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Student: Peng-Yuan Chen Advisor: Dr. Chih-Hsiung Chen

Institute of Technology Law
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ABSTRACT

Nanomedicine is the sub-discipline of nanotechnology striving to use
this technology to improve existing therapeutics or create new ones. By
taking advantage of the development of chemistry, physics, materials
science, engineering and bietechnology, the-interdisciplinary integration of
nanotechnology promotes. the research and commodification of medicine
and brings significant. ' change = 'in _ medication. In other words,
Nanotechnologies are the extensions of existing therapies and products that
are already regulated: drugs, devices, and biologics, as well as combination
products. Because this raises the pressing question of whether existing
oversight frameworks and regulatory -approaches are adequate and
appropriate for nanomedicine; this article explored the regulations in U.S.
and Taiwan to review the derived problems of nanodrugs.

Further, due to lack of fundamental research of nanotoxicology and
mature detecting and analyzing technique, nanomaterials are criticized to
pose a great potential of risk of harm for human with a high degree of
uncertainty. In such status of “non liquet,” this article tried to exploring the
so called “safety” of drugs by comparing the concepts of safety in
premarket approval of drugs, the design defect in product liability in U.S.
and the implied concept in Drug Hazard Relief Act in Taiwan, to seek a
balance for the safety of patients and new drug development in Taiwan.
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D %[jwﬁprﬁ J{é‘“ %I¥ = | “}9@ 7= ; (unanimous) - ﬁffﬁ;? FEIfIE FI%@(E Vﬂléz
l"pij—FJ[[f‘Fﬂ "not generally regarded as safe-and effective, not GRAS&E , » H[|}i 3| LT
gk 128,

i[?\[ t" I’;Q;J ﬁ"\ ,EF:EJJ:FE % "’\”#50 ’;p ,J F[ ﬁglﬂh R P %ﬁf\ 129 |

Elg&: E ]ETJ ﬁi f&%ﬁ D[F'IIL[——r_fF[’I—{fI;—I-FI’—“: ?%@ﬁ‘?%{ ("= ,H#
ET’LGRAS&EBO gk AL HGRAS & B FHEIEUT TR 2 IV I o LY rﬁf/

-

12 See 21 U.S.C. §321(p)(2) (2011).
125 it 1962 Fr 'J %Pﬁ[} FT A ”Jﬁ;,j r,rF, ﬁEUJ if;m FW/UJF ﬁEUJ Fryﬁl{[[ ug;”pl’gg 7 FI[H
FDA%‘JZTFJ » ¥ FDA X5 60 ~* ﬁzﬁﬁj DA?% ’Ezm}{jﬁ”@;[l FDA 60 =~ i » E'? 3% Hestalk “? VA
¥ - See William B. Schultz & Margaret M. Dotzel, Generic Drugs: ANDA,Section EOS(b)(Z) NDAs, Pa{ents
and Exclusivities , in FOOD AND DRUG LAW AND REGULATION 353, n.5 (David G. Adams ed., 2008).
126 (p) The term “new drug” means-- (1) Any drug (except a new animal drug or an animal feed bearing or
containing a new animal drug) the composition of which is such that such drug is not generally recognized,
among experts qualified by scientific training and experience to evaluate the safety and effectiveness of drugs, as
safe and effective for use under the conditions prescribed, recommended, or suggested in the labeling thereof,
except that such a drug not so recognized shall not be deemed to be a “new drug” if at any time prior to June 25,
1938, it was subject to the Food and Drugs Act of June 30, 1906, as amended, and if at such time its labeling
contained the same representations concerning the conditions of its use; or ....
127 See United States v. Article of Drug ”Mykocert”, 345 F.Supp. 571, 575 (1972).
128 See Premo Pharmaceutical Laboratories, Inc. v. United States, 629 F.2d 795, 974-75 (1980).
129 See James N. Czaban & Geoffrey M. Levitt, Drugs: INDs and Full NDAs, in FOOD AND DRUG LAW AND
REGULATION 317, 320 (David G. Adams ed., 2008).
130 see Premo Pharmaceutical Laboratories, Inc. v. United States, 629 F.2d 795 (1980).
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BTSSRI h D 2 R T UTE NDA -

4.4.3 |5k

Sy I B VI Y 2 IO R 1 2 IRV 2 I
AR RLE Tiﬁ%ﬁﬂfﬁﬂl %o T rf L%Fﬁﬁlln':’:z’ﬁ %fljﬁf[% R e TR R TR
I o FDA RT3 oy -

TEFYN AT 1 FDA ST 1 - BEHCE a1~ JLRe f 2, S pices
bﬁiﬁuﬁrﬂ/ “7{ ﬁ”%r”ﬂm IR AR R A *y#ﬁ’, R
BRRL A E 2 (PO PP RV A 1) O RS TR AL T3S (3
we %%%Eﬁ’@l@h A o [ HEEN] T IR FDAW(%%FE#I °

YR > X FDA W[k S 5 S 7 T R 2 1
WHEPRI b0 0o 2 PR, LA BT AP TR - PR R P
RLIY > AR e TR T AR R e L AR PR R - (1
fi ?léjfzm” R I -

= BESRR TR+ R S AR PR N R BRI - R
= F MEE R I (R L AR > (4B VA NDA - B! FDA 2 11 J T
Fiﬂ VR E ) H TR [N ERREIE NDA D AETEHR g R 2 e v

fi-

T

H>

"

4.5 X Bi¥FEk F—‘T U= fk‘ﬁ@* BE® (New drug application)

T‘i%;[aszlii%lﬁ‘* J Bﬁ'ﬁ[ﬁ [7;JOTC drug ( GRAS&E ) ?grandfather drugyt - ST HTE Y
B %F"E‘j’%ﬁ FAZFDAF ! t[’ Al 132 Ffﬂf”ﬂ [ES“'iivﬂ PGS Bk g
#rdk > M FDCA section 505 HI%NDA » £ [1505(b)(1) flllng’:zj’Full NDA » ZEHRE
FLBRAS 5 H K 505(0)(2) filing » o FH iR P " BRIl 2 T B
J ﬂémﬂm PEHDES BRI ol JRRE - /i 5 E3ER 505() AR T
| %%Hl% (Abbreviated New Drug Application, ANDA ) v _Ff|7 "

~$ 505(b)(1)% 505(b)(2). VA » gy FIHETY T 2R 3% T 505()) I E
forsfs T BRI ) RRRRRES ﬁ’?ﬂﬂ IRl % Fllﬁ%fﬂjuﬁﬁ B BEE T RIER VR

131 see United States v. Premo Pharmaceutical Laboratories, Inc., 511 F.Supp. 958, 961 (1981).
132 See Czaban & Levitt, supra note 129, at 318-19.
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PR o BRI R E R 1 Sh i
4.5.1 FDCA §505(b)(1)

A R T R T F O EENDARRANDA ol o sk
505(0) (L) 1575 H7]] - BB fl156 ~ 4 S0S(O))F 1 H7])% - -5 4 FDAK Y V4 2%
ISR H'% SR ‘iﬁ‘ﬁ‘?lﬁl“ @ ’ ﬁ' RS IENPY S s Ty AR R
RO WHI% R RO VAR AR YR VI P A - L) > £ 505(b)(1)
Hl%%ﬁ Y RtEEE - Jﬂ&«%%g/ £LFUll NDAR -

H'% HI%NDAE% PR 7 O BERR] R RS T IR Cin
vitro study ) =P di e o I %fﬁlﬁﬁ VBERISE A TR ISR T L’E%ﬁ}ﬂ?ﬁw%@?& ?E'FI
F'J} (Bioavailability ) §¢#5<; ~ PR ZERLAE H g %ljf EREER Vﬁﬁl’

2 PR RIS E T TR SRR T WARRSEE T
%Fﬁpﬁi‘ﬁ‘; 5T %ﬁ,ﬂiﬂ@ T BB NDAJR - | y%l%ﬁ & @Zﬁ{&f”“ :

Fr=) 5000 flafh ™ B [t AP RA T SR SRS T R Sl LA
6 Bl SRR N PRI BRI ERR . B R 505(0)(1)41E NDA - i
Pl AU A SN A S R R [ S 2

4.5.2 FDCA §505(j)

% £ 1 FDCA S505G) e - S IRIARFE 5 (ANDA) JVifl |7 -
= ﬁ%ﬁ]ﬁf‘?r E“E‘ﬁ%ﬁ,ﬁfé #1414 (Approved Drug Products with Therapeutic Equivalence
Evaluations - < 7 ’:Jz;”/ the Orange Book ) [ 1F#ik IV 32 H%] £, %Fﬁ} ( Reference listed drug,
RLD) %] 5 At V&,L T T ] IR [P R AR TR P 5 g T
S b SERLDVHIEIG, - e T2 BATETTE ) (Bioequivalence ) kR GRSk
ARSI T AL SEAEANDA -

7[&?1@@%‘ rﬁ_@ﬁgfﬁl[ﬁ IR L T )] FIJJ[EZFIIH:»;&UJ Frge THOET J/%EB%FH}[EJ
EEI P T RS Fuﬁ'fﬁﬁfl[*’?‘m}ﬁ e N[ e A F”gif_ﬂjriﬁj
=+ & puAtfl RIS RN TR SYRIBERLAE = I S BB kv
PP ) SRk > RIPE S gk =2 RLD T\fﬁ LR - [[EREu 1@[#%*[«;;3;—4{6
’:E’Zf’ifjﬁfgl'ﬁi ’ T’*%TLEU'@TEW@%@%K ginga ﬁ’?ﬁx%ﬁ ’:E’irﬁ'ﬁ RN =
PE s ?J}ffro

133 See id. at 320.
'3 See id. at 334.
135 gee Schultz & Dotzel, supra note 125, at 353.
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O BIERUR S = AT B PSRRI R S PATE T Tul TH- B ZEVRE T
B U B T AR R R B A MR T Pyl e S il BT,
2 EUH o JIRY I 2 AT E‘F“Fﬂﬁ [z N ST R o R | I S
T o £ (=] Kﬁﬁﬂ‘ VR F"FE'EI WIS AT 5 BEEERLD TR - Rt
LE BRI S e R e TR 136,
fé“l ’ Eﬁ?@?"’%‘;‘? RLD i%_%ifl'ﬁ@ﬁ‘ﬁ'}’ NidiEs ﬁ%@’rﬁ? R A
i o FIP E I R 4 2 TR TR S I L 1
gl mﬂf?”& [P e Full NDA PG SR =iy b - FRseEal 30 FDA
FJ i NDA = fji= ANDA%? NDA 15 * VBT 4 T AT -
< Hatch-Waxmani: 2 f(i i - £ 5 €382 RLD S F ) T RPN 3 2 (B R
Pl = HE ’\%Fﬁ! o 20 I TRy T 5 &%F[lﬁ% ~ [y L suitability petition®®’
%?‘FDA ujﬂl% ¥ ANDAH T~ » F[l% FHE
o LRI B I P 32 1 RSl 2 318 53 8 | Bl e TR
fTT?’FEWp T e - RRPAT =Sl TSRt ase - 100 - Sl SEPIg ] SPRiedEE
FERLD: A B~ Ry IR [N ps [ = J}f“flf&%iﬁﬁ? IR h
"~ PR BRI A L H P"H'%& e [ S DS S e g R
gl >+ AERLD T [l 38 fy (different drug)- f’ﬁp‘}%’ANDAﬁfv@ TR - 1% FDA
F@:tﬁ; W = F I e LR R ”%Fﬁ} Hi> 3F,[fb?m S 2=
FEET AT ANDASYR[ Fl1p) I?it?{ FDA}H [ 7\1%!*%1\ fhji=different drugsf 7=
it " JANDA™®

‘l‘)& ﬁ—ﬂ

4.5.3 FDCA §505(b)(2)

1 H %ﬁﬁ:gﬂg?r%ﬁ?{ i ? » 35 [FDCA §505(b)(2) 3> fezdr% 55 #7785 ( New
Chemical Entity, NCE) =4 % i 8355 £8k '/%Ff[,[ T 505(b)(2)HI%NDA =
505(b)(2)NDA’|/E'EIU",}JE{? S H'ﬁ%& HERD By~ B e rR VSRR By py

5T A R R SRR ﬂprgmf_f‘?ﬁ NEEE }f“sr’ﬁ?l F[I% ~ I FI{JEM—:;[JFE:
iﬂl“i”-ﬁﬁﬁ SR PR R T ﬁ%ﬁfﬁmﬁ’?‘ﬂﬁ f& 505(b)(2) NDALV i » ==
AR > PR OB ) RS 0R] ) RN © I R PR  ©

B R AE T X diN fﬂﬁ@’f—@fﬂ@@&? BRI > F1 8 (2007) -
i; 21 U.S.C. §355(j)(2)(C); 21 C.F.R. §314.93, See Schultz & Dotzel, supra note 125, at 360-361.
See id.
1 ?‘ﬁ*‘ﬁiﬁﬁ r;ﬁlﬁ?&rcﬁ?ﬁﬁw YR MIHRAS () —T S BSEPIEELT] R HEAT 5T
195378 H7 > FI 11 (2007) -
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FLI'J > 505(b)(2) NDA {5, » 7 FFDARF bR =R RS 4 = ~ # 3515580
B I U J}f“r[fk st I ﬁ’f’#ﬁﬁ,c'?ﬂ ﬁ’ﬂ??’?*ru FrgEop i £ 505(b)(2)drug
~ kT HEE suitability petltlonEI?FDAfVﬁ F 5EANDA L 55 136 > 3\ Hrfy 1 ﬁhjfE_L
suitability petition# F@%ﬂf* ' 7] 505(b)(2) ETENDAM -

505(b)(2) NDA =37 HEsd T ugrv Fﬁ%{éﬂsﬁ%ﬁzr ?f;fz’rf“ﬁ r %ﬁ[aﬂi 3 fll l%%ﬁ
U ESZ AR U B B, - T 2ES 88 > 5T Bl M T ANDA « JLI) > pIREHET
RLIJ S FDA F5 [ 505(b)(2) NDA vg[ﬁm I TR Frsrsos(b)(z) NDA H‘?
HUIRE A Fﬁ! EEEE IS VMR > P HE R ri?“’ﬁ'

454 /|75

FIBFTAILY 2 f 2l (pioneer nanomedicine ) ﬂﬁ' Ty IR
%m%%ﬂ@%mﬁﬁwjk¢wﬁkiv& I SRR U RS IS 5T
E RS T RLBHAL SRR, o 9 AT T T BT e RS FITRRALY A Bl R
fJEFETFLqﬁJ’?EgJﬂ = iﬁ' l'ifg'éri%’iz%ﬁfk&f%[ﬁi CHIPE ) FIRERe R A =R
fie ! FUNLHZES 238 > [0 7 ™1 505() -

FE R RS Ef K et JﬂQpJF, PC s AUC}HHE' [ IR Jﬁ“ﬁlgﬂ 128
Al ) v SRS IR > SRS iQANDAﬁ& 505(b)(2) f|||ng 1, R T—TFL\
ﬁ']%%[ ErEH o = 9= 505(0)(2) filing™ e Frl rjﬁ\[ﬁfﬂ[iiﬁu—/ﬂﬁgmﬁ_k » 7[\%@! |
ﬁjﬂiy R EE AT SR 505(b) (LR 505(0)(2) - fiZEEE FEE kT %ﬁu 5050)

S BPrEE T[] R A A A
(e 20 st F R A AR )

13 4 [ W FEPE | KA

505(j) Generic drug (copies) BAor BE ANDA

505(b)(2) 505(b)(2) drug ( 4 ¥ Fp' FL59 ¥/ - | S&E (safety & | 505(b)(2)
Gl T = 9= Suitability petition ¥ ) efficacy) NDA

505(b)(2) 505(b)(2) drug (%jfoizf* clinical trial | S&E 505(b)(2)
MF s (B full NDA SR NDA

505(b)(1) 505(b)(1) drug S&E Full NDA
(NCE 71— &4} 505(b)(1) drug )

140 See Schultz & Dotzel, supra note 125, at 378.
141 gee Mary C. Till, Michele M. Simkin & Stephen Maebius, Nanotech Meets the FDA: A Success Story About
the First Nanoparticulate Drugs Approved by the FDA, 2 NANOTECH. L. & Bus. 163, 166 (2005).
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4.6 7K B S BUIE L T
Pl R PR R PR S R
"I~ K] prEépy chemical type IV IHRE - A A
4.6.1 S B8 il BT AR

W D@i WEI)ITT ?ﬁﬁﬂ g‘ &b‘@ Iﬁgﬁﬁlﬁ{ %I‘ﬂ P‘,g{é}ﬁlf‘gﬁmﬁ 558 ;gfz;FH:m 142 .
Che 3 % ja gl B O B

No. | Chemical type definition’*®
New molecular entity The active moiety is a new molecular entity.
New ester, new salt, or other The active moiety is in a new salt or ester
noncovalent derivative form.

3 New formulation The dosage form or formulation is new.
New combination The product is a new combination of

compounds.
5 New manufacturer The drug product is essentially a duplicate

of another-drug product.

6 New indication (Beginning in 1994, | The drug is.a product previously marketed
Type 6 NDAs were tracked as by the same firm (use primarily for new
efficacy supplements) indication).

7 Drug already marketed, but without
an approved NDA

8 OTC (over-the-counter) switch The OTC marketing of a product that was
144

once a prescription drug

type 1 7 New molecular entity =5 E5" il 7 '] (= {720 0SB WM*’?’VJ E
ﬁ’yc‘f i T ?HI*’?‘WN N ?FII*’?‘MJ NELE “Eﬁlf&@?’?“’?@?ﬁ [T
ifll??*u]}ﬂ%y“ L= NIF=T [type 1 New molecular entity V5%

%Fﬁh IR G Ca iy ST = £ 0 I HZRESSEPIREE o DI RS AER S
;V?F[lﬁf’?*m [’Eﬁ*}f%{?ﬁﬁ?%}?’ﬂ 1> (AFDA Y F N r%%ﬁﬁ’ﬁ%}%ﬁ#fj i’fﬁﬁﬁéﬂﬂj(Guidame for
Industry Liposome Drug Products ) fi*#1 » £l 8525 B0 2By 55 #rgE 1 type 1 NDA » [ i
type 3 NDA > {1 Hﬂpjﬁ“’?‘ﬂﬁ? fﬁ[‘%rﬁﬁ@?rrﬁﬁl Sy E PR S ?’“ﬂ/ﬁﬁl’ﬁ ’

142 See Drugs@FDA Glossary of Terms, chemical type,
http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm (last visited Aug. 15, 2010).
13" See RICHARD R. ABOOD, PHARMACY PRACTICE AND THE LAW 76 (6" ed. 2011).

144 DavID B. BRAUN, OVER-THE-COUNTER PHARMACEUTICAL FORMULATIONS 7 (1994).

1% see ABOOD, supra note 143, at 76.
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MINDA i gitype 2 f7 3 = NI il 75 o fR fde = ifllfb?u %’Etﬁype 2~ type 3 i
B Jtype 11 EHAAERS GIPS A A AR TR 1 b SO s
Ho EJU["'J’:EﬁType 1 NDA -

ET » type 1 .V New molecular entity:#5% © URINISA =N S ;WF(I
s PSRRI YRS » SR SRRy 2
AL PR FEI=E g 1n8 53 (B P A e I S5 WD) NI type
1 New molecular entity /&3 » |1 22 5fEwf L] ~ mlijﬁyﬁﬁg&ﬁ;jlhfrwgﬁiﬁ il
gt itype 2 fvtype 3 V#rgk o BT Wﬁﬂl&ﬂglﬁ ek o A SRR A
DI EPr DA AU - LR S type 1 1 kR -

4.6.2 XP=F BfANERT TR
(A 4 B2 BEGAET fiTEO

Drug Name(s) | FDA Active Ingredient(s) | Chemical | Nano component
Application Type
No.
ABELCET (NDA) AMPHOTERICIN | 2 Lipid complex
(Brand Name 050724 B
Drug)
AMPHOTEC | (NDA) AMPHOTERICIN |3 Lipid colloidal
(Brand Name 050729 B dispersion
Drug)
AMBISOME (NDA) AMPHOTERICIN |2 Liposomal
(Brand Name 050740 B AMPHOTERICI
Drug) N B
DAUNOXOM | (NDA) DAUNORUBICIN |3 Liposomal
E (Brand Name | 050704 CITRATE DAUNORUBICI
Drug) N
DOXIL (Brand | (NDA) DOXORUBICIN 3 Liposomal
Name Drug) 050718 HYDROCHLORID DOXORUBICIN

146 see Guidance for Industry Liposome Drug Products, available at:
http://www.fda.gov/downloads/Drugs/GuldanceComplianceRegulatorylnformation/Guldances/ucm070570.pdf
(last visited Jun. 22, 2010).
147 See Drugs@FDA Glossary of Terms, chemical type,
http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm (last visited Aug. 15, 2010).
8 FDA FIR 5 of S o A i‘f;l'?%‘“j%‘r}f‘ e w~ M/Ffm 4 wzﬂ;:ﬁg alt
e U B e [Hrfn 5 T QLY (R 203 Drug@ FDA A
*Fﬁf‘l' [,?EL[ BRI YR E‘Z%lffr(ﬁ v%p PR T #mE*EZ fi' pLA Drug@FDA
http://www.accessdata. da.qov/scrlpts/cder/druqsatfda/ (last VISIted Oct. 23, 2010).
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E

DEPOCYT (NDA) CYTARABINE Liposomal
(Brand Name 021041 CYTARABINE
Drug)
VISUDYNE (NDA) VERTEPORFIN Liposomal
(Brand Name 021119 VERTEPORFIN
Drug)
ESTRASORB | (NDA) ESTRADIOL ESTRADIOL in
(Brand Name 021371 HEMIHYDRATE micellar
Drug) nanoparticles
ADAGEN (NDA) PEGADEMASE PEG-adenosine
(Brand Name 019818 BOVINE deaminase
Drug)
RENAGEL (NDA) SEVELAMER
(Brand Name 020926 HYDROCHLORID
Drug) discontinue | E
d
RENAGEL (NDA) SEVELAMER
(Brand Name 021179 HYDROCHLORID
Drug) E
EMEND (NDA) APREPITANT
(Brand Name 021549
Drug)
EMEND (NDA) FOSAPREPITANT
(Brand Name 022023 DIMEGLUMINE
Drug)
MEGACE ES | (NDA) MEGESTROL nanocrystalline
(Brand Name 021778 ACETATE
Drug)
RAPAMUNE | (NDA) SIROLIMUS
(Brand Name 021083
Drug)
RAPAMUNE | (NDA) SIROLIMUS
(Brand Name 021110
Drug)
TRICOR (NDA) FENOFIBRATE
(Brand Name 021203
Drug) discontinue
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d

TRICOR (NDA) FENOFIBRATE

(Brand Name 021656

Drug)

TRIGLIDE (NDA) FENOFIBRATE Nanocrystalline
(Brand Name 021350

Drug)

ABRAXANE | (NDA) PACLITAXEL Paclitaxel protein
(Brand Name 021660 bound

Drug) nanoparticles
NEULASTA (BLA) PEGFILGRASTIM PEG-G-CSF
(Brand Name 125031

Drug)

ONCASPAR (BLA) PEGASPARGASE PEG-asparaginase
(Brand Name 103411

Drug)

PEGASYS (BLA) PEGINTERFERON PEG-a-interferon
(Brand Name 103964 ALFA-2A 2a

Drug)

MACUGEN (NDA) PEGAPTANIB Pegylated

(Brand Name 021756 SODIUM anti-VEGF
Drug) aptamer
SOMAVERT (NDA) PEGVISOMANT PEG-HGH
(Brand Name 021106

Drug)

COPAXONE (NDA) GLATIRAMER Copolymer of
(Brand Name 020622 ACETATE alanine, lysine,

Drug)

glutamic acid and
tyrosine

FH-EF A1 liposome FELY Sl - i KL type 1 (741 = Visudyne ) ~ type 2 ({14 -
Ambisome ) ~ type 3 (fy]4[1 : Doxil ~ Depocyt) o [ » F15E1 AHIFID $ Foig 2 ] =57
Ry o)~ IR CE IS iﬂ%{ﬁ[@l?ﬁ:ﬁf’iﬁﬁf

KLY g > P (S S B

AR 39 FEEY- ALV o ] liposome g BT VR -

4.6.3 £ ] Elan Drug Delivery ;V“%idiﬁ—‘\]ﬁ#ﬂbﬁﬁri

MerckfivEmend® ~ WyethfiyRapamune® ~ AbbottElfJTriCor®ﬁ [7{f1 "' |Elan Drug Delivery
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™ PEElan IR R PETLE L o S h R 3 15 f B
VIFEAFDAF A 5 o S Fosgld - p i il 4 - }AﬂvF“&ﬁ*l 4 Hl%;ﬂ% » BRIy

1. Emend®

i PBP* (emesis) 7 l“f‘?ﬂir[rﬁ’*ﬁ JRITEALD = I R R BT~
BpA EJWT R o ST AR RO R (S rﬁ”fﬁ
FEIEE lf‘f [ L R B | R 0

“_—E’,{'?iHJE’thI EppE <t (Chemotherapy induced nausea and vomiting, CINV ) ' 53
FB= 78 2% (acute CINV) ~ 3034 (delayed CINV) ~ 5 H#]% (anticipatory CINV ) "
Aprepitant  ( J[JEmend® ) it 2005 & 77 i %A Fj Ao K] VIR 38 > AL p%ﬁ”
G- FICINV » Aprepitant | [RLF" | &3 T Rl g > = IF@%Z’TF[ﬁ fiuneurokinin 1 (NK1)
receptors » I'JFi[lf 57 FERUCINV® «

Aprepitant (i [l IElanfZfiMerckf 58 1/ 5 %\ﬁﬁ ?ﬁ‘l‘ﬁf’?‘) 7% Fzﬁ‘[a‘.[l:\%ﬂ (crystalline
solid)» 3 = 1#@&‘” ) Imfl[*’?’lﬂﬂ [ TR R~ 2 P F B 1 g food
effect’® - Merck#* 2002 =& 9 k| % fAFDCA section 505(b)Hlﬁ%NDA154 » Tgiftype 1 NDA( New
molecular entity, NME )"« % B vt RABREEIR g [/ E1el ™ | priority review s *°
172003 F 3 £] 26 | IRSS B f—ﬂ [NAprepitant’f| = =+#r35 (new chemical entity ) »
Tl %’ﬁ*ﬁﬁ"%ﬁfull NDA o El L gy e J”’gﬁ’H' R S T T e ]

RO T T AR EPE T rats s mice gerbils «ferrets=“monkeys - ?Ei‘ﬁ%f&?:[’ﬁl H 4

Aprepitantfiel > 5 A Jiel e < Bty ISR, I R Ao P R I}JI,I BTy
(dose-finding study ) == gi=t %’g‘ KL o EPE (R T R K
fiel 4 17

PR SRR TR S SR - T SR o5 - TR 940 EEL - T
S L IR K SR S B F - FDATT K S Poos it - = TR

19 See Till, Simkin & Maebius, supra note 141, at 163.
i P > T = -3k Aprepitant (Emend® ) /A7)0 < AEEEF - 96 F 11 F] 5 Fr 1 (2007) i
20 http://wwwu.tsgh.ndmctsgh.edu.tw/phd/Content. TPN/TPN9611.pdf (ﬁ@&ﬁﬂﬁﬂjf 1:99 = 8 E[ 14 F) -
151 .
frJ FJ'Ft
15

2 FFl Fl2e

Sfee gmdy H. Strickland, Nano-based Drugs and Medical Devices: FDA’s Track Record, 4 NANOTECH. L. &
Bus. 179, 183-84 (2007).
14 See Approval Letter, available at:
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2003/21549Itr.pdf (last visited Aug. 15, 2010).
155" See Drugs details, available at:
http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.DrugDetails (last visited
Aug. 15, 2010).
1% see Strickland, supra note 153, at 184.
17 Seeid.
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Aug. 15, 2010).

187 See Approval Letter, available at:
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2001/21203Itr.pdf (last visited Aug. 15, 2010).

168" See Approval Letter, available at:
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2005/021778ltr.pdf (last visited Aug. 15, 2010).

169" see See Drugs details, available at:

[N

43


http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.DrugDetails�
http://www.accessdata.fda.gov/drugsatfda_docs/nda/99/21083A_Rapamune_appltr.pdf�
http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.DrugDetails�
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2000/21110ltr.pdf�
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2001/21203ltr.pdf�
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2005/021778ltr.pdf�

CIRRRIES YR (70 B9 kS TERIE] S G100 : Rapamune®5i] -

4.6.4 FDATjI= F Feiihl HE ) 345 170

(21 C.F.R. Part 312 - ’émfm i “ﬁﬂﬁﬁs:bﬁ /F'J AL Investigational New
Drug (IND) F[Iﬁ? > EE1 F[éprlﬁgppjﬁﬁ CMC w3 ~ g8kl d; (4538 » FDA
FERIEEL 1 SERE o H 2 S VR » FDAE RRUREETE Y i = 1t
B 00 - RS L B )R IND

5~ PR R o (21 C.RR. § 31450 26 b 1] L1 NDA TV |
ﬂ;,(ri » H| 7S EE[JF[F_“EIFIJﬁ(’fF[fE EH“I

[T~ e €8 @ R > 21 CFR. §314.94 VP> fl"] ANDA » T
7> NDA Fi5 ANDA /K % - FDA t'[r?:t:ﬁ T AR S 2
ISR A (SRR - FDA TR RURISEE VAR G
%Fﬁh Eﬁvﬁu\ B TSTEE LI B 2 F' guidance - &%@ﬁmlﬁ%ﬁ Sl e

%ﬂ (21 C.RR. Part 2104 B B UGBa i - =81 il @ i o 3 3t i
PRI BRI R £ SRR FDA ) SNER A L FDA T [
ek il P YRR T R - I e O RS B R R TS of
(PO IESEPE 7 5 F A8 R g FDA 655 » P FDAR o
R G EEa AR 3 NS E SR E g =

FDA E V| RS 5 o ST = s A B~ 78 = VIR VAR s 53 et
AR~ R UGBV Aok T DI T AR

1. %ﬁ*ﬁalﬁl (A New Nanodrug)

e B RS T PR ﬂ J Y 53 B TES 5T  RR  5) BY-
R {ﬁ;ﬁ%ﬁﬁr PBESR I i R U GRASEE » 1y MR L ot -
FDAKH i 1 IND F5 NDA H@H‘ Hw@wmwﬁqﬂmﬂﬂ EIRE R e
FER -

[ﬂqm Hl% NDA E;Jc , @ﬁ 4] r@cpw I 57| FL F“srqmﬁﬁwg CHEA "‘lﬂ Ik
o S p&fﬁg EEAE PR 5 A e o l*ﬁﬂj FDA}{—JB“FHI%;%#“M[%H[JW [ﬂ AURIsf -
(FUAS 3 PRI R 0520 vt Blgiled 2 P AR » T 0 B ey

http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.DrugDetails (last visited
Aug. 15, 2010).

170 see Ralph F. Hall, FDA Regulation of Drugs, in NANOTECHNOLOGY AND FDA-REGULATED PRODUCTS: THE
ESSENTIAL GUIDE 43, 56-59 (2009).

a4


http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.DrugDetails�

FDA "= o Al T 2R3 | Cunintended ) 195 A #TRE « [NIF= Ry iEshe IND
= NDA flIGHevRIH 1 $EAUHRIEYR S FDA» FDA F Rl s 4 A - ')
HRBTI DR T il L 90T

2 Llrgg_r—m;l/;]ﬁ[gb#}j} FiE= KL ¥k (An Approved Drug with a New
Nanoparticle )

BE kL YR PSP > JHI T Y ) S DTS S e R
lﬂ} c[J A S F‘r;gy Fk, -1 L[E:IFI ;g{vﬁ{m % [/ Zof mgﬂﬁgj: jp}{_f UIEI%I:IZ#%&
‘iﬁ'i%lﬁ%@?ﬁ“ 100 1 VA St o M PR Y 53 BEPE - 4 (coating )

=5

== °

3. e Vﬁlf[l = Nan0|2|ng an Approved Product )

%mﬁﬂﬁ”*%ﬁwj~ ﬂﬁEﬂﬁwﬁw’mw-ﬁwm@%*,?$
wg‘ifll—d‘:"_fi?ﬁ;? HE F”iqﬂip[ﬂ: fl FT%TF[T [fl F”i?ﬁ‘ijf%«r PRI Mot ?H[ﬂ:’?&}ﬁ
IJV“4%§ﬁﬁ s *$ﬁiﬂﬁﬁﬁﬁdz wﬁ#kfww,vq#mm%

(Bl JF B T 2E GRAS QB i i B Lk G F B FDA SR

Wlﬁjﬁj FIES %%Hlﬁ%?ﬁ% Y (supplemental NDA, sNDA )

(#21 C.F.R §314.70 ¥ §lzt= Eﬁ?@ﬁ'@pﬁ# g lﬁ“{lﬁ@ﬁ%’?{@?ﬁé@fﬁz%[ﬁj— |§F§;
EFEISE Fﬁ} Fﬁ} @’r\%ﬂnu@ :**é*ﬁﬁg@é ~E ?’;‘[‘f&ﬁlﬁlfgﬂ/'[&mf . El[%]ﬁjj@ sNDA >
ﬁ’ﬂﬂ% HRE A i el HJ/@ SO ETR R BT R A DA XS R AT

4.7 'F",ﬁ

Fos T g | H ?5 T H S T Y B > RS B iuchemical typeX§i(l  fETY I T
B PHRS TR Eﬁ;?hﬁw?}iﬁ 9y Bk L Prah ol FeROSHG PP R E - 5T
TR L PR E] RS RIS Bl PRIED B ’?Er ﬁ*ﬁﬂa sl HIE 55 5
@1%%‘$ﬁ%\§%%%‘@ﬂ%‘W@WH@%ﬁ”1

471 “%-Jiﬁ—‘i]ﬁl!pﬁ':?, B TEey i3 9

?*ﬁyﬁﬁég[ LeYELETY o) FrEh > FHiE e S I E A ) IFil FVAR 3@?%‘%@!
LI < P Emend CFIMES o (=l S FEIRE - 0I5 NDA) » 6« Tricor (3717
MERy 3K ™) =) fﬁﬂFljﬁ“ﬁﬂ (?FII*’?"IJJ%E'H 3 7{\“?7%‘) ° %'[,"HF',‘I‘EEF*}[JJ )
‘7][ J E‘f‘ﬁ_] il 5’7F %‘ﬁ (J Hﬂp?‘g Eljﬁﬁfﬁ‘ ifllik"_fi?[ﬂ) [ﬂ WF[E&’?N}}J f\'\EISﬁ@ ’ ]—T'IJEIEET

171 %ﬁmgf ;@ﬁi 72 > F1104-105 -
45



TS L B AT B D AP A RIS 5 P T

BEVLHR o PR -

(RN BT 2 BRI 50 I TR o5 R e
R LR iy N AR e D SINEE S N
I 45 T2 IR F (RIS 13 ) RSB ) R o 30
B S B - T T

W%‘*%%ﬁiﬂh%%m%ﬁ’V%WHytﬂﬁﬁj‘ﬁ@ﬁWﬁéiWT
[V BE RS s = TR IR IR (R
Sy ENR RS TR RN SRR e N B S N
mﬁﬁﬁwﬁ%%o:\%ﬁﬁﬁﬁfrmevaﬁﬁgﬂk WA
RO ) B TR ) O RO R }W~%ffqﬂ‘ﬁf 5T~ T
KV R o R R 5 e S AR MR A
:Wwﬂﬁﬁ$ﬁhW3&’Wﬁ“Iﬂwfu%VﬁﬁéE‘ e -

< BT IR 5 PR S R Y R 2 S
ﬁﬁ@ﬁ@j*»ﬁ%ﬁyﬁpiﬁyﬁwawl iV BT < B
P 2 U] 5 e i TROA P I o7t » = R A,
ﬁﬁ®ﬂ$%ﬁ¢%%u%ﬁtWHM?HE“Qﬁﬂﬁﬁ$%ﬁ%ﬁ@%?%ﬁ’
E#%ﬁ%ﬁﬁ@%ﬂwﬁ@0%%%n%¥%ﬂﬁﬁw%%’@Hfﬁ%ﬁﬁ%ﬁ’
MRFEESY L i = RS i SEIReRTe s %

472“5%%]5! EEE?

A+%@imﬁ$ﬁ% S 5 T T A
AR ESCa K IEE:*?JI/@'*'JF%J RHEFIP ALY S 5188 5 53 K> = 5500~ BN
553 o H PR AELY 59 886 - 1) i (#H*Fﬁflﬂ%ﬁ'ﬁﬁ ARG ) Rl R
RriRESInRE AT RNUE E«I&[ﬁﬂl Loprdl > ZESBIR Rl P ] type 2 55 3 F B [N
ARfENRS = TR AR TR 22 TRDA IR 1L H)}”JF”FFHEE °

PR 0 YIRS %fﬁﬂﬁ?ﬂﬁﬁlﬁ ES %‘ﬁﬁ 7 fl %08k o P FBERr
i* (3 U K ST 7 1 5k Bl rwmiﬁwﬂmvﬂwﬁmﬁéﬁh
[f}{'{:ﬂ}?ﬁ@?%%ﬁ =88k FT DRI P T '/E‘J‘FFUI’T%thT TET AR
IEc AR N e ST fi' i FJFFA[ el VRS SERTIPaT F/tf“@ﬂ'%& =T e

S e =S o N ffl’EfJJL ' - Hﬂ%ﬂﬁﬁﬂa A W AR 40 RV AHIE F['ﬁ%b
FrgEhkRy Ft”l?fl@%fglfﬁﬂ YN DR B 1 e o ZTRRFFE B 5P 1B Vﬁﬁﬂa

46



BT P forfob = TEEshaeslyy o L) ASCBIA i £ type 3 NDA (new formulation )
fipfesi % FRAHSTEEEERT 9t b = P > TRDA T o FAHIALY 5 ok Sl =5 Bl 1

% YAHE o TRDA 0 LSV A > I pnfgagt b = 1t ﬁ’%&f, Ay R E
(A28 & %#ﬁliﬁ;ﬂ?, T | FFI Ii&;é?ﬁtﬁijﬁ,—:?ﬁﬁﬁ JF‘ JEIT N2

FSRE Y skl > F 2 FDA I %%Fﬁ! U TRV o S
GV B o B o - R LR s I D R fﬂm TEAE
Pk VIRGGHIT MW 3 R B NE LR S BBV ES s [ PR LSS
CEEV RS o TR BT REER ) SR SRR R S Ee g IS A2
DR E FfafL4 7+§%ﬁﬁjﬁt:¢, Vjﬁ?ﬂ ) SIS TR RS
FK LT e PSR M VSRR e TR R SR E T g
B R R R

4.7.3 | 5&

EENCRENE LS AN %%ﬁ[ﬁ“? |21 EDA Vil a7 505(1)= 505(b)(2)
AR |J’Hrrp? Hpl ) = 923 [ PR VI USR] R A R
’Hr]’FVI—"E TR g - g i_FI/ W AR TR CTHEEERE
575, VIHIRE -

'Eﬂpﬁﬁfiﬁi%’ TP = IR %35?59@WFH§? F‘T’Vz%ﬁFﬁ%ﬁ# \ﬂff@5%47§§’ JHNE K
Sl PREER R P TR AR R R O S 1
PR o 2 E:?ﬁl‘%ﬁ ﬁ” ORI - F PRI BRI

PIEERE 2R r?itfji»ﬂj S pgEE k| ﬂﬁfﬁ%iﬂ I S &
Aif R = 3“11%5' SalE NG CRN ’5 SR IS R W@f?\fﬁi [

PRIF= s T o SR o AR TR SR VARRRA IS G DI

Gl oo | gﬁp~ B et N R ij"HﬁV?F%Hﬁyﬁiﬁ%

FHRE D g 7ﬁﬁﬂ$%ﬁ@#ﬁ“$&%ﬁfﬁﬂ%lyﬁ i =
BT R M TR B B LRV R wﬁ%@ﬁﬁﬁ%#

IHY%-FI&IHS( EPI A I%fﬁg[”jﬁ fﬁ — W };I%;g},
4.8 ;T@?F?Fﬁ

Hra R 3 iLY RS > FDA FIRET “‘*#ﬁ‘ [ s Cnano-specific) ik H RS
oo e ﬁﬁﬁﬂa ',J/fHJ@ s VEJEFF#[%J* [% s Cproduct-specific) V3K » [N ﬁfﬁ%
5 Bl ok IR R IR P R

a7



RIFIFIFER - 500 - 02T RO - FECREORAS - iy
fATE = 1% VR o NI T R V5 R B F"[ L HEEE Y
& VB AFEE TR A [ FDA S YGRS e R -
[ I“‘LWI}J“ B TEE R *ﬁﬁﬁ P = fﬁ R/UN ﬁ“U RLI ’jé'[?%\ﬁﬁ,l":”
FEIER AT %Fﬁ! | IRIE B i/[' %‘%“T’W[? [/?F,I%’?‘rm EH IR W@‘T’WFI@WJJ
O~ 537~ PRBEERRRTNN > AR S e > S il A -
fol IR R S&E proof - JFI%‘FEH& Co VR ROEARE ISR AERLA
™ Full NDA B SRR RR T %" P 55 R4S Full NDA VB -

S Y R ] P RSB R AL PR oA
VRS > fioh ¥ 2L » 5 K S RZEORAS » e B SRR o o5 57 i o [
Héi?[ﬁ Fﬁ} %?J“FT“E' - Taiwan Food and Drug Administration, TFDA )& @EAT Full NDA »
I X5 3 = - @ﬂﬁrﬁ? I S 08 | s S IR E“F['ﬁ%& 32 & petition
%1\%% generic drug - 5™ | BA/BE proof - f5 4% 505(b)(2) - w4 Ripvgi Il ¢
B o

Iﬁl%‘w*ﬂiiﬂﬁﬁﬂ[ﬁﬁ“ e 'fﬁ‘ﬁau Hwﬁ‘lﬁhﬁ 5 fgep s ’:ETF‘P;T%‘*?‘]% g
PRI ¥ 40 R A IR o P B (5
%Wﬁ@gﬁwmﬁwfo

48



N3 XA R e

S

FAATRE PP A = UER (A R ?ﬁlﬁ'%-%?%@ﬁ (IR
IR PO 2000 % 7 F) 26 {1V Tl (B e 2 ﬁ*@wﬂjnﬁ
ST T RDRI e EIBORIE Y AR O RE R R
PRI 1% - P -

F,:r ﬁ;H %\I % Tfll gk 2RI FEJL[% NN T” R AZIVE [MEL
YEEC I P PRED s ErEVRATRE 1 r%'r%“f@f”‘ B A APRI B ffh b
Tt oﬁé%qﬁ*ﬂ“ﬁ AU AP APRERA VL D (RS JF“}H
i “:Eié.%gxﬁa[aﬁ/% [ o BT 0 BRI 2 PR - F RIS FZ»%F%F,L[' % rﬁ
Jf‘*% PORIZE 1 ) adiinkd (R RS o el ~ S [ gl

ﬂoﬁ&’ﬁWFF%ﬁP@FWEJWﬁﬂ@’Wﬁéﬂ%@’mwiﬁﬁ.%ﬁ
B PR SR LR e

B [l eﬁ’iiﬁf@’ AL q\fylﬁﬁﬁhﬁ [pi] e ER TS B ol T F“srz[:tif I
LR w%ﬂ%jgﬂ#% AT AR s R e T
o ﬁﬁm@*%[r%ﬁjtm LRI Sl S IV R
F“sr?[:?i/[ TT,/? IEH S JHET Eﬁﬁlﬁ} EIRL M}{ﬁj’bﬁ" FDA Fgﬁrul/@glf# 0

IR 2NN = Ifk[j},ﬁ’i%jﬁ FDA | erJ l—1 ﬁkﬂvﬁ'ﬂ%‘ | [P *@Ft#[#rgl.jtﬁgq
R P AR e 53 I IR T SR A S R b oF R P A 2007
IR i ( Nanotechnology Task Force Report 2007 ) f[1 F/L;,J | AR AP FDA YT fin rﬂj
@% i o [ OSSR > SIET FDA ] I () R R
» I [ﬁ:tul@('h%fﬁl 'ifﬂlﬂmu[/ﬁiw

5.2 FDA E‘;&?J_Fﬂjﬁffﬁugﬁfﬁf

Elﬁfj FDA ?‘fﬁjﬂj/i%?’}aiﬁi?{’;ﬂéﬁl FFDCA ( Federal Food, Drug, and Cosmetic Act) #
PHS Act ( Public Health Service Act ) - [iiflﬁ'ﬂﬁld‘g ‘—E‘[ﬂEﬁﬁ rs FI H 7537 [T ﬁ‘:g[ﬁ
% H Y[ GRAS (generally recognized as safe ) I/ {*/% FF[E J H[J;”rq

iﬁ

49



5.2.1 %Ft[lgl NEXCE 172

[~21 C.FR. Part 312 - Ry E = “’S‘E‘@E%%@E@‘Vj » JEALHEA Investigational New
Drug (IND) HI% » E 17 EIE[JFIF ’EIFIFE“FF[} CMC =¥F ~ ghpuBE =) (250 - FDA
FERASEAE D R o F g = ﬁﬁ',J/E—EQEP?F%‘EJr » FDA il 8yt g = 1
Bt B« 55 5T RS T RS0 IR IND -

SRy~ FE‘&.&E[\ ‘ge i 0 (&~ 21 C.F.R. §314.50 '/iﬂi Eﬁ”f[ﬁ '—1 IJ FFLH'% " gk
F[I%J(New Drug Application, NDA)! [ Fv i 1@ " 5 & Puigff|(# 21 C.FR. § 601.2 /4!
o fE HI% : biologics license application (BLA) » El Hlf FIEIJF'F A I ]

AN IR b 4t NS e Hl% , Hl% (~~21 C.FR. § 314.94 tH5" | F;F]BE;@%%HIF%
A4 | (Abbreviated New Drug Application, ANDA) -

T NDA 75 ANDA V5311 21 FDA R s o ghh o g
FH OB ﬁﬁiﬁWW’@WHﬁmﬁ#ﬂ FDA T ) B
FG VA B zﬁ;lf#)?}'j} FERE AL B *j;ﬁ_ij il N F’*I F?F]EJIJ
(quidance) » I B8 iyh [ B T 7 oM ?EJM’T"JL””“‘%@ Bl

Zﬁ‘lﬁi =24 PgPid 21 C.ER. Parts 210 == 2115 JF‘“ FEH B 4L"§J e > SEE
IGINEARAE Sl ﬁﬁaqi FVARRIH - iy 7 ;&7%‘(\&7‘5[[ FDA > = (MR8 V7
P FDA i gE ) PRI il L B RIE ) 7 168 -

PRI Ryt e ﬂ PhE SRR [ flﬁA% SEEPH =5 F 57
T34 FDA [V 3575 IFAR FDA K lﬁjﬁdﬁ'jﬁ [FIAE VR Ry T pé‘lﬁ'\iftpﬁ#ﬂ"@ =
SEE IS

:L

/qu

5.2.2 OTC (over-the-counter) monographs'”

OTC monographs £7iik GRAS&E '/if[[ftﬁ&[“%ﬁlﬁﬁ']l L5 F”Eﬁ U? 1ERY 554> OTC
monograph ¥ Hﬁt (*21 C.F.R. §10.30 fi’ {1 ° EJ%’E{E( citizen petition )ﬁ& (#21 C.F.R.
§ 330.14 1t Time and Extent Application (TEA) - H—“EJJ‘ » FDA i ol i iy T}E_Hﬂﬁ'%% YT
A U HAS ﬁ\i y911* OTC monograph -

ﬁ@“%%%ﬁl®A VIR A e - I Sk ARt o S
I RECH o H R R frEIE%'EﬁaI » $1## 21 C.F.R. Part 330 > FDA ﬁtﬂi’{‘?ﬁiﬁ
AR ?:t?%“&%’ﬂ: [/Ew]}’:zj’nonmonograph il lgﬁﬁlﬁéjzﬁ’ﬁ I/F"gr[“i”vr% NDA -

172 gee Reports, supra note 118, at 22-23.
13 See id. at 23.
50



5.2.3 e 3R A BeEPI A T

¥ FFDCA section512 » ghfrrs -1 - HI% . %‘éﬂl% new animal drug application
(NADA) ™ ﬁ'“F", 21 C.F.R. Part 514 1V giofe I'JEAE F1f &' (premarket approval, PMA ) »
NP PO AT ) Y R o PR |9 T 21 CRR. Part 211 e
RN 4L"§J ffJEm’FDA %’,l?j*’é@ﬁﬁﬂq’ﬂ ﬁﬁﬁlfg;ﬁi&’jﬁ[!@[%(drug formulation )= 7 »
IR < AR ] VW%JN%@WWﬁ%ﬁ$§‘QWO

5.2.4 @B 17

PRI FFDCA VAHIE - i ﬁ’:ﬁfl‘ﬂrﬁ b PR AV 5T [Iﬁ‘][]_,c,ﬁ“w s TG
siEG class |~ 10~ 11> S3Eg™ -

1. Class I devices
(R fE=5% (Class 1) I,@;ﬂ :L»;fé?"éj}f\“ﬂg&ﬁufréj S R ﬁrﬂ -
bR = 4 HreE (general controls) » [IU[1 - A2 ~ R ALGE AP A= AW T P ORTH ©

2. Class Il devices

FI Ve @555 (Class 1) [F4SEHEE > iy "Hfiﬁ T 1/ %[ > A~ FFDCA section 510(k)
I BEARECE i ST F F AT 5355 o PRI Ry P B TR F e " fif
%‘?%‘;[ﬁﬁliﬁiﬁ il @lﬁi ’Eﬁﬁ’@i’rﬁl [Fil gﬁ[‘ ”F'\@Tqr Gl A?Eﬁ;ﬁ’%{xiﬂu% (pre-clinical testing ) -
ey P B 7 R %@%‘ﬂw P AR o [
AN Ve

byt » [N FDA 2t F[ " Deciding When to Submit a 510(k) for a Change to an Existing
Device (K97-1) ; VR R » iy =1 b7y class | f5 class 1l Efedift - =7
E’f}’ﬁﬁﬁlfﬁ@ﬁm B10(K)H fify 5555 = PRI i 58 &g i (generic type of device) I -
TRBIETSE T8 P 1PV TR I RIS K il e
T -

3. Class 111 devices

et a5k (class 1) (s FERs ~ S8l et T RVl A ﬁl%g‘g;ﬁ ﬁ;fgygfj =
f 751 [ FT i Hl% ( premarket approval application, PMA ) FIEIJF,F_’EIE U
) H%%@J@ﬁwi“?ﬂﬁﬁ e @g@*%@ﬁﬁ%m\Fﬁw@@%
TREEREE S [ [?EFF# B {29055y ~ Rl JfF’FE’Fﬁf%W ﬁJFI » {#&21 C.F.R. Part 820

17 gee id. at 23-24.
175 gee id. at 24-25.
51



VAR e RSP T FE ) Quality System Regulation | [flf - Sy i T
(’éﬁﬁﬁlﬁﬁfa@ , (pre-approval manufacturing inspection ) » i ™ 4 %’EE%B:F” o
W FPE T EIORERT S fifd = 7 E PR A BRI fpshp A Bl
a%‘,pﬁfﬂ@ r TR HI%‘FF”?L &3 J(PMAsuppIement) "JE T FDA VA o BURSH -
I%’F“ @ SRR TS S R AR T L NI TR )
o e U Y FDA}HE,MC@;FW 1 ,JF[Iﬁ% PMA -
ﬁ.ﬁiﬁ‘ﬁﬁ%ﬁﬁﬁyﬁﬁg ﬁﬁﬁﬁﬁ%ﬂi FL {# Information Sheet Guidance for IRBs,
Clinical Investigators, and Sponsors, Significant Risk and Nonsignificant Risk Medical
Device Studies - i [ ] B 5] F}Eﬁ FL[ % - T significant risk devices ; = " nonsignificant
risk devices ;- =™ | I [FIRVAE ©
Significant risk devices - Y[ : @ﬁﬁ%ﬂ}ﬁ%g (cardiac pacemaker) » [ ﬁ’]ﬁly
F’%‘;[puﬁi’i A= ng}fﬁﬁaa ) ﬁ’¢|7f<~21 C.FR. § 812.20 V4t » My E 1| FDA f [l%?&
B8 FF A ZE& (investigational device exemption, IDE) » 74t » HIERER S E"lrﬁl
(Institutional Review Board, IRB ) "l A i F‘[ f gu’ﬂﬁﬁ%’gﬁ% ﬁ S AN
FDA 1% IDE & » B ok il F )=
Nonsignificant rlsk devices o [FJ[l + AR I E - (& 1 IRB AEA] T 2 “ﬁ“&a’%[\
R U FDAFNfji IDEAIE « B0 FDA # Ik RS  # 1 Risi IDE > 18] IRB
FH JTJIF[I%;{(}H@V H PR VR s :?@‘;}@“FHE NIRRT E T - R E
Fpiadi i Hy FDA -

525 ﬁﬂﬁj[@,ﬁﬁﬂ 53 176

[# FFDCA sections 201(s) == 409 » FDA *J#ir ﬁff[!,if et FE GRAS fiY ﬁﬁ
Ry {5y o [ Hf@?ﬁ FEH ] (intended use) g GRAS ~ Flsf| (pesticide) f5 7 5 e
ﬁ'& R LS VPR (substances ) » El}% M 15 3{ RIES ﬁff[},p SR ’F"FET FW{ ]
A1 PMA -

PI9E fiEf ;ﬁﬁ#ﬂf{l}?ﬁ'&? ﬁﬁ M= ’:'I’?g:flfjglﬁ%?_%*??}a" » FFDCA Section 409 - 21
C.FR. Parts 170 % 171 |~ {1 ; FDA HFEI%W%%E‘MHL R
B BGOSR ?j" I P S (TSI BRHIA L A B ’”E? i8]
ST RS e PR A = Iﬁffllﬂ‘ FDA A[Jp’ Nﬁ“ﬂ LT ALY PO “*If&
B [ f‘E‘LﬁkU?ﬁJJW‘?’JHWEﬁ* |

A== IAER Ll o] > FDAK 2 “:L =R PRIV IR » ¥ FDARIE T

176 gee id. at 25-26.
52



7+ J[/ﬁf&ﬂp}}ﬁrj SUE = R FDA B R RE sk = (R0 B9 21 CRR. Parts 170
9171 S 2 @ﬂrﬂ$@%¢Jﬁwwwﬁw

A (5 GRAS > S FDA 1 IR s i I 7] 175t 5
’Fﬁ?ﬁﬁ?’ﬁlﬁ FIFTEVI EIWFE'F-TJ—L 2 rBEEEYR] - FDA ' F° GRAS notice process fl1 > 41
ﬁ’ﬁlﬁ?ﬂ FDA P?ﬁ AN NG ;QFF”E[F*} GEZERA AR

5.2.6 1Sk IF A

FDA {# FFDCA sections 201(t) == 721 41 » il sk o] = (=10 IS Al »
%Fﬁ[& (e L L WA ST ’g‘tf LSRR > 1A FDA T regulation
listing [V A R R 3% - FDA K Fj rjﬁﬁg\i}‘g“jf flTo }Hﬁg\ﬁ_“Elp J§4 o TR
#%’FF%ﬁﬂmH%ﬂ#‘ﬁ¥#W 53 ?%w%ﬁWWWHEﬂEﬁﬁJ‘?Mﬁi
= RV DIVRCER] SO VRLEL By ey ) i 4B (postmarket batch
certification ) -

FFDCA section 721 == 21 C.F.R.Part 71 I%‘EJ FEHMT A 2 R IR s Sp
Wﬁfﬂ*&kfﬁé[?ﬁ%ﬁl%ﬁﬁffﬁ ERBe Ay H 3R FDA TR (P = ﬁl%% VAEG R
) UFP L SRR [ S S IR RTE  FDA R %lj\ﬁlf}ggug}% 9t » (%21 C.F.R.
Part 71 V41 » FDA |’ MF’%JEUI Jrfr? listing > %5 HHTHJE =3 %Upﬂwjp S = e ?Ejj;d

5.2.7 [*Fe ik "

[ i ESAET FEDCA sections 201(f) - H’E’ﬁ%éﬂﬁ*[/tﬁ 4> FDA f?ﬁr[ﬁ“}ip A
PO & i ?E‘?ﬁtﬁ A Jﬁiﬁ”ﬁﬁ A il Ty o P FDA LY LS E A
g* » Hy [# Section 601 == 602 " F! L@Tﬁ,ﬁ 5 F“@ Ff[}

5.2.8 F1ERR i 7

FHEIIR fil EBAI T 2L US.CL 320(M) > U EHE R ﬁ SN T RSN
DRV i £3589 8 1R I IND i > S0 SVE K flS5 £ #  BI

.

f

oL IR i AR -
- EIE“HFI ' FDA A ol iy :fg;;s«ggjﬂ i T Wiﬁé%ﬁiﬁﬂﬁ%ﬂ"@ﬁ'%ﬁg’ﬁwg

R GRS PR DI - BRIRG Y 03 A SRR (21 U.S.C.350(b) ) - i I
PR fif15 B ) 75 TR FDA R Ff[! ENNR ISR R Sh R A
AT A R 2 S R SRS FDA l/é;g\,%f Lo B T

17 See id. at 26-27.
178 See id. at 27-28.
179 See id. at 28.
53



b G AT [ ST i FOAKTZEN A ShE T o R
JELETRL (21U.8.C.342) Fyffiag (21U.S.C.343)

PR PR R T AL RS IR
[R5 PLAEREYR ) FDA 2 iﬁ‘ﬁ'wé’*ﬁ" °

5.3 FDA 2 (55 [ s B

SRR ST TG A R E RN SL N S i e e i
P55 P AL PR S A R FDA R 5o FLATIR TP T B
VP o R R P RS FDA - (T R FDAGRTE T ]
B Il IS ok L [N FDA VS B -

[P > POARSELEIVI T IR0 i TR TR oF il A o g
M2 K BT I T (R ﬁl]%}g [/—r[ﬁg%mo

= Fﬁ'ﬁﬁ A 5 5 PARURU > 2B P 52 o PPl ST Pt i A 5 354
BUMRRE ffy *e TEU R o A FUEDATR R (- "fEJlii > RIS
E&ﬁii@ﬁﬂ['lﬂ R I RLER B AT rﬁfﬂ"‘f‘ﬁf’%m'h FATEHI S YiRd 2
TR TRIS P VT T okl fy AR R B RO R

5.3.1 % fifh Tl 6
Lo el = of l’“‘ﬁ‘?ig??%%ﬁ?%ﬂ\ﬁﬂ °
2. FDA RIS J R B ER A LR - IR ARl R S b sk

PrEi Ff[} °
3. AR R T R L e L R PR i SRR L

532 T HHH
Lo R TR - AT A o (R ok A
2. B HEVRGII R BT e o PO IR A 1 g

f i AT AR FDARTHIAR RS i - BOFC 5o FLref BT PR e, 2
FIPEl: o FOARSEI IR o SRR [ 5 @by
IR A CELE VIR R RT3 SRR L

180 gee Qutlines, supra note 114.
181 See id.
182 See id.
54



5.4 = A BRI T REV IR

A A APRIES o PRIV N BERIRUET B - P R BRI TERTRL 1y 2000
WIS Z PR AT A o NI SRR R R S o R (R AL ’Eﬂﬂj@
[“H > IR AR

Fi [FIWF%J%?}%‘%% PR W FR e o RERELR S R AR
AR B DT PRI~ R0 ™ 15 R PR~ 5ok R - TR
KB i =~ TR ZEB R TR 9 S - T ISR - AP ffE'
Fﬁclﬁ?%ﬁ#l Y G F ok S S VIR o R i 2 R
R T A B i PR B T rﬁ]%s[ R I %ﬁ#lﬁ‘/lﬁl“ o
U/@lﬁ#[&@%&? I U ﬁkUJ PR Z/D ’Wﬁﬁ‘ (colloidal) £2L- 5 & c[J =
ok Rl e PNELZREER, - TR il DT FFDAL AGHE » R Rh I (T Ao 7 ﬁ
TR e P BT BRI FEPARTR BT i o I 1840
IR I ED - 395V S Rl 2 ﬁ%%ﬁl‘ﬁ“ R A= ﬁﬁﬂﬂfﬁf&& PRI 355 4
g S USRI (-

iL JEI’?F—EFJ'F Frapecba ] (5190 - B Bristol Implant Research Centrej/’gﬁzlﬁ[@'[iéﬁii? 2009
& 11 *| 7 Nature Nanotechnology V[~ 3§ty » il &1 o5 F A1H Jl:[l sh
MiFE (CoCr nanoparticles ) - [R5 A5 s * " JREse )5 (human fibroblast
cells ) » {1 {7y i 3 ATP (== Weufid] v IO Tr ) A5I1T T RIS 5 poty v
vElun[ DNA~ TFJ ) ;'f ﬂi\j%@%ﬁ J{Elﬁcfj‘ﬁd IFIJ%J o '_‘45&:‘&[3[}[1[:[ '?ﬂﬂj H{ [/H F[:L s (L; E_
CRETES S pen e S e L L S E SR RN T = 2
T I B AR ORI R BRI sl SRR 2
TR ffr BT o aebaetyy - eE Jﬁﬁﬁfgﬁjm o

ﬁﬁ'fﬁ'ﬁ%%‘*%ﬁ e B ER R = T I ‘I‘%ﬁ'%—%ﬁﬂﬁl (A RIEAT ~ SRR 1,
NIFEZRY 2 i f 2 W&kfw%fwgﬁﬁkﬂ';?@’ BIOE = oo il ™ AT~ il s~
t rﬁﬁ@a— (A R HIFIEE o F B A YIS HA I FF”}[E[JFA,IF

183 See Groups Challenge FDA on Nanotechnology Risks Consumers and Environmentalists Warn of Risks from
Current Uses of Unregulated Nanomaterials at First-Ever Agency Hearing, available at:
http://www.foe.org/groups-challenge-fda-nanotechnology-risks-consumers-and-environmentalists-warn-risks-cur
rent-uses-un (last visited Aug. 13, 2010).
184 See Use caution with colloidal silver, available at: http://foe.org/colloidal-silver (last visited Aug. 13, 2010).
185 See Nanoparticles can cause DNA damage across a cellular barrier, available at:
http://www.google.com.tw/dictionary?langpair=en%7Czh-TW&q=transmission&hl=zh-TW&aqg=f (last visited
Aug. 13, 2010).
186 see Nanotechnology in Personal Care Products, available at:
http://www.foe.org/healthy-people/nanotechnology-personal-care-products (last visited Aug. 13, 2010).
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187 See Groups Challenge FDA on Nanotechnology Risks Consumers and Environmentalists Warn of Risks from
Current Uses of Unregulated Nanomaterials at First-Ever Agency Hearing, available at:
http://www.foe.org/groups-challenge-fda-nanotechnology-risks-consumers-and-environmentalists-warn-risks-cur
rent-uses-un (last visited Aug. 13, 2010).
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189 Eee Emilee S. Preble, Preemptive Legislation in the European Union and the United States on the Topic of
Nanomedicine: Examining the Questions Raised by Smart Medical Technology, 7 IND. HEALTH L. REV. 397, 408
(2010).
190 See Reports, supra note 118, at 4. See also, UK NANOTECHNOLOGIES STRATEGY: SMALL
TECHNOLOGIES, GREAT OPPORTUNITIES 31 (2010), available at
http://www.bis.gov.uk/assets/BISPartners/GoScience/Docs/U/10-825-uk-nanotechnologies-strategy (last visited
May 9, 2011) [hereinafter Strategy].
91 Germany resists EU regulation for 'nanotechnology’ label for cosmetics,
http://www.nanowerk.com/news/newsid=13681.php (last visited May 3, 2010).
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198 See Nanolawreport, No Nano Regulation by FDA?,
http://www.nanolawreport.com/2007/07/articles/no-nano-regulation-by-fda, (last visited Feb. 17, 2009). Cited
from Monica, supra note 194, at § 5:31.

199 see Monica, supra note 194, at §5:31.

20 gee id. at 19.

201 gee George A. Kimbrell, Nanomaterial Consumer Products and FDA Regulation: Regulatory Challenges
and Necessary Amendments, 3 NANOTECH. L. & Bus. 329, 335 (2006).

2 See Transcripts, supra note 194, at 37-49.

See Reports, supra note 118, at 16.

204 See id. at 17.

205 See Monica, supra note 194, at § 5:37.

206 See Reports, supra note 118, at 13.
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29 See id. at 13.
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219 See Transcripts, supra note 194, at 5.
220 See id. at 250.
22 See Monica, supra note194, at § 5:11.
222 See Transcripts, supra note 194, at 241-47.
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225 See Cavers, supra note 123.
226 See John P. Griffin & Rashmi R Shah, History of Drug Regulation in the United Kingdom, in THE TEXTBOOK
OF PHARMACEUTICAL MEDICINE 457, 461 (John P. Griffin & John O’grady eds., 2006).
227 See id. at 461.
228 See id. at 462.
229 gee 'No data, no market' for nanotechnologies, MEPS say,
http://www.euractiv.com/en/science/data-market-nanotechnologies-meps/article-180893 (last visited May 6,
2011).
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20 see New Drug Application (NDA),
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedand Approved/Approval Appli
cations/NewDrugApplicationNDA/default.htm (last visited May 7, 2011).

21 See Czaban & Levitt, supra note 129, at 334.

2% See id. at 337-38.
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% (h) The newness of a drug may arise by reason (among other reasons) of:

(1) The newness for drug use of any substance which composes such drug, in whole or in part, whether it be an
active substance or a menstruum, excipient, carrier, coating, or other component. (2) The newness for a drug use
of a combination of two or more substances, none of which is a new drug. (3) The newness for drug use of the
proportion of a substance in a combination, even though such combination containing such substance in other
proportion is not a new drug. (4) The newness of use of such drug in diagnosing, curing, mitigating, treating, or
preventing a disease, or to affect a structure or function of the body, even though such drug is not a new drug
when used in another disease or to affect another structure or function of the body. (5) The newness of a dosage,
or method or duration of administration or application, or other condition of use prescribed, recommended, or
suggested in the labeling of such drug, even though such drug when used in other dosage, or other method or
duration of administration or application, or different condition, is not a new drug.
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2% See Griffin & Shah, supra note 226, at 462-63.
27 See id. at 457.
%8 See id.
39 See id. at 460.
0 See id.
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1 See id. at 464-65.

22 See id. at 464.

3 See Medicine & Medical Devices Regulation: What you need to know, available at:
http://www.mhra.gov.uk/Howweregulate/index.htm (last visited May 10, 2011).

244" gee Czaban & Levitt, supra note 129, at 340.

5 See 60 Fed. Reg. 39,180 (1995).
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246 gee Gilhooley, supra note 86, at 931.
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2005).
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%7 gee National Nutritional Food Association v. Mathews, 557 F.2d 325 (2nd Cir. 1977).
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262 See Griffin & Shah, supra note 226, at 483.
%63 See How we regulate medicines, http://www.mhra.gov.uk/Howweregulate/Medicines/index.htm (last visited
May 9, 2011).
264 2. Medicinal product:
(a) Any substance or combination of substances presented as having properties for treating or preventing disease
in human beings; or
(b) Any substance or combination of substances which may be used in or administered to human beings either
with a view to restoring, correcting or modifying physiological functions by exerting a pharmacological,
immunological or metabolic action, or to making a medical diagnosis.
265 3, Substance:
Any matter irrespective of origin which may be:
— human, e.g. human blood and human blood products;
— animal, e.g. micro-organisms, whole animals, parts of organs, animal secretions, toxins, extracts, blood
products;
— vegetable, e.g. micro-organisms, plants, parts of plants, vegetable secretions, extracts;
— chemical, e.g. elements, naturally occurring chemical materials and chemical products obtained by chemical
change or synthesis
266 See OLIVER CASTENDYK,E. J. DOMMERING & ALEXANDER SCHEUER, EUROPEAN MEDIA LAW 583 (2008).
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267 See APPELBE & WINGFIELD, supra note 249, at 2.
268 See CASTENDYK, DOMMERING & SCHEUER, supra note 266, at 585.
%9 See id. at 584-85.
270 See Borderline products,
http://www.mhra.gov.uk/Howweregulate/Medicines/Doesmyproductneedalicence/Borderlineproducts/index.htm
#11 (last visited May 10, 2011).
21 See APPELBE & WINGFIELD, supra note 249, at 16-17.
76



http://www.mhra.gov.uk/Howweregulate/Medicines/Doesmyproductneedalicence/Borderlineproducts/index.htm#l1�
http://www.mhra.gov.uk/Howweregulate/Medicines/Doesmyproductneedalicence/Borderlineproducts/index.htm#l1�

= AP R pOR 1T o SBHEE R IO IR ) R o - fERR
TrHET= ,Jjﬂgﬂ s HIIT J?'ﬁﬁtﬁ“ﬁﬂitﬂ'ﬁﬂ i 1&#1'5[{/1'“‘& ﬂlﬂjﬂlﬁ <527, Oy
TR RAERE 7 o AL B T ffoRL N ROV T <
6.4.4 | 5k

’i’*}f“fﬁ{%ﬂﬁ R %Ef‘bﬂ E-E N V%Fﬁ! pl EAMEEL FDA R @Fu;_@pﬁ@?ﬁﬁ

i ﬁﬁf‘bﬂ B ,qurr Iﬁgﬁ“‘%ﬁiﬁﬁi = FPIEE VR ’E’Jjﬁﬂ i

Ea i@«‘%i’lﬂllﬁi’i@ﬂ*@ ++ ( Medicines and Healthcare products Regulatory Agency;,

MHRA) " i AR £ = R OB 7 RIS, 2 B R TR -
PR 1 T 2 B o R S - TRDA BT 57% ghy B1I HRs
IR TR ORI 50 DY 69 A L0705 330 2

ﬁ«@*ﬂ - I'JE“TFDAE"“‘F*PEE}EFF#i [%ﬁ VEENE -0 F““*E‘ﬁ"” 3

Fh B *&H}Jj J[%E:'T P %%fﬁ! glJ[ T e J[I§F¢|u~ o

i BRIk B T e 98 E@F& Paﬂ 5T 4 BEE VAN T s |
FRISGHAERY - hye T © eS8 o [T PR il B T3 t R (- AR - ffF
S e - frr’“pf“rﬁ*m WA e F‘T?"l K B AP BT - 1Y
sy R ISR AR e (BEENEAT-20 {5 Fz’j’lt 3k ot Fﬁ} £, DAL REIS
Gl f‘ﬁiﬁﬂ‘?"gflﬁ NgE | (3615782 83 (5) VG < T B
’ﬁ”%ﬁ EF R 7FE'F7;J YA EIRIE ’riﬁEl —ﬁuﬂ‘Tu 5 S U

6.5 BT

WA B A 3 i e AR @‘@i’IE'J?‘iﬁ?%éﬁﬁgﬁfm GRS
Tl R o o BRSPS ok B i R R T T SRS A
]}J?@ﬂ FL I seE o

AR iR VE‘E“W%FH FHER Y & pJQ"E FFVIEGD Tl - 3
HERA LIV I P DR D 'Tﬂﬂiﬁkﬂp&éﬂﬁ BRI
A PHTIEE RETR i FFEIVIHEE B o [T SR {5 R TR e e 2y
PRI i AR R S %%ﬁ YRR
e B iR R STERMTSH TR LR e

272 See ABOOD, supra note 143, at 45.
3 See id.
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6.5.1 &5 (The Commercial Container Label )

%FEME%’JZ%EN ﬁ"?}izﬁf?? GEE R packer)ﬁ%’@ﬁﬁﬂ (distributor ) V ¢F== Byt~

Sl £78 ~ HS TR RIS TV £ - f@k}gﬁfgj A B BRI R
BV S EERS  [IR A ARERDERE (control number ) » BRI ﬁiﬁ'ﬁﬂ[ﬁ%* 274,
P TRk AR R 2 FI‘E‘“F‘%;’#}%‘ Al E R fEIHER

AV HEIH S Ry 2% 21 CER. §201.1 ~ §201.55 %7§201.100 /4t o ! yﬁ%g%gm
TREHE gl SRR TSR 0™, (Rx Only) fiy TR Fkfik 251

FAEERE IV 9gE ( Caution: Federal law prohibits dispensing without prescription ) -

6.5.2 (5§l (The Package Insert)

(e Aﬂf [@a%%ﬁﬂ%&:@guﬂ#@@@ CralBNIEE SEE e =RV
R SES ELﬁIET;J TR REE S EF%HEJI?E’TO
G Y BTV s s » SRR AN T 1 SR Vo e
i FDA %% 2000 # ] H;[;@??E[’ﬁ, o 2006 £ [ RS J%g#[@n R o %@ﬁufﬁﬁﬁ%
BT (TR PR p’ﬁ@fiﬁ%%ﬁﬁ 'Rt ﬁ%%ﬂ“%a%’
ﬁ&g@ﬁ’ﬁﬁﬁﬁﬁi@\?ﬂ@g lgj;g,g, il EIJFAI = f P wel (Boxed Warnings ) ~ S T/~ fjli = 43k
w@%@wﬁ@o
A B T A SRR AR 5 FDA T SRR " B
FEL (Black Box Warnlngs) I E T ”%?%F S TN F&Hﬁ BEREY ELTUﬁIFTJ%EI
?Wﬂi%WHEﬁo$%f’4ﬂ£@%%¥%FLu% R R - X
e R N R
AN %‘ﬁ)ﬁ B HA i [ v%ff, » {21 C.F.R. 8201.57 (c)(9) /& » RZET 7
PEBR BRI » YRGS P B 3t 20053 4B -
1. == A (Pregnancy Category A) :
%Fﬁ}[i"é J ey 1R AT 2 H Vﬁ[’éﬁ“’ A (well-controlled ) fiv * e 4 ZEkee™
Foo DR LB SE ’%F[EﬂJﬂﬁ @ r%?ﬂﬁ’;:gcwf PPTREREL s TR
HIA < PR e 1R ] i%ﬂ T DO PR B B o (PR PR R Y
At ﬁ¢ﬁﬁﬁ%@ﬂkﬁ?i“ww}¢ﬁ@“ﬂ6 I AT - B

Y.

2% See id. at 68.
2> See id.
2% pregnancy Category A. Studies in pregnant women have not shown that (name of drug) increases the risk of
fetal abnormalities if administered during the first (second, third, or all) trimester(s) of pregnancy. If this drug is
used during pregnancy, the possibility of fetal harm appears remote. Because studies cannot rule out the
possibility of harm, however, (name of drug) should be used during pregnancy only if clearly needed.
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2. 1§55 B (Pregnancy Category B) :
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AN IR e bl AR :#;w%ff:ﬁ RS D WP e (P 1R
B AR AR - IR B B B BT R B e
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IR > SR (NCCC (pEadifl) - [E N PR e 1 0P 4 B
R BT DY P L Pd’ﬁm't R AL T o o Sl AR
Ryl s! PR R * oo i E&a%#ﬁﬁlrﬁﬁa SRR AR
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3. 1=K C (Pregnancy Category C) :
FIBEA I 5! = T - PP R B E R - B
Tl e ‘I\%E@A&%ﬂyﬁgréﬁ?ﬁimpg SERRERRPT G < )ﬁg L= %? ﬁﬁ.‘ JE?%FW?F&
EIHE E'J%W@ﬂ Etuf RRRL S TEEERIENIC ¢ A S PP IXIFRIEN R AT BBB (HrE

FUPIRERE ) B 2 TR SR L R iﬁﬁ g 1
LR R SRR o A B T AT P BE R L) T E —\Efﬁa%ﬁ\ﬂjfgh

2" Reproduction studies have been performed in (kinds of animal(s)) at doses up to (x) times the human dose
and have revealed no evidence of impaired fertility or harm to the fetus due to (name of drug).
278 pregnancy Category B. Reproduction studies have been performed in (kind(s) of animal(s)) at doses up to (x)
times the human dose and have revealed no evidence of impaired fertility or harm to the fetus due to (hame of
drug). There are, however, no adequate and well-controlled studies in pregnant women. Because animal
reproduction studies are not always predictive of human response, this drug should be used during pregnancy
only if clearly needed.
2% pregnancy Category B. Reproduction studies in (kind(s) of animal(s)) have shown (describe findings) at (x)
times the human dose. Studies in pregnant women, however, have not shown that (name of drug) increases the
risk of abnormalities when administered during the first (second, third, or all) trimester(s) of pregnancy. Despite
the animal findings, it would appear that the possibility of fetal harm is remote, if the drug is used during
pregnancy. Nevertheless, because the studies in humans cannot rule out the possibility of harm, (name of drug)
should be used during pregnancy only if clearly needed.
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4. =1=XEH] D (Pregnancy Category D) :
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FE Ll 1 F{ E %ﬁﬁﬁﬁfﬂﬂ JEJE"V%?“@L i H12F ,(Warnings and Precautions )
chpﬂ JNEVEL TR e I%lEBE' ¢§%Fﬁ[l lﬁu [b_J Jﬁ ROV (SR 1 Ay 3 U e folas

H o 5@EF 1282 .

5. 1= =M E (Pregnancy Category E) :
TS PR I PR, & BB PR PR (R B A (TP [T
B E PR = J%Fﬁhﬁ& [k ) K %ﬁﬂf‘ﬂ it T &R I5E | (Contraindications )
P RRL TR 1R ¢%FF I}Hf 15 ’ﬂfl ¢%ﬁ7 S JE”%%”HIP&“
Y 1 o R I R S I%%“?I IS Ha— G e s R A
il BT R -

6.5.3 7] &

7K T T TR AR 2 R - BT ST R e
o eI IR T i DK A TR R S 2 R
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280 pregnancy Category C. (Name of drug) has been shown to be teratogenic (or to have an embryocidal effect
or other adverse effect) in (hame(s) of species) when given in doses (x) times the human dose. There are no
adequate and well-controlled studies in pregnant women. (Name of drug) should be used during pregnancy only
if the potential benefit justifies the potential risk to the fetus.
%81 pregnancy Category C. Animal reproduction studies have not been conducted with (name of drug). It is also
not known whether (name of drug) can cause fetal harm when administered to a pregnant woman or can affect
reproduction capacity. (Name of drug) should be given to a pregnant woman only if clearly needed.
282 (Name of drug) can cause fetal harm when administered to a pregnant woman. (Describe the human data and
any pertinent animal data.) If this drug is used during pregnancy, or if the patient becomes pregnant while taking
this drug, the patient should be ap-prised of the potential hazard to a fetus.
283 (Name of drug) may (can) cause fetal harm when administered to a pregnant woman. (Describe the human
data and any pertinent animal data.) (Name of drug) is contraindicated in women who are or may become
pregnant. If this drug is used during pregnancy, or if the patient becomes pregnant while taking this drug, the
patient should be apprised of the potential hazard to a fetus.
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%4 See Hall, supra note 291, at 82.
2% See Kristina J. Lauritsen & Thinh X. Nguyen, Combination Products Regulation at the FDA, 85 CLINICAL
PHARMACOLOGY & THERAPEUTICS 468, 468 (2009).
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27 See id.
2% See Sadrieh & Espandiari, supra note 68, at 342-43.
%9 () Combination product includes:
(1) A product comprised of two or more regulated components, i.e., drug/device, biologic/device, drug/biologic,
or drug/device/biologic, that are physically, chemically, or otherwise combined or mixed and produced as a
single entity; (2) Two or more separate products packaged together in a single package or as a unit and
comprised of drug and device products, device and biological products, or biological and drug products; (3) A
drug, device, or biological product packaged separately that according to its investigational plan or proposed
labeling is intended for use only with an approved individually specified drug, device, or biological product
where both are required to achieve the intended use, indication, or effect and where upon approval of the
proposed product the labeling of the approved product would need to be changed, e.g., to reflect a change in
intended use, dosage form, strength, route of administration, or significant change in dose; or (4) Any
investigational drug, device, or biological product packaged separately that according to its proposed labeling is
for use only with another individually specified investigational drug, device, or biological product where both
are required to achieve the intended use, indication, or effect.
300 gee Lauritsen & Nguyen, supra note 295, at 468.
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27 SRk A iR 83 0 F1 23
%28 See David G. Owen, Dangers in Prescription Drugs: Filling A private Law Gap in the Healthcare Debate,
42 CONN. L. REV. 733, 744-45 (2010).
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329 (1) One who sells any product in a defective condition unreasonably dangerous to the user or consumer or to

his property is subject to liability for physical harm thereby caused to the ultimate user or consumer, or to his

property, if

(a) the seller is engaged in the business of selling such a product, and

(b) it is expected to and does reach the user or consumer without substantial change in the condition in which it

is sold.

(2) The rule stated in Subsection (1) applies although

(a) the seller has exercised all possible care in the preparation and sale of his product, and

(b) the user or consumer has not bought the product from or entered into any contractual relation with the seller.

%30 See Restatement (Third) of Torts: Prod. Liab. § 6 cmt. b (1998).

31 B F ﬁfj;@ﬁfg 83> FI1 172«

%32 See D. Muster, The Ambiguous Nature of the Terms Hazard, Risk and Danger as Used by the Lay Public,

Technologists and Attorneys, in ENGINEERING, RISK, QUALITY AND THE LAw 23, 28 (H.P. Rossmanith ed. 1996).
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33 A product:...(b) is defective in design when the foreseeable risks of harm posed by the product could have
been reduced or avoided by the adoption of a reasonable alternative design by the seller or other distributor, or a
predecessor in the commercial chain of distribution, and the omission of the alternative design renders the
product not reasonably safe;...
%4 (c) A prescription drug or medical device is not reasonably safe due to defective design if the foreseeable
risks of harm posed by the drug or medical device are sufficiently great in relation to its foreseeable therapeutic
benefits that reasonable health-care providers, knowing of such foreseeable risks and therapeutic benefits, would
not prescribe the drug or medical device for any class of patients.
3% See Lars Noah, This is Your Products Liability Restatement on Drugs, 74 BROOK. L. REV. 839, 847 (2009).
336 See Restatement (Third) of Torts: Prod. Liab. § 6 cmt. f (1998).
337 See Restatement (Third) of Torts: Prod. Liab. § 6 cmt. b (1998).
338 NP e Tf’lﬁ’ﬂﬂ IE[FI R4 E@Fﬁlﬂ ﬁﬂlﬁé%’f#l 'E[ H I/T FIAs e
39 See Restatement (Third) of Torts: Prod. Liab. § 6 cmt. f (1998).
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340 see Brown v. Superior Court, 751 P.2d 470, 482 (Cal. 1988).
31 See Young v. Key Pharms., Inc., 922 P.2d 59, 64 (Wash. 1996).
%2 See Brown, 751 P.2d at 479.
3 See Restatement (Third) of Torts: Prod. Liab. § 6 cmt. f (1998).; See also, Young v. Key Pharms., Inc., 922
P.2d 59, 64 (Wash. 1996).
¥4 See Brown, 751 P.2d at 482.
5 See Grundberg v. Upjohn Co., 813 P.2d 89, 99 (Utah. 1991).
346 See Shifton, supra note 326, at 2370.
347 See Toner v. Lederle Labs., 732 P.2d 297, 306 (Idaho. 1987).
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