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2. 2012 & 12 * - & @ % % Fy (GlaxoSmithKline » GSK) &
raxibacumab i & o * 3t 5 e o~ 14 & B g5 (inhalation
anthrax)
3.2013 # 3 * » B#E &L (Cangene Corps) s 3 % F+id %

(botulism antitoxin) > /5% ¢ &+ % /¢ & °

¥ - 3 #~ ¢ * (Expanded Access)( & f I -1 * » Compassionate
Use)

Y5 i WGSBS A (FDA)FRT - £ 5 2P 7
Tk 35k 0 & Jp % 8 BT 7 1 37# (Investigational New Drug > IND)
Y334 FDA Y 3 59 w2 4L (Federal law) % 4 > 2@ E 4 4
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S A>T REEES (Pandemic and All-Hazards

Preparedness Reauthorization Act)
#2013 & 3 ? i@ Fak (T > 3 R %2 % ”(Pandemic and

All-Hazards Preparedness Reauthorization Act » i - PAHPRA) » p
B PR G o FORPH IR B AGE hi 4 o B LA BT
2 o AR o gtk R BRS FDA frenfEflfrd =0 i3F FDA %7 ¥4
AW g

Authorization) » e & Jf R EFRF 4 pEA @ pLiE > TR R
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=

ST R F TR T R L

® "Expanded Access," #AFF A AF A hSHTAH205ET7 0 28 -
¥ Gaffney, "Regulatory Explainer: What You Need to Know About the Regulation of Ebola
Treatments." &t p # 2015 # 7 7 14 p -
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82 Goswami Rahulgiri Prajapati Vishal, Makvana Pratik, Badjatya Jitendra Kuma, "A Review on Drug
Approval Process for Us, Europe and India Review Article," International Journal of Drug Regulatory
Affairs, (2014). & isiF|fop # 2015 & 7 » 2 p -
8 “Investigational New Drug (Ind) Application," FDA U.S. Food and Drug Administration. #. % i T
pHp2015& 7% 14 p -
8 "Ind Applications for Clinical Treatment: Treatment of a Single Patient in Emergency Setting," FDA
U.S. Food and Drug Administration. {5/ p # 2015 & 7 * 14 p -
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BREACA NTELZ B o

pid%%IM)zdﬁ?ﬁ#,#mTwHUﬁwm%Wﬁﬁ&
oI PRy EErAE SRS B R Y G

- F 4 )ﬁi%’# ip Lin 42 (Procedure for Orphan Medicinal
Product Designation)

FAp %L~ fi s 2% (Orphan drug) » 2% Kis kR &S L
F %L i (rare diseases) s 4+ o 73] hF R g o Adp BB RS W
ER IR B AP~ o F ﬂ,yﬁa%b}% 4p Tin 42 (Orphan designation) -
A ARPREPIEF LA REF AL DR EE A S D o
FABL FBFDFALAFBRY - WNEFELL (EMA) fri Hha
S E L E L (FDA)H M 2B s (F24 4 %> > ¥ R 5 & o £+ 4
R R R ALRE RS PO SRR F
L % 4+ 3p i A2(Orphan designation){= & * ¥ 3j-(submit applications)
WAk BRI FAREE R R RS T RN R GG L G PR
g — 23] Y 3 FDA e EMA R € < 4 qe 3] end 53 foip i F°
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% = # [k JF & * (compassionate use)
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REA2ZHA P REERT FRERELR 0 AL TR S
ROBEEFF B SRR EARRE S LR AELERT] Fa ¢
G SEPEEET RAPAE D LR FRPF LAY
RELEFL - CRRHN R R BRI FEERAB S R
(Expanded Access > #w 3 % - )2 ARBEAREEE L 0 3T ERE R
oo RFES YA P ES L WHARKR T g 2 AR
2o 23 AETFAFRPN O FEEY R A BT RP DL E R

8 “Ebola," European Medicines Agency, (2014). %4 HEpH 2015870 25 ¢
8 “Ey Offers Benefits of 'Orphan’ Disease Status to Ebola Drugs,” Reuters, (2014). . {4 i# o
2015 & 7% 2p o
87 "Regulatory Approval of Treatment for Ebola Virus: A U.S. And European Perspective,” SITN
science in the news, (2014). & {2 Ffp 8 20152 7 7 2 p -
% “2 % (Compassionate Use) % &¥ 3" .~ < Fr FyaELf g v BT
#}2015& 7% 25p o
8 “Compassionate Use," European Medicines Agency. # 4 HFpH2015£77 2p -
% »|guideline on Compassionate Use of Medicinal Products, Pursuant to Article 83 of Regulation (Ec)
No 726/2004 ", (2007).% {5 i§| fr p #» 2015 2 6 * 16 P -
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- FARAYBIAERFAERNBR2LITERINL P
FRi%ied oAl
FrkiErF s SEP g A (Taiwan Food and Drug
Administration » TFDA) *+ 2012 & 2 " 2% 2. 1 5@ & F 55+ 2
FREAMBPICRRLATBFEAI G B AR T FAAR , (U7
B+~ AE)2RBERF > 2 & L4544 BB R (Federal
Regulation) *+ 2002 & 5 * #7437 2 & 4 > 2 Animal (Efficacy)
mmﬁiWQ&%W?W%(WMM*%%ﬁl”“wnﬂ“ﬁ%%
FRozdpil b PR B T2 2 RN TREF A AL
(Guidance for Industry: Animal Models- Essential Elements to Address
Efficacy Under the Animal Rule) ¥ % o izdg & L& > 30 F 512 & 7
TR R F] > # AR TRk Rk AR R 0 FlA K2R P TR
FORMFRPRBATTA S BT ARG EESRA R
4§ (Good Laboratory Practice > 12 = ff £ GLP) £ # 4 iF-3E 2
(Animal welfare Act) 4pM LT T » > F % T 2~
%#ﬁﬁ&%iiﬁ%ﬂiﬁﬂj’@”@%ﬁﬁﬂ
PR FRE A2 % i ERBEATER B &
AR R 2 AT L ATA B LR B Ar g 20 PO iR 1 16 g i e
FlradLpr i fofl T2 A WR%R2Z W A2 P ERGFESTHE
FEERIZ AR 10 ] AR B TR Y o
AREI RPN AR IREIEF RGPS RPEE 2 A
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FRh%¥ie, %448, RegMed, (2012). # i3 1Fp # 2015 & 7% 2 p -
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78 e Fi FUl % Ak E 4, (2012). Bfs /f%’jﬂ 015 & 7 %



AR RSB LARIFEFFEAMZR 7Y

B PR R T HIL T  R T p B ET  mE
foh e g T HFRF EE & 1

Al St
- Y FA L Rl R AR S B R TR AT

k27 & A 48 £ B (Ethnic Insensitive) » ¥ H #7135 | 2_ 3 T4 4
() "R RSB P B ELEA) DL A LT
HEFE LR F* #7 A2 PR 25 2T R arek

£ RAERAE 2 GHHE R F LB AL
Cla
A EHEST LG EIN RAERLE Y HE R DR

- RuHESERELEL TR FEY LT R R R
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* 23t F 3% (Cost-Benefit Analysis) # Fl> 11 i &7 % & 2

"FERAGE R AN AT HES L A%E " 2HARTHL, (2002). B iLHT R
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¥ - & R RB %A Strategic National Stockpile (SNS)

WEXP TG S AL ARRELS o SO E F A BT B
AR E AT B U %??f,.%;%iﬁtﬂﬁé Poig 30 % Tk o 1 & d
FDA ~ CDC (Centers for Disease Control and Prevention) % iz fi-i# 1‘# B

F g EH 0 17 4 B 7% &% & Strategic National Stockpile (SNS).*

96

Fo& ’*4"?5%&?1,%}%% FEAxAT B4
AP FEF Ay #FE P2k (Biomedical Advanced Research
and Development Authority: BARDA) # & % R i#F2d 2 o X PRIF3IN >
TS PR 2 %g,% T Mo S L M A g
BHRBLEDEG B AR EBEIE > UBRE E RFc AR F
BERLw? 2 B RS ZFEARPORBEZASFEH S
BARDA § At B4 B 2 5 B Hrehg &0 A T 0 g2 & A o
P T S PR 4
L 22 LEDRFRREFRHFET o0 BAP L LR B
SR N REE U EHM o URAR L AR R D E
4 2 % - Goal 1: An advanced development pipeline replete with

medical countermeasures and platforms to address unmet public

health needs > emphasizing innovation » flexibility > multi-purpose

205 & 7% 2p -
% "Strategic National Stockpile," 2 £ 7 7 4 d 75 12 4. b isH|FpH 2015& 77 2p o
% “Strategic National Stockpile (Sns),” CDC Centers for Disease Control and Prevention. # 14 i T
pHp2015 & 7% 2P o
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and broad spectrum application > and long-term sustainability.

2. FR T LG PRI 2 AIATOF R H R o Goal 20 A
capability base to provide enabling core services to medical

countermeasure innovators.

3 FMWUR AR ERLEE Bz B eniF g > v
HAR AL E RELATE P Pt AR el 2 F
#l % - Goal 3. Agile - robust and sustainable U.S. manufacturing

infrastructure capable of rapidly producing vaccines and other

biologics against pandemic influenza and other emerging threats.

4, a*ﬂ%‘rﬁiﬁsf}isﬁvz\i‘iﬁ I RAEDEREE N o Goal 4:
Responsive and nimble programs and capabilities to address novel

and emerging threats.

5%@@5%%%@4’uaawﬁé\+ LR e FR Y
Srhdlig 0 2 A gecrit R o¥ Goal 5: A ready capability to develop
manufacture and facilitate distribution of medical countermeasures

during public health emergencies.

P REROBEF AR BAF AEE (Priority Review Voucher)
2 A AT ik L AR P E A B % o (Neglected Tropical Disease
Priority Review Voucher) » & & @ & 4e #75p (£ M ARE) ~ R7 1B

Fos H QAR B FERIEE B LA FRAR (S

% "Barda Unveils Path Forward in the Barda Strategic Plan 2011-2016," Public Health Emergency. #
feHIfrp & 2015£77 29 o
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(Food and Drug Administration Amendments Act - FDAAA) % 1102 . »
F2 - BATEOR A F B AT ELF 2T F AR R E LS
w FDA ¢ éﬁ-iéﬂﬁfﬁﬁt&ﬁﬁaﬁ%ﬁvﬁa%&ﬁ%f36511'»2%5'@3@1E’ R
- fher) # 5 B4 % 4 & # (Priority Review Voucher) » ¥ -4 ¥ 12
F A {eirR A B R AR oY ‘;g—’ M 3&%5’2—;’)& fﬁ,i’g}ﬁﬁﬁ%
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W BEREYEAARE K FIRAAAZE 10 B2 2 o e hoig ¥
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FBALEF H O FOTERR il B RS R A RA 5

-3 BALE ABHEF (Priority review voucher scheme)
g AT R fedl Bk H 2 BN EAR 0 R SEY LA

% Alexander Gaffney, "Regulatory Explainer: Everything You Need to Know About Fda’s Priority
Review Vouchers," REGULATORY AFFAIRS PROFESSIONALS SOCIETY, (2015). &0 p &
2005 & 7% 2p -
% “Guidance for Industry Neglected Tropical Diseases of the Developing World: Developing Drugs for
Treatment or Prevention,” (2014). # {5 |fr p # 2015 & 6 * 16 p
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