschen Ursprungs, ABlL. L 139 S. 55.
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undheit und Tierschutz, ABL. L 191 S. 1.

230) VERORDNUNG (EG) Nr. 854/2004 DES EUROPAISCHEN PARLAMENTS UND
DES RATES vom 29. April 2004 mit besonderen Verfahrensvorschriften fiir die amtliche
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rungs, ABL L 226 S. 83.
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369) 21 U.S.C. 306(k) (1).

370) 21 C.F.R. 314.50 (d) (1) (v).

203



)

A3 olere] ASE - oopiekd Al %

xv) AEAA LA fALeL Al # A7} Abel el ol Aol a7k

] X (Finacial Disclosure/Financial Certification)371)

274X = FDA T 4A]

o
ACH
i1t
o,

Aed F, AHMH TN A A2}
FDA AFole] 2 Aol #st 2AA Hshs = CSO(Consumer Safety
Officer)®] AW, AHMTEHNE, H5dS 7S AGAANA F57-%

A - " o] diHET | - "

As, kAo AR T4

A},
@ A4 A
A T Az AFA gala Bul ool tlg AN A
AT Z HARE culZk A4 AARA B} ke Bt
G, 27k glow o) fel b WA A welE T, Bl gle
WA AL BaRIT AR ARRRE A Helrl e T A o] A
AAZE Akl elaln AN ETh A" AR} A

> 1

Artel As =98t 3oE A HEe T 459 ool A4
th(e] & ‘45-day Meeting’©|2} gto}). EH|7F glod 234+ 29
H7F Qo 1 o] f-of A AR oA B HT)E EHld 9

=
5 92]+= ‘RTF(Refuse-To-File) Action’®]g}al F-231, AlFAe]l H 4=
60 olujol]l FA|HojoF ghr}372)

i}

L
gy

4o+

371) 21 C.F.R. 314.50 (k).
372) 19903t Futo] A EF NDAS 3~5%7F 2= #] ekokvhar hoh A1 ik, A
78, 2007, 24971

204



.I_z

olF AR 7 &g Aol Al ok AA7E JRAlE . A%
MArg el WgAQl Al EH7E flom A A Al AtE
of weh ARl BelA A Areke] B o)k A ¢ F- 90
A Aol JfHFTH(e]E ‘90-Day Conference’ 2} gHr}).

ZF Eokel AARR2 Hao webad 1 okl A dxtel st i‘/‘r
TS Eoke] AAb gEom ARt glal 4 Aokl
AMA IS BuMz gtk dAARte]l b Eope] AAARE
7vetar, 24 ikt gejste] Aatd e AAbEdE A, 4
el AARSOl GLPY GCP Aol A7 e+dn. dad weha
QFEAL7IE FAHE o 589 oFEF A9 91 3] (Prescription Drug Advisory
Committee)oll ZHE-ght}. B= o oFFo] AtH = A ofyaL, Aok <t
A8 - FraEAdA EAZE A Aol ARTEh Aols]e] 3412 FDA
o] AAA FaH7= sk, 7EHE gloh sdol Theety "
BAe AEAAL BelR k)

= A7k S A (Approval Lette)@} H]5 <& A (Not Approval Letter)2]
SAE T2 A= 10 ollel 2 HiS(lE =1, AAIREe
AR, LAl e ol E= A FH3E 5)ol thsiA FDAC

O

i<}

o>,

|

d
o)

p
é

373) RHINECKE, AUFEE, 2007, 250 5.

205



O A ZAHE AGA A S 54 A = (Treatment Investigational New
Drug Application; IND)

=
(R Eehell Al E-sHA AF&3F= A o] ‘Compassionate IND’ZA] 1960
Ao FREEE 1970 el AAE AT 1980 Hlel 5o T AW

@ A elokE Er ARAZ gl A9, oln AR 4 43

Ao Foll Al o] efo] Arhar At o] X ZARE IND A &=3747F =<
= A 13}(1987Lﬂ) AISDO] W= . 713 slapi} wjolgl AA] ZAskar & =

i
s
I
ol
N
iz
A
o
rlr
ofN
)
roly
i)
ok O
o, =
riet
Y
=2
)
o
>
rlr
)
[\]
ox
l

A8 INDS| A A ER@e AHA $AL o} 11 A
% xeage el JRAEere AuBHow Ag% & gk o
A9 QFABE g hAN ANAES BAZYY 5T 5

_%34
ATHFDAL] %91 Z Q). 198735 2000374 <F 50702] 2] 2k <]
|54 IND7}F 5= Ak L o5& A, AIDSH] E A ] t}376)

374) 21 C.F.R. §312.34.
375) RHINECKE, AUH8E, 2007, 253 H.
376) FHNECKE, AUHEE, 2007, 253 5.
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378) 21 U.S.C. § 356.
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383) European Kommission, Reform der EU-Rechtsvorschfirten fiir Arznemittel, MEMO/01/
267, 18. Juli 2001, p. 1. http://ec.europa.eu/enterprise/pharmaceuticals/review/doc/brief m01
267 _de.pdf.

384) Richtlinie des Rates zur Angleichung der Rechts- und Verwaltungsvorschriften iiber
Arzneispezialititen 65/65/EWG ABIL. 1965, S. 369 ff.

385) Richtlinie 2001/83/EG DES EUROPAISCHEN PARLAMENTS UND DES RATES
vom 28. November 2001 zur Schaffung eiens Gemeinschaftskodex fiir Humanarzneimittel,
ABIL. L 311.

386) d Aol AAEEAE 20029 69 1094 "HrHTEAAZ A2002/465 .5 F3
A Z3kE ol FA HAUH

387) ol 3+ W]F S 2= Doepner/Hiitterbriucker, Der neue europiische Lebensmittel-
begriff: Anmerkungen zu einem unbedachten Gesetzesvorhaben, ZLR 2001, 515, 533
ff.; Streit, § 2 LMBG mausetot?: (K)ein Abgesang auf 45 Jahre Verbraucherschutz -
Ein Kommentar, DLR 2003, 418.
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ool FiEAQl AHNE IR AFH oFe] & MEY =3}
o] Fo| = ATz FEHo=z dAg oHRE 7o gt FEA
YA o3 FEEAE S5 % AR AEE A =

%)

ol F U FAHoRE dystH, T oJokEd w3 FEAHA
M2 Aol= rHHTEAAZ A2001/835, A1x A2z 7] Z38kaL
AN, o] AHL "HFHITEATHAE A200427% .2 FEH A7EA
ojokES e Zol Bt

Al Abgre] ALA Wi - 9]l

A Ee= o dgs vAY
ASH s B8 2 Bu @ 7184 dokw)”

webA] FHEY FEAYEA o oFFES A9 3EA] o] 9FE(Prisentation-

sarzneimittel) 2} ‘7] ] 9%’ (Funktionsarzneimittel) .2 &7/ F 2l

388) Richtlinie 2004/27 EG des Europidischen Parlaments und des Rates vom 31. 3. 2004
zur Anderung der Richtlinie 2001/83/EG zur Schaffung eines Gemeinschaftskodexes fiir
Humanarzneimittel, ABL. 2004, L 136/34.

389) Barbara Klaus, Leitfaden zur Abgrenzung von Lebensmitteln und Arzneimitteln in der
Rechtspraxis aller EU-Mitgliedstaaten auf Grundlage der gemeinschaftsrechtlihch harmoni-
sierten Begriffsbestimmungen, ZLR 2004, 569 (570).
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HAATEAEE A12309/935 3900 e}
, Aol AAsk {7 9] 9FE 71 (Buropdische A-
gentur fiir die Beurteilung von Arzneimitteln; EMEA)©|t}F392) -5 2] <F
FHMA S FHdE SEMBMoRA O HAAE A% U=
HolokEs 7 A Al o] =)ottt AA 5 Ao A A frAFSHA
FrHoFFEIIAE S FHAY AFelA SE&H= AEAIAAY =
shol S Xth394) QAL - T=& JokFe] d7F 4 F=el w3
EuN

FEAAA] Y FHFER ] A

391) Verordnung (EWG) Nr. 2309/93 des Rates vom 22. Juli 1993 zur Festlegung von
Gemeinschaftsverfahren fiir die Genehmigung und Uberwachung von Human- und Tie-
rarzneimitteln und zur Schaffung einer Europdischen Agentur fiir die Beurteilung von
Arzneimitteln, ABI. L. 214, S. 1.

392) Cobert, Manual of Drug Safety and Pharmacovigilance, Budburt, MA 2007, p. 39;
Edwards/Olsson/Lindqiust/Hugman, Global Drug Surveillance : The WHO Programme for
Interantional Drug Monitoring, in Strom, Brian L. (Hrsg.), Pharmacoepidemiology, 4th.
ed., Chichester 2005, p. 173; Stephanie Fries, Die arzneimittelrechtliche Nutzen/Risiko-
Abwigung und Pharmakovigilanz, Diss. Bremen Univ., 2008, Baden-Baden 2009, S. 91.

303) SPy oA FUIFERAYS) HYS A WA DAL T APFEA
ZoF A235x(d frigsAzl Azosx)olth o] it waEw el
of FEAgol el velA BHe AL fatel Basitn AL F
A zefo] ol wato] AAZ AS Fofstar A o7 G- oAk = A
A3s) ] At} o3| AR AR F FAA R A Hed 8
a8} o] F FHE A A23sxel wet e dE gle
A8 4= A} Hilf, ZadRV 36 (1976), 560.

394) Lorenz, Das gemeinschaftliche Arzneimittelzulassungsrecht - Unter besonderer Beriick-
sichtigung der Reform 2004/2005, Baden-Baden 2006, S. 132.
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ropdische Arzneimittelagentur)@ 71| & =] 1 T}.396)

T FEAH L "FHAATEAEHE #2309/935, AS51FE A1
wel olebEs wAstel HulH BN 4TS AFHE AL 1
5xoz @ oF N FhlHES 2 9% o U7
AAEWR), FRAGEAADEFTA) 7 5 oF 40709 T
479 e AAEe AAFoRH okE - gurlvle Wk 7

&

3 ]
SAEE 272620045 A55% )39

O

1% 91908, AP0 AR a0 9]l A H o]

FUSIFER S OFES] FR Wk TRE OJFEERA A (Arz

neimittelspezialititenausschuss, Committee for Medicinal Products for Human Use;

395) VERORDNUNG (EG) Nr. 726/2004 DES EUROPAISCHEN PARLAMENTS UND DES
RATES vom 31. Miérz 2004 zur Festlegung von Geminschaftsverfahren fiir die Geneh-
migung und Uberwachung von Human- und Tierarzneimitteln und zur Errichtung einer
Eruopdischen Arzneimittel-Agentur, ABl. L 136 vom 30. 4. 2004, S. 1.

396) Cobert, op. cit., p. 39.

397) ol #3 Ht} Mgt A2 Lorenz, a.a.0., S. 132.

398) Einrichtung der Européischen Union, http://europa.eu/agencies/community agencies/emea/
index_de.htm.

399) Art. 50 Abs. 1 lit ¢) VO (EWG) Nr. 2309/93.

400) Art. 50 Abs. 1 lit d) VO (EWG) Nr. 2309/93.

401) Art. 50 Abs. 1 lit ) VO (EWG) Nr. 2309/93.
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CHMP), &= 2] 22 ¢ 3] (AusschuB fiir die Bewertung von Tierarzneimitteln,
Committee for Medicinal Products for Veterinary Use; CVMP),402) 3] 71 9]
ok -ﬂ%ﬂ(AusschuB fir die Ausweisung von Arzneimitteln fiir seltene Leiden,
Committee for Orphan Medicinal Products; COMP),403) 2] & 9] oF3% 9] < 3] (Au-

sschuss fiir pflanzliche Arzneimittel, Committee on Herbal Medicinal Products;

HMPC), AoF-& 9 oFE 99 3] (Paediatric Committee ; PDCO), T3] 55

Z

-

9] 9 3] (Committee for Advanced Therapies ; CAT)S FiL ¢t} o] &
3] QUAIE ofokmell #& #TH AR ol E = ofFFEES
317} T8tk o|FESHAYIE "RHAATEAEE A2309/9335,
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zpe] @t BAS| bEA R A o] A= A -Foll E gt aod

m mn
Jlm

o,

i) AMF-

AR HEA - 22H AT 9ol 53 s7bdAtet ofAAl ¢
A B3 AR S rh40s) 20040 AA] QA B FE] HIME
Gdatar oF 3608 9] 2 Y4060 7 A E o] QlTh

iii) A= (Verwaltungsdirektor)

402) FEOFFA A HAAIAT "HHAATEAEE A2309/935 ., A50% Al
g} lit b)e] .

403) 37 o kE H"Jﬂ«l AATAE 19999 12€0] AAE T3 o oFEl
et FHTEAEH L A114120025 A4z A|1Eo] T}

404) Fraunhofer Institute for Systems and Innovations Research, Assessment of the Euro-
pean Community System of Pharmacovigilance, Karlsruhe 2006, S. 50. http://www.cbg-
meb.nl/NR/rdonlyres/497C7834-7B4F-4D03-BE31-226F96234696/0/200603 1 7rappfraunhofer.
pdf.

405) EMEA, European Medicines Agency, http://emea.eu.int/htms/aboutus/emeaoverview,htm.

406) 20043 HA o] AYdFolt}. EMEA, European Medicines Agency, http://emea.eu.int/
htms/aboutus/emeaoverview,htm.
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407) Erwédgungsgrund Nr. 13 VO 726/2004; Erwdgungsgrund Nr. 2 RL 2001/83.

408) Erwdgungsgrund Nr. 8 VO 726/2004; Erwigungsgrund Nr. 2 RL 2001/83.

409) Vgl. Blatter, Européisches Produktzulassungsverfahren, 78 f.; Collatz, Die neuen euro-
péischen Zulassungsverfahren fiir Arzneimittel, S. 31 f.

410) FLHG oekFol gt U= FyA AdolA e oekEs e x3tE
F7E THAAATEAA A65/655 .5 HAEEE 1976 HUojekEY A21ZR

A1 A1 Hx2 HastE A Gesetz iiber den Verkehr mit Arzneimitteln vom
24. August 1976, BGBI. 1, 2445 (2448), Neufassung durch Bekanntmachung vom 11. De-
zember 1998, BGBI. I, 3586, 2005. 2. 10. o] ¥ A2z /AHS F3A FHFHoz
FAE et

411) Roth, Moglichkeiten und Grenzen eines einheitlichen Binnenmarktes fiir Arzneimittel,
Eur 2007, 9 (12).
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