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. Creating a Target Product Profile for New Drug Products - NIH SEED Office,
https://seed.nih.gov/sites/default/files/2023-12/Creating-Target-Profile-
for-New-Drug-Products.pdf

. The Target Product Profile—Your Blueprint for Drug Development,
https://proedcomblog.com/2018/04/04/the-target-product-profile-
your-blueprint-for-drug-development/

. Guidance for Industry - Regulations.gov, https://downloads.regula-
tions.gov/FDA-2007-D-0256-0002/attachment _1.doc
. Draft Guidance for Industry and Review Staff on Target Product Profile-A

Strategic Development Process Tool; Availability - Federal Register,
https://www.federalregister.eov/documents/2007/03/30/E7-
5949/draft-guidance-for-industry-and-review-staff-on-target-product-

profile-a-strategic-development
. WHO target product profiles - World Health Organization (WHO),
https://www.who.int/observatories/global-observatory-on-health-re-

search-and-development/analyses-and-syntheses/target-product-pro-

file/who-target-product-profiles

. PAR-25-099: Planning for Product Development Strategy (R34 ..,
https://grants.nih.gov/grants/guide/pa-files/PAR-25-099.html

. TARGET PRODUCT PROFILE (TPP) PLAYBOOK | 1Day Sooner,
https://www.1ldaysooner.org/wp-content/uploads/2023/10/TPPPlay-
bookApril2023.pdf

11


https://seed.nih.gov/sites/default/files/2023-12/Creating-Target-Profile-for-New-Drug-Products.pdf
https://seed.nih.gov/sites/default/files/2023-12/Creating-Target-Profile-for-New-Drug-Products.pdf
https://proedcomblog.com/2018/04/04/the-target-product-profile-your-blueprint-for-drug-development/
https://proedcomblog.com/2018/04/04/the-target-product-profile-your-blueprint-for-drug-development/
https://downloads.regulations.gov/FDA-2007-D-0256-0002/attachment_1.doc
https://downloads.regulations.gov/FDA-2007-D-0256-0002/attachment_1.doc
https://www.federalregister.gov/documents/2007/03/30/E7-5949/draft-guidance-for-industry-and-review-staff-on-target-product-profile-a-strategic-development
https://www.federalregister.gov/documents/2007/03/30/E7-5949/draft-guidance-for-industry-and-review-staff-on-target-product-profile-a-strategic-development
https://www.federalregister.gov/documents/2007/03/30/E7-5949/draft-guidance-for-industry-and-review-staff-on-target-product-profile-a-strategic-development
https://www.who.int/observatories/global-observatory-on-health-research-and-development/analyses-and-syntheses/target-product-profile/who-target-product-profiles
https://www.who.int/observatories/global-observatory-on-health-research-and-development/analyses-and-syntheses/target-product-profile/who-target-product-profiles
https://www.who.int/observatories/global-observatory-on-health-research-and-development/analyses-and-syntheses/target-product-profile/who-target-product-profiles
https://grants.nih.gov/grants/guide/pa-files/PAR-25-099.html
https://www.1daysooner.org/wp-content/uploads/2023/10/TPPPlaybookApril2023.pdf
https://www.1daysooner.org/wp-content/uploads/2023/10/TPPPlaybookApril2023.pdf

MTFEs it f § 2 AFEFTH B
A ERFHFAFHES TR UFLTv . b5 %
ﬁ%&-}\/\»&l

-~ VEPF

AP E g AREFF R ERAE BT B FLEAT AT X - HEE S4
B4 )\%ﬁgf_nw*ﬁi@.{—? B A e mwﬁyﬁb‘ﬁ B A5 R
;Z ’ P\’:'FE‘}?‘?*..EL% W%@F} J{%BIJ’LIPE\'%?EE’E X v rr:HT’:}i]-—ﬂJﬁ‘
B AR ST B S S o EET S0

v EERER

()AFHEREABRIBRESEAABIML T ERE  FLFEAT LARTE
R R S e 2 e P AR SURISAIE 2 I E AL 1T

(= )R EAE

1. BJge @ Hgt %éu;?;”»*i‘aﬁc‘;gp 1B OB FUR s VR s TR
3‘%;@5;]1}% "H’L’;J]‘U%‘EIE'P ﬂﬁ&xﬂipﬁ]&f‘f_@]/\i e 0 LA
His A7V B2 pIATEL 4T~ RBI In R o

2. 'E‘.”’\-‘f%fffn‘3#ii+§)@”%“§?@¥'ﬁ”%f‘lf%"’{t‘—‘:iiéﬁ-‘/ﬁ‘rggi@‘#ﬁﬁ}ﬁf(
B~ TRR R AB R LRAPM AR LR 1T R A
AP ﬁﬁf@ifﬁﬁﬂ’uﬁﬁwﬁw'E?i*ﬁ#%ié
‘ﬁiﬁ—n% mf‘}}'}‘i»;'i)" ﬁ,% DET S PR IpR o

CHBEET AR TR

BEAEHDRY UF LTV RSP ERAREY D BATE .

T FEENIREHR

1y

1=

(= )% 5 RAR TR T o o FRATE 2 F AR o BRI RADIAS S
PRE ¥ &2 T ol - PRE T 53 &Y 8- 28 20 34 %7
Gr PREATEN 800 F A vad A RN EH TR
EPF ISR RS ATEN 1500 F oMk G AR R LT £ 2

2,
P
BN FFEFHUEE PEHZRPRREE > AT FAF T F A



Lead)R 5 » & & & i IS 2 5 sk licdp 2 38 34 P
iR ARSI RER A B N S 2Py 2 n";fgﬁfé‘#’ﬂ
é+ 1% (Candidate Selection) -

2. BRI T RGN EVTESIM C R GEEL HE A4
Y R F TR TR B E L e ey
RGBT &R 0 P AR P R R Mgy WRFEE  E
ot BTN F Bk

3. FHA4E 2 PRE ?*"?*%1;@’* el FERJIAFETIEP UYF ERD
ik o E AR R B AH 2 T R fl “ﬁ‘ai_ &(Classll)
b2 gt e &gﬁﬂﬂm R EE 2 e G A %R E(F T
&H"/?Jvéwgﬁ‘ﬁ)

4, %gﬁaﬁ T LA j_gff B AF IR P MY ERT R

F 2y ooz ARET M X L b e % = & (ClassIl)r t 1%5
ﬁ IR ESEBIOICT - FEFH L2 FF2MHFRE2Z &0
AP ARL R TSk (P)RIEKE st QMS B - ok B
B 2 RTE

(Z)PENGFHWEp L4 ET 2 1 p B o
I~ FHE2HEERRP

(C)ihadr A 114 30 20 p H AR A CHE )2 RS RCH
A A -2 P(HTFM)EZAEIEFT O (XREpH U FEE L E)o

(C)E B F2RFRY FUl o G U ER L pYRREFEHIRCF
e R )RR - S 20(FRFM)I AR -

( )'Li #/\xé’:@&ﬁ%i&ﬂ%w )y ¥ L‘f}ﬁ’}#}@%ﬁf\? ;ﬁ-»’? B ”%%’fﬁifﬁf’ﬁ
iR Na g S - 'qﬁéj‘g'ﬁpmg\'ﬁli ‘:’F i E o

a , v
Eilca

(B)2 23 223 BERTE »#73 LILo
A FRANZER

(-)FE >N HEFFF oL ER R P FAF AT AR K
%ﬁiﬁ’é’%ﬁ“ °

()F LEr g dPeodimam it R LI (7 MatR s acdy) ~ P R
AL TR B BRG] EF R A R T ERGL
APV EAFAHGFELI RN S EL 2T AR Y T 2
EMM N FFAARRE 2 EIBMZ R A E o

2



S HduadeAE
(< )+ § 73 ﬁ&@ﬁ“% M2 ARG M kAR R 2 AR M TR SR
GRABFE L AT 2 BAT L

CYE33d22h8% %Z&*—z—*zj—gé—‘ﬁ C A AR DY R
( ))J‘% ;}’i;/\ PEEEﬁPI!*JLf—r,_ ];_l—)@;’j} I[IJ/EH —;;‘ ;J.%;;KE\IO

(E)eFF i HFAHGEAETF A IARE &7 B L A F orrl 2 dn bR
— vq_j\g fﬂﬁxﬁi}:}?‘ﬁp\}#\ \iﬁ‘;}z ) » )‘Lé: EI FF —;—1;\-7‘ 14: %

(E)T;fi‘;% 35 F' s A EAH FH Y fd—g\@g =R M ;‘%‘;I.ﬁ’é‘l'%
A S Bﬁ%&
(- )BF ¢ 2 Fakyet Figi &kalF 7R

E-mail : chyliu@nstc.gov.tw
7% - 02-27377199
byt 106 r'/bﬁ’)‘-‘??v’f‘-":"ﬁ\ 2¥A106’§fi21’}1€.(ﬂ7f4§i7fﬂ}%@)

(C)ESAEE L FREME L R L FTREL
E-mail : cwchang@biip-dcc.org
o é : 02-26522677#57
Byt 115 S A ek RS Y B - BO130 & 99 51 C127 %

E)FHASE X FRERE L T 355502

E-mail : tlhuang@biip-mdcc.org
7 7% - 03-6588760#2091
Bouk D302 A Fh e A i%ﬁ?]?pi%ﬁ{i: R85 24

SRR RS BT
4R
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Drug Interactions
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Adverse Reactions
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Intellectual Property
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