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2) Ul= FDA A& == AH dA

<rl= FDA 214 =239 4342 2 AF4% 75 AW

O|= FDA 4l& =273

[

Al 2z} A 2] A 7Hs A|A

A2 2 319 F7tAtHElel M
O Oo0—O

A4t QU434 8714l

m

AMAEIMAIE QALY

11)

® Y 2E EZ(Fast Track)

o AA 8AF(A A= AA
W2E Ed A AHL LAV FH557F AR AE EEE AR S
alof 3o} A A F YAAZA AESAAE, F557F AAH AF F
EE ANA 84S AT F Ao &3 JAY S {sA F537F 21F
APR B o] Aol 2143k gty FDAE 84 7S ¥EE HAESIY g 2lefo]
T ASe YgTF n|FF 2 oF mgt AH 60 ol AdAE
321§

. AR QFA Y
A 2AAE ARAY AYA AEASG YAAY ABA WA =

A & Ao AH 8FZAE H=x dZANIAJAE= 5 A A&
& AS A F2 dEAZ INITIAL INVESTIGATIONAL NEW DRUG

o Z2B{7h AFHlo] H, HAQIHE KPS 2MANAY B F 3o A
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SUBMISSION’¢} 'REQUEST FOR FAST TRACK DESIGNATION™ =% 3#7]%tt}.
AEAEAZGA ®WAHA AEF %% 'REQUEST FOR FAST TRACK
DESIGNATION’ 2} %7]%.
A _AM = T2 FEE 7R

= X)) AAALS] PR AT, T4 AR, Wi, H2UT 7)A)

= BENFAZIA ] MEEI"EE A

= AIANEAGA AL A5 Sl HA

= AT BF AFEH, FHRAESHAA L 735 dnb, FEH)

o=
. 29100

- AR 23 A AAR
- FUE A% AsA OF 27
- Al olst T a1 A1e R 4% 2 (o, W7} BAs) PAIEel tig )
- iEEd 44 24 9% AT 2%

o YANIAAG A ARA BA A

Month XX, 201X
Food and Drug Administration

Center for Drug Evaluation and Research o -
Division of [Therapeutic Area] MEM =X £7]
Central Document Room

5901-B Ammendale Rd. y

Beltsville, MD 20705-1266

RE: INITIAL INVESTIGATIONAL NEW DRUG SUBMISSION’
REQUEST FOR FAST TRACK DESIGNATION
Dear Dr. [Division Director]:

Per 21 CFR 312.20, please find enclosed three copies of this initial application for a
Sponsor-Investigator IND. We propose to evaluate [Drug genqric name (Trade Name®)]
under this IND for safety and efficacy for the treatment of [disease or condition].

This submission also contains the initial study protocol [Study Number]| Protocol v. 1.0
entitled, “A Multi-center, Randomized, Placebo-Controlled, Double-Blind Study of the
Effects of [Drug] on [condition] in [disease].”

If you have any questions regarding this submission, please contact myself or Name of
Sub-Investigator or other contact at phone number or email address. Name of
Sub-Investigator or other contact can act on my behalf on any issue relating to this

Sincerely,
[Sponsor Name], MD
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Title
Institution
Phone number
Email address

cc: file
submitted in triplicate: Form FDA 1571

Initial Investigational New Dru Og Application
[Study Number] Protocol v. 1.0]

A28 7|7

FDAE H2EEH A 845 wod 234 He F 604 Ao

@ 34 9] oFE =) A (Breakthrough Therapy Deignation)

AH aRA AE AA
AU FEANY AL AFAT} MEE sof 541 AL % F <
T A4 AHNE ST 5 Ak O, A% B2o| QyHow &
W% sh ol slE ARWH mase 433 AdsE AL 4
I % Y= Y AY ARE Fud o]Fd LRYNE ASY + Yo
A% YL YA AHA F o FUPE FEATH
A4 Y T 3o Ao FAofokERHY AHE AL
olm] HAofOFEARL W FEo| dolo] THE A LZL HAHE AH
248 A9 Wxe e¥Ac AR Frt
A4 254 AP
AH LAAE QAANF AYA ANt AFANE AYH @A 25
AET 4 Yok AA LAAE Az YPAIAINY B AZT AL
Ao HE& UEARZ INITIAL INVESTIGATIONAL NEW DRUG
SUBMISSION’ 2} 'REQUEST FOR BREAKTHROUGH THERAPY
DESIGNATION' =5 ®r/@t. QAAEAYN WAA AT 4%
'REQUEST FOR BREAKTHROUGH THERAPY DESIGNATION’ #a1 #7]3%kc}.
AHag o Theel FRE FAB.
- mAO AR BEA B, F4, AASW, A, Aaws )R
- AANBAGAS HEEFEE A
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- WPAPAYA HAFY AT A 1A

[e)
O o

)
N

- AR a3 A AERE
- SleloREAY 84 9% AR 8o
- SACIORES] A9 AEH, FHRABIAAA ] A5 dnky, AE)

o ARAIAAYG A ARA BA A

Month XX, 201X
Food and Drug Administration

Center for Drug Evaluation and Research AMlFHM = =
Division of [Tl%erapeutic Area] UBM 2X[0f =7
Central Document Room

5901-B Ammendale Rd. 7

Beltsville, MD 20705-1266

RE:} INITIAL INVESTIGATIONAL NEW DRUG SUBMISSION
REQUEST FOR BREAKTHROUGH THERAPY DESIGNATION
Dear Dr. [Division Director]:

Per 21 CFR 312.20, please find enclosed three copies of this initial application for a
Sponsor-Investigator IND. We propose to evaluate [Drug Fenenc name (Trade Name®)]
under this IND for safety and efficacy for the treatment of [disease or condition].

This submission also contains the initial study protocol [Study Number]| Protocol v. 1.0
entitled, “A Multi-center, Randomized, Placebo-Controlled, Double-Blind Study of the
Effects of [Drug] on [condition] in [disease].”

If vou have any questions regarding this submission, please contact myself or Name of
Sub-Investigator or other contact at phone number or email address. Name of
Sub-Investigator or other contact can act on my behalf on any issue relating to this

Sincerely,

[Sponsor Name], MD
Title

Institution

Phone number

Email address

cc: file

submitted in triplicate: Form FDA 1571
Initial Investigational New Drug Application
[Study Number]| Protocol v. 1.0]

. 28 7|7
FDAE 8219 oFZ XA QA& vtod QA HEF T 609V 3Also)

_25_




@ $-4 4] AH(Priority Review)
e AAAR 8AHA AE ANA
A= F557F AA Al SAAAL AR SHAE ASTdH AR

NRA) 840] Qo= FFo] mek SHAANE AT & Ak SAAA
U4 A% A FDACIA Wzbet slo|=eiQlDg Fadth sty 4

EI

A%E AEste] 7t WR AHSHE AT T 2ok ALF AAd R
A ABHOR SANAL Tgo] Bk FDAE Yo RAXRE AZ
F2P AFAME SHAA AP 29S BA Qe

« AR 83X ZYEH
SAAA N 23AH BA O F& tEAZ REQUEST FOR PRIORITY
REVIEW DESIGNATION'E 7|31 &9 ARE x3Hsic)
= T AHALY] FGR AH, F4, AAH, AFgHE, HAHT A
= JAANIAYGM S HEGEIZHE F9)
» QFAFEAGA AT A T FA
n A GJFES] A FEH, T4
« AR 8F A AEAR
 SAAAL 84 AT AE Qo

2
olo

=
[¢)

(RBESHAAA S| 735 dubg, 3F7)

A

e A9 7|7
FDAE $444 A% 24¢ wow 23X ¥4 F 609w sjawd.

@ X144 AHAccelerated Approval)

A&AAE MEe] Ago] Baglom H7k A Bo] A ASAA AW RE
=g 4 gk

12) Expedited Programs for Serious Conditions-Drugs and Biologics based on information and data
available at the time the application is submitted to determine whether an appllication qualifies
for priority review designation.
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2. ¥4 EMA A& =39

[%*-;1 EMA]

0fl2| % 517t zZete A=
MAEC PRIME

H

A4 AL ] 8 37}
t

Accelerated Assessmen

SHEMAALS ZR B2
D) 43 EMAS A& == 73 A

I'

D A1&A AHAccelerated Assessment)
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o AEHAAE 2005 HAIZH X A dia AAZIZEE @S35 95k
=g o, 3N Z17E 7)E 210Y0lM 15092 ©= & 4 9ok

. ASAA e e g
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'07 '08 '10 11 12 13 14 15 '16 '17 '18 '19 '20

A=d ASAA AF d342013~202013)>

<AHED
o QFEF(Tolo|RAH)E A FEE A (antibody-drug  conjugate) 2 & -5-F-
e, ‘FF B #FHAA ourt A= Ae o sigstd # ¥
EMA A&AAL A S B9k
e 9] f%ek Slokel s W= FDA SASFE g 8 SHAAL 9ot
sl PMDA A717FHAl AAS wgkow, vl= FDA Hxzx  $AGFED
A, F5 NMEEE 43 34, AESYUFSTHIEELA 471 v s
(2019.12.20.)= AT}
* 78 EMA AIEAAL X[H(FEHe 2020.3), 0|= FDA MAALF X & (Faket
2019.10.17. £/ e+ 2020.10.27.), €2 PMDA AZ[7HA X & (9 e 2018.3.27.)
o FEUFAAME e B Aol dis) ASAA o2 *%(2021.6.14.)
e, AA AHre A8 A"sAY Tt doer JE AEH
tHl fFaEA el
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S8 EMA MBZMAL AL
FER X=X

o A & F
d=3) (ESt2EFE HE2HZH
AMEA CHO|O| M| At R

L

O|™M0]| & HER2 X|EE =TSl 5 7] O|dol B2 Fo 22 HA|
E7ts%t = TO|Md HER2 ¥ Qe 3kXto| X =

8% |54 mg/kg HYEO]

X
A pTPeTT
o
£0| - o
o |OI% FDA StICINE KT, LA X1
o
INES|
A||-g &5 BAo| AEON A 2|0|7} Y-S (Considered to be of major public health interest)
(=]
A
|

A | A Al g 2d 2L, T S0 3y YA ZifE HEez o
A | AA RIYE

HEA

AMAE | 557 MAHEMAA) B, 2H MFeH & A XE 0|8 (Pre-submission
W8 | meeting)2 HAHoE AH

.|
;'l’j; . ST} AN AR 7IZH EES: 2102 — 1502
35 | 98 EMA =AE 5{712021.1.18), O|= FDA =& 35{712019.12.20.),
28 | L2 PMDA =UE E7| $7H2020.3.25.)
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13) 78 EMA ZEt XE = X[F F2E 67, 00 HZIE[AALL 317t T S 214, 57t T &
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% EMA =2t X" Akl
I:I

O)2He AL BMZ El=F X|=X|
== =oojH|F
(&) (Polatuzumab vedotin)
AME A Roche Registration GmbH
o= | ZEBRHZOIMO| M| Y2 MEY Ee =89 O/2E AU BMZE
T | 2EE MOl XA HICHRAE 9 2|EA|YIO] HE o
ow |18 mg/kgll 8E 657| ¢ HLCIFAE & 2| SAITD &5 21€
°F |¢zHcz Y Y £of
X —
B =y HE
o TT
- Bl HoYE X (2018.4.16.), &l & A At(Accelerated
o o assessment)(2018.12.13.), =L 3|7} Conditional
= marketing approval)(2020.1.16.
=0 EMA g app ) )
Abgt - MFFolEE FIt BLHEZ 2E(Medicines under additional
monitoring)0| E=FE0| 7|x{sioF &t
o2 |- S42[2E K| (Breakthrough Therapy Designation)(2017.09.12.)
FDA |- M A AK(Priority Review)(2019.2.14.)
o |R-CHOPERHRE = Dj2ty 7T BME BES(DLBCH)Z e Ml Iy
NE | dol= gasta sixtel of 30-40%5 7] K=ol HSIK YAHLL 23
T | Mooz oy ojzzos meb
AEA|
N | LA b2 T B AN
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27} QI XHE: DCS49689(1/1b), GO27834(2), GO29044(1b)
Ald Hs 25
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i ® EAEFY HEEL 2|SAFE
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- PRIME multidisciplinary kick-off meeting: 2017.10.13

- PRIME Collaborative meeting with PRIME rapporteur and PRIME
coordinator: 2018.05.16

a8

ol
=

1’8(2017.04.26.)FE X|7(2017.06.22.)7tX| 40

g4l

8 9 13708 28 (S{7H2LXE 2020.1.16.)
X 0= < 678 282 (517F2 A} 2019.6.10.)

UN

| HApEoz AlY

-+
o

E E
= o

O] EudraLink

.
[

X gofl ch

zaty

il
0o

NK

AR
72t

st

ROFI
<d70

_34_




-f-.’- EMA =2t X8 At
OFA

0|2k 2Cf BMZ 2ZZE X| 2|

X8
of =t
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2 #%¥ EMA A&AA A4 @i
@ 4144 AHAccelerated Assessment)

« AR 8FA A& AA
AAAE F537F AA 2-3MEH ASAHALE AAH ST EMAE ASAAF A
AEAZ FHE Q8] AEHA A 6~THE Hol| AARAEE Aasta ok
NAA = dE Al FEAEAHE 2] 3] (Committee for Medicinal Products for Human
Use, CHMP) & E3A L FEZA ¥ H7F $19Y3](Pharmacovigilance Risk

Assessment Committee) %=+ A1A 285 93] (Committee for Advanced Therapies)2}

e AE7E AU WA =T & Aok AR FRe Ao AR,
% ARE e Lol AEUh

3% 849 oL YFT + U= A=
Aol Py, AW = A2 Pio] BN ANEE UFT & Y= AR
- oot BSE el U 2

- GJepEel Eah FAH, HEY RN L g P9 e
AA BESE, Je A% A B 21 A, L IPE
Wo2 @ ol B Yol o A

0(

&k

9
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7

—_—

o AR 23X ZAAEH
MAAE &AL Ok A5 E EMA AH]2 |23 (itps/fsernvicadesk ema.aropaeu
liira/servicedesk/customer/portal/23) 2 A E3l|oF Tt EMA AH|2 dl2d Hg Al
83 3 ‘A=A QH(pre-submission phase request)’ , ‘Al<E:Al AHaccelerated
assessment)” & X} = A€}
= T 7} AA AR AlE SAAKES 2
= AEAAL QAAKHEE 3, AEKAAL A A4 TroleglR] o
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o BMF7L AY A AF 8FA A

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Presubmission request Form

Request for a European Medicines Agency procedure prior to the submission of a marketing authorisation application or Article 58 Application

>
Jp
i}
>
rx
2

Complete for all types of Requests:
* This Request is fora : I (® Human Medicinal Productl ( 7

*Scope of Request: I Centralised Procedure-Accelerated review of MAA viI

*Date of Request

Pre submission Request Number:

(Provide if already allocated - mandatory if withdrawing the request)

EMA Product Number:
(Provide if already allocated)

*Intended submission date of Marketing Authorisation Application
or Art 58 Application:

ir products for human use: a date must be provided for an Intent to submit MA or Art 58 Application Request.
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. AEHA 2RA ANGIEAAL RFA B4 Tolmatel YR B

EUROPEAN MEDICINES AGENCY

SCIENC | MEDICINES HEALTH

Committee for Medicinal Products for Human Use (CHMP)
Committee for Advanced Therapies (CAT)

Text in purple: applicable for ATMPs only

Briefing Note and Recommendations on a Request for
Accelerated Assessment Pursuant to Article 14 (9) of
Regulation (EC) No 726/2004

Active substance(s): <active_substance>

EMA product number: <product_number>

REVISION: February 2021

Guidance text is in green italics. You may print a copy of this template
with the guidance text, then delete all guidance text except in the
comment’s boxes:

Bracketing convention: <text> - Text to be selected or deleted as
appropriate.

Do not change or delete the titles and the numbering style. Add “Not
applicable” if necessary.

Do not delete the comment boxes, nor its content including the guidance
text in green italics as this document will also be used by the
Rapporteurs for their assessment.
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@ Z7AE-3|7HConditional Marketing Authorization)

« AR 8HA AE AAE
Hu] 3|7} 212 A(marketing authorization application{-= 4>°l Z7AF In] 37}
LS FAStA A&
EMA= 2127 gl 37F 414 HA 713 AR E B3 FF A
A =0 RS dF7H.
EMAE 25 ) 571l 233t 208 s F59 44 A& AA AR =
1HE A& AR

AR 8HA ZAATH
AHAR= Ff) S)7) A A 248 7 2L V1A sk gtk

« 72 EMA 2H|0|X| 37} AEHM 7l0|HA(Pre—authorisation guidance, hitps:/www.ema.europa.eu
Jen/numan-regulatory/marketing—authorisation/pre—authorisation-guidance#2.-steps—prior-to-sub
mitting-the—application-section) & &St

. $% EMA Belssh AAA

EUROPEAN COMMISSION
HEALTH AND FOOD SAFETY DIRECTORATE-GENERAL

Health systems, medical products and innovation

eAF Version Number: 1.25.0.0

Revision 15

NOTICE TO APPLICANTS

Medicinal Products for Human Use

VOLUME 2B
Module 1.2: Administrative information
Application form

September 2021
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1. TYPE OF APPLICATION
Note: The following sections should be completed where appropriate.
1.1 THIS APPLICATION CONCERNS
(O1.1.1 A CENTRALISED PROCEDURE
(according to Regulation (EC) No 726/2004)
(01.1.2 A MUTUAL RECOGNITION PROCEDURE
(according to Article 28(2) of Directive 2001/83/EC)
(0 1.1.3 A DECENTRALISED PROCEDURE
(according to Article 28(3) of Directives 2001/83/EC)
(0 1.1.4 A NATIONAL PROCEDURE

1.2 ORPHAN MEDICINAL PRODUCT DESIGNATION
1.2.1 HAS ORPHAN DESIGNATION BEEN APPLIED FOR THIS MEDICINAL PRODUCT?

(O Yes (ONo

1.2.2 INFORMATION RELATING TO ORPHAN MARKET EXCLUSIVITY
Has any medicinal product been designated as an Orphan medicinal product for a condition relating to the indication

proposed in this application?

O Yes (O No

1.3 APPLICATION FOR A CHANGE TO EXISTING MARKETING AUTHORISATION LEADING
TO AN EXTENSION AS REFERRED TO IN ANNEX I OF REGULATIONS (EC) NO

<S>

1.4.7 O Article 10c informed consent application

Note: - Application for a medicinal product possessing the same qualitative and quantitative composition in terms of active substances and
the same pharmaceutical form of an authorised product where consent has been given by the existing marketing authorisation
holder to use their data in support of this application
- Complete administrative data should be provided with consent to pharmaceutical, preclinical and clinical data
- The authorised product and the informed consent application can have the same or different MAH

148 O Article 16a Traditional use registration for herbal medicinal product

Note: Complete application
Refer to Notice to Applicants, Volume 2A, Chapter 1

5 CONSIDERATION OF THIS APPLICATION REQUESTED UNDER THE FOLLOWING
ARTICLE DIRECTIVE 2001/83/EC OR REGULATION (EC) NO 726/20043

1.5.1 () Conditional Approval
Note: centralised procedure only according to Article 14(7) of Regulation (EC) No 726/2004 and Commission Regulation (EC) No 507/2006

.

1.5.2 O Exceptional Circumstances

Note: According to Article 22 of Directive 2001/83/EC and Article 14(8) of Regulation (EC) No 726/2004

1.5.3 [ ] Accelerated Review

Note: Centralised procedure only according to Article 14(9) of Regulation (EC) No 726/2004

1.54 O Article 10(1) of Directive 2001/83/EC / Article 14(11) of Regulation (EC) No 726/2004

(one year of market protection for a new indication)
1.5.5 O Article 10(5) of Directive 2001/83/EC (one year of data exclusivity for a new indication)

1.5.6 O Article 74(a) of Directive 2001/83/EC (one year of data exclusivity for a change in classification)
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Q@ =g} A =(PRlority MEdicines, PRIME)

AR 83A FHATHE
A= EMA ol Ale] 71 =) A= @7 4 H Al vpd s

skl A4 3o}

dob >
e o

ARZ2AE ‘28 AE FHE&S AT AAHA QA (Buropean Medicines
Agency Guidance for applicants seeking access to PRIME scheme)E #1138} EMA
oA F/AHE e "= AFE AAsd AE
(https://eudralink.ema.europa.eu E¥ prime@ema.euroa.eu) 3+t

» X219 A|EA Q7 A (Pre-submission request form - PRIMEXH-& 5>

» ZAASE 2] (Applicant’s justification template)(MSH = 3A 2 A &)

= T E(FFTLE AS)
EMAE= ZgdAlE A4 & 408 ool AAEAAE TRIT =z A=
A Ao] ¢kd 7§ Al4A AHAccelerated Assessment)s THE A &AIAL T2 7138
o] 88 = Ut} GEAEAEHYSICHMPE ZEHY A= A o] tjdte

4 13 589, F5E&7F 385 A=AE 7 5ol dsto IUiska Aok

3 EMA =gl AlEd 834

Pre-Submission Request Form O)
This request is for: | ® Human Medicinal Product
Date of Request: | @

Please be aware
This Is the first page of the application form. In order to view the complete application form, please respond to the
question on the eligibility to the centralised procedure, préess the confirm button and proceed with the selected scope.

Please note that in near future this form will contain further pre-submission request scopes, which are currently not
activated in this version.

Scope of Request: Human
@) PRIME
e : rocedure been confirmed? O Yes (DNo

i the confirm button to rendar sach of the above selected soopes
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3. ¢& PMDA A& =23

2= PMDA
SMAAL ARZ17H2 2| AR 29| 8%}
Priority Review SAKIGAKE Designation CEA
(Y2 PMDAMNK 2 B2 )

D 9 PMDA A& =23 A

® A717FA A3 (SAKIGAKE Designation)

N8>

AAAA AR hae ge 2o,
- (AmAL FAR) A8 JtEY g A FAGAD 2L Eo]

02 depEos AL OobE B FUHA FE AY ALYS AL

s of2

(A9 FUA) 4P AFsE A4 AgolAY, A&HA T4

A FA7} e AU UBhiz 2EAHQ a9 A8

(FEY AR 71E ARl AL, 7E

48 B2 RO qAHE A4S

AT A QBN P WA AR (EE RS TS BT}

si7aR)e] A= olok s, AAH H7HH AL 2

(ERHABAA 5 2ol AEHE AFol A= AS NG AFY NS

A6 AR5 sl AAL BY 5 AANY AY TP, =T AR

AN A&HOZ ABE F2A AFY. A Y T2 JBAH 94
&

g A 77 35, dENA 7d S8 Proof of Concept) V771 3
T
R

ABARTG AL - FEA 0]
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<AHED

AHEx(Tholo A AE 7 EMA A4 AU ol AsAAT,
Qute] MTE 95l YB PMDA A7 A AAZAE AN
UE PMDA A7I7HAE #9 EMA ke, w3 FDA A9 o%bE A4
FAT AEZ 5Y FZO) FAZBE AF ANE wl@str] siste] A
3t o,

U PMDA A7I7H7 AA ) HeEE 919, W FDA SAlejebE A4
4323 Y L ALt

ARN ABAR £ ARAY HWFF) L3O PMDA FolA B
AR 2 =EAR 5 8ok

thg Eo| A AR WE 9 W FDA HAKE AH A, AF
A AREA 5 o] AR,

oo
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A= PMDA ALZ|7HA| X|°d At
e A X=2H|

z2y A =5
(Fde) (ESt2EFE HE2HZH
AEAL CHO|O| | At
o ofetad ol TAE AN 27tset Tdd E£= TEY HER2-Zd 2|
H8E | (HER2-positive unresectable advanced or recurrent gastric cancer that
has progressed after cancer chemotherapy)!4)
2 |64 mg/kg HUE
X" | AM7I7HI X
S5 | * 3L WHEFE AFIZH HEel MY 29 7|20 A7 AIEEIJS
E0
Ja |01 FDA SHoloE X, SHMA R
ChEel AMR= AP|7HA X ot
o X|Z29| #AlM(Innovativeness of the treatment): EEIAEFEES a0I7t
HO| Gt =84 2™ (anti-human epidermal growth factor receptor
type 2 (HER2)) SH|7t AFS(RAMZOIM ME AFES REohk= A=At 2kekE)0f
AZAE FEOICE AIEXO Qs 7HHE ZE(ligation) 7|&S Sl B2
+o| == N0 22 = UA =IUACH
o ZEHO| FClf-d(Seriousness of disease): Ci4t A2t atAslstgH = R E
x| AHM=E7tstt Mdd HER2-Zd (R oF 15 %0 sihH2Z, Ol=
NS | M2 e¥se dzie "so|c
o 72 7§ (Substantial effectiveness): YLAUTUHM BEEXEY =8 E=
=

=L-d(intolerance)2 LIEILY = SHXIOAM =2 ESEA3 %)2 EAUCL
o K=l 7He S AM(Early development and application in Japan): 14 24
Y Zo0=2, MA MFFEXEA L2O|M 57t 218 MET Aol

(3T) 03 FDA SAIIGEXIY AR
Srist ol Kz U o o2 AIg JHsE KR ChH|
UMToZ Qo3 FIHASUA HF JjM0| ASE 0 XY

)
0x
ru
S

|
0
om
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A= PMDA ALZ|7HA| X|°d At
e A X=2H|
A5 EF(DS-8201)2| OHMM, LiYd Yl oH2sS Hotsle T 0 i
14 b0 2AH5H X|HE
SO X HAI™EOA A 24 THF
—

(Hl@) O= FDA SLIQUZEXIHE At 14 U A4 2440| ANE HIEC=Z X|IH

X MEAOIM HISTH 2785en 2dd BHaXtz § S7HE ARYE 7IXH6IAE

AHAl | (NN HEXIE) QA 14 AN EF K20 BHSOHR| s BRI Chatof

S =2 HIS S 43%2 OIS AtE K Z19)

A= (=2) XM E= XA HER2-UA 9/ SIXIO|A ZBX HISS HIS X|&
7|7k BRI AES MA MESS £0I8A 216

= -

NELEL

7|7F | X MZ17HA X[E2 X 2|7|t0] X[™EE|0] UX| %S

NP —

g | A7 RIE 2 MRE ZE PMDAO RESZ MHE

[ = |

AZ|17H X[Fe| SAEQl X &Eei2 ChE2at 2Tt

1) SMEH QI MEhPrioritized Consultation): A CH7| AlZF EHESRINE-170E)

XI5 2) JE ™ 2%+ A= (Substantial Pre-application Consultation)

s |3 MAF 7|2 s 1271 - 671

4) PMDA HEH Bl X|'S(Review partner): 5212 {Iot A Z2M|A0] Cist
et el g2 IR XFE

5) ATt = Q=X 52 = MM 7|12 HF S

14) QUS| EF PMDA AlAFE 11A{(2020.09)
15) €& Y B Xtz F L (https//www.mhlw.go,jp/stf/houdou/0000199468.html)

16) Trastuzumab deruxtecan(DS-8201a) in patients with advanced HER2-positive gastric cancer: a
dose-expension, phase 1 study, Lancet Oncol 2019; 20: 827-36
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2) 4 PMDA Al&AA A=}
D A AH(Priority Review, PR)
e AA 8AHA AE AA
FE537F AAHA AA S

o XA QA(A ALY
Heol ANHAHAE o FEES7F AHA vz [HE=x 74 o]f=
SAAALE 84 | olgta ZIAEE FAAA U AFEE S8 ARE
A X3l PMDAoY A &3ho).
S MAAL A oJerE o m AIFslH, PMDAYA g A A st AE7}e
oA =3 3 ZIAL-FTAHAMILWO| Rt olefkE A Al F-A|(Pharmaceutical
Evaluation Division)o| A+ ©] HIAE vlgto g QAAA AL AJEE AA
kAL, Al A2} PMDAe) FX| gt oJekFE AAL A= o] AHME FA}
21 E A AY3IN oo Bt 1S W=t
SXAAAL A AFL XA ZF A CA Y% $AF R HEH
S A A Zo] AlekoZ £AEH o]E FX )

(YE PMDA $AAA A A A

@ AH7171A A A (SAKIGAKE Designation)

e XA 83N AE AA
AAZAE I 13 = 283 AA AFI7H A 213 stk AR =
G A PDMAO] AHAGEE AT 4 Aok ABH AF2 A A A
EE OE I A kg oofE AATEF ANAHLF
FFRlol Al o)W Y(senku_iyakuhin@mhlw.go.jp) E= IHAE B3] A|&3ch A
Ae 4L AAZAE AH & E3A9 ovd == A2 AFgsie =F
ok ARG e 30804 INTRE APAT

rr

ol

« AR 83AM ZFYYH

17) A AE 2’ A 23| (Pharmaceutical Affairs and Food Sanitation Council, PAFSC)
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5 57 dAF MY

= AlO
M AE g MolE | B smesa
(Pharmaceutical Affairs and S|4l i
Food Sanitation council) | €-rrmees ﬂ?tii-.—ki

ARYE & 58 EAF0] e A ARYF gAY ol what AA
ARAKES T 2 3o ARGAPA HAFARE AST Fol HAGRE 17,
HE 21) 9 Az A2 g FAE $H AEIAY FH AEI
T4 7100-8916 HAETHREAXENE1 —2 -2
BEFBEER  HEHFERAEELFTEER
SEERHIE S mIEE RS 1 E 5T T
Mail : senku_iyakuhin@mhlw.go.jp
AZARZA AR A=
e 71 E=e Ay A AR
ojstd Fa Ao A AR
* el B4 5 oy Ayel B9 A=
* fAR olokEe] £, AR RO fF 5 9% Wl B A8
=4, oFg 28 Tl #3F ANF B4 AL
dF AE AE 43 e
dE 7 o= AT AY e
A AAoJoFEL R FE 8
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4. SEe) A&AA
D AESAA i 2 A
N8>
o SEUgte 20208 8EFE teo FHS AR &9t o, A&
Al AAL - 3 7)slal )t
- AEE A= A3 == U 3 XNEE FHIFHOZE = oE
(B AGE & MDA ALY GFEFS ETIIHOEA 7|E X EHO
IAY 7€ AEHEY FE23A FAAA 9n e MAE B HA$
- AEHHAEE =5 ZEE Y gia3@fgol @A4% $HEHE AEE
A S 23T 5 FFEAN A AE 71F SHIE A
T AEE BFHOE 3= YYFOoEAN 7|E XEH
Hol vl3] 28 g - 71A Fo] A AN=ZL AN
oefF EE 7| AEHED 84 SAA 9n e NS B

RTINS

o

<AHD

o FAFIRER=IOIRESAIDY HeTL2 Tl AL FE] BV
ZF4 21734 F-Z(plexiform neurofibroma)S 4 AAANFZ=
o Aol Aol X’ ol ‘AHE API}E A v TUT FE9
ARE o= 3t oFFOEA 7|E XEHo] glv B¢ o st
ALSAAL oz AAEHAH.
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A X8 A
S A=A

KI0
<0 OF
dr X0
= RO
<d

160

|
4

A1

Sa|Ltat

ZopA E 3 U7

3

—

-
o

k=24
=

23 (plexiform neurofibroma)

HZEN

-

A
(=}

Ob &HAfol X|=

| (CHEF 12A|Zt0FCH) 12| 25 mg/m?

2

T 1Y 2

4

3

AL CHA X]1%4(2020.10.22.)

+8(2021.6.17.), 2+=(2021.5.28)

| elE XY 0|=(2018.2.14.), §E(2018.7.31.), =(2020.7.23.)

E 5957l 0]=(2020.4.10.),

-
o

olo

(o]
HA

o] X|2HM|2M 7|EL| X&'

xS
=2

StALE SHiit

o
=i

o
F

O
MHE

X2

=2
—_

40 o}

>
=

Ab O RS A=A

F 1 (http://nedrug.mfds.go.knE

o
DR

EALE FAL

£

253

o
=

)

&H

Xy
A

X8
7|2k

Hf EH
od
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2 AR A
.« AR ARA AYPY 2 AEAE
AEAA T ook F AHAR0] WRF B2e) Ae [bE SN
AR AHAL B Aol AZAT OFE ASAA AF AHA AAEEL
rejeAEe] A& AGAH A DA (DL AN A LAY
om, AATUY B B BA 5 ASAA AR BAD A Ans} 52
Ho] glems P

0] ojoFE A&AAL A AHAE Te AAbEe) bt 7A@,

TR HWAS gl ZAsa, AEdoy ASAHANY dFl Bad
A7HA(, BAlel  adjuvan)E AHESeE ¢ EHoE A4
2. 28714
o EeaEIAE STk RS TIAsty, M= 71HQd Ae 8RR E
o=z A4
3. A=y
AFS 7148k, AEAAL Y Al ot Nz AP AF EHo= FA
4. A EeFINYZANEAT =3
O sigdgNA B3 ou7t s FEA Tl I 5 Ae odH IANEA=R
@ 7IEABA} e A5 7€ ARAES FE84 Ex A SN I3
guISle MAAE AT + Ue ARE 4 Lo|HE Fadth
5 2y Ae=
DA EE Al mEt A5aHRT} Z|dEHe A B S
6. 28 i A& FUA
- 57t FHtEA] Ge A AT JHeAol =2 AE e I3
7IeFdol A4 9Fe F= 28YS AYsie A=
7. 71EAEY A
Y E¥HSE X85 AL" 7E7tE gFZe) naAgEA 4 foHY F
VIEABY & Faste ARt
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s ENT 4

e ! ole| > | ¢ |7
WHE oEsE M@ w= SOE el

X|2 o= Q QoL | 0 | ©
MEEZYY F= zAHo| (jeM £ 22

w0 NZE s 92 zYHel o 2| O ololo| ol o
x| 2 ootz

A H7|Y MOHBIZHBA ) o x|x] % | = | »

g Tolokg AHAA ARAAAL &

E I-A |.0:| AIDSI

JFFEFHRA LT WNARTE

o O|UZETIYHA|AH I.jIH:'._l%’S-Tl(http://nedrug.mfds.go.kr)% ol =

1ood

o XN2[7[2k 30Y, =& g

« A=OIE Al 1A E%“I?J 30

Bk 5 23| A TS

@ MESHAXPE AFHEE

nd [ |
- AENE T \
(| S AP S A}
FZiE 2 2

@ MSHA oY xPY 4

REEMA 2 KNS AR

Xa|7|ek 30

* QA HE7t A2 Al
* AR O Al 22 9F
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3 ASAA A AR dF
o AEAAF A o]F 2021'd 9L7HA F 17FFC ity A&AAGOR
AAHYD A7) 9A0 2 =o HES AXFPon, 7Ey oy =

AsA2A Z2U9 X34 3 P 570] AAFHUT. H,

2|g87171(84l & 3&ol57|7)= FACNA ALstith
o 20213 9€ AZMA AEAA tid ez XFE ES vt 2T

Al

-

A4 B

pkek AL N8 ER XEYxt
S AR Q7|
1 | DWP16001 &CH S <F K 7&“&'%' = | 2020-10-22
=St 28t X
> | ag=nns sRopERpks | o ao 2o A 0001022
724 WY
S AlS M|k | o1
3 | ofoE|mAEtE FAM selagmiegiag | FEENINE | 20201110
= "
oo EOL EX Olg| 124 = Yo] = Bt Zet XI=K
4 | =Yy EOL|E8200E2| O3 FEAES omn Ay | 20201111
- N S AISF %7
5 | 2EMAE SN 246 K 7H‘:£1I£I'9r| = | 2021-01-04
6 | W7|2LHF960mg (2| 1EHIE) BREZ2 Zgd ol | 2021-01-04
Bt Zet X=X
k <l -02-
7 | E|EE[gHEZS (OfD|ErEHE o= oMl owmx Ay | 2021-02-25
8 | OtAE2tH|H|7} THE-19 Wil SEORERRHPKS | ZEE oY | 2021-03-02
9 | ROILIE[F (EX|LtH 2h st=Slo[RtAfE | ZEY oY | 2021-03-03
HEEZ&4022| 03,8022 13 N =Chsh &S X
10 E'" 'I_l H= = | [=] = | =] ol_l-%EE.IE‘I(% =) H;-_‘_E2 @‘" 2021-03-24
(2TH7LEIH) Y4
iHlE-19hﬂ|{ﬂ%+ﬂ¥ (Al'ﬁ_—T’_ELl'Hl' = [Xe:R=:] b
12 | BOLIRH[ S 198 AIZ= = AR} Z4gy o 2021-04-15
Stiiet Fet X|=A|
13 | FOMAEAE1208E 0™ (aE2ky) | SHI 2| oKH ou MM 2021-04-28
=Cish Zist X
14 | E2EHE WASFRIHEZY | Kewazzo | oSt P 6010430
FagMd
N » St Zet X|=A]
15 | ASHEF (ESARFE CISAHZH | S=LI00R Lt E o Aq 2021-06-14
a4
16 | GIEMF (AZELH =& SIROMERTRE | o o | 50010824
EHF ARFUHEE) of | ommmM -08-
5 Bt 2et X=X
17 | OHA[O]E b= HHE| 269 obFiM sy | 2021-09-02
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5 39 ZF FAZ|HE AEAAL aoF
M v|= FDA A& =

239

HAlo|otE X

s jAE E=4 M= AL MM A
= (Fast Track, FT) mw (Accdlerated Agrod, A | (Priority review, PR)
M Aof 7t ET | w 7|E X8 CHH| | « 55 Het X[ZA0| | « AE Z 671 O|LY
=) =ri3t 1 k|2 O REM IS CHOIO| CHE[E7 e PRl 242 =HE
=5 o[aHY O|SZ 3 U5 754 0| 7|8te 2 o|sty o
— 5 ° Ol o|ok= dF KT O AI74E
AL 98t ojok= U= OIE9| JH 0| 5&2 oidsk=
M AAp mHOY 2 AA AT =22 57t
Mz}
£ A7yt at MAL Alof JHof 2ot | m CHE|HZMHS = | = &7} HAF 7|2
BE 7153t 5P| M XE HS S oA ot =678 olu
2ot M= o] SlAKEE A Ha0 2AH35Ho 57} |H)
- 20
HMRE 2742 | =R =2
sl BAYT A
=2 2|78 (Rolling o= ME o=
Review) 7ts Ze|xtel X1 A
o
£% 2|7 (Rolling
Review)
AEot MAF "Xt
b et 7|Et
ZX| ®MS
CH &t Stiiet 22| X|zE Shio 2t dHS | 0 AHS oL | « BSOS A& X
Sist defo =, st Het SChgt Aot X=X B-FITh0 0] A

ostH DIEF192
siAStAL 7|E
K=ot o
F240| &9
M= K| Z2H
Shistn Wy
st HEH
X|2H =2 o|of x|
HE =20

Xz =Xo= ofH|
UM A1 - Z ol A
o oY ot
0N 7IE K|
2| che| &gt
70l U= 2lNE

2M AN QeKe
galEoR oz 7t
SotEy R}
7= XA e
ol| Rl TpMig

QUFSH OlofE

HEXZECL QF
Hd-gade g
o3t 7j4210| ¢
SE QofE

505A 2 X&dtof
T3 E Aofrh 4t
YA Zat 2
1ot 2Hsto] 2t
A WSk B2
SOste WS
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HE o=
SUAAL HIR ALt
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HUQIUE X|F

AE E M A 2 MAJA}
= (Fast Track _FIT) ( wroug Py (krdeaa_il Appod, AN (Priori-try review, PR)
' Designation, BTD) '
AbH e « I2 sig S » 228
K
IND & SA| £= | » INDQ SA| EE = NDA, BLA, 7|3{7}
mRCs 1oz ofEe| fud
BLA S NDA | = 24 QMARH E= Al 7RIS A
Afstzlo] F7HR| % 30| Hoj A (22 A
Mg g AR | ¥ A I N8 & 2ls
K JHER RFHLE | = LR AYUE sig oS o JHEA RYHE
EXS] 60 2 oL XY 60 & O|Lf XY FDA 60 & O|LY
olf 2% of 2% Xgoje 2%
» RMUAE=ECE
TRERS 3%
|25 BLANDA E&=
HiAR He 2
60 & OfLf
o & FDA HAHE Dt = FDA 2| X2t » CHE| B7HHS23) » HAPREE 10712
glolg S5to] d=H OMAES | F=FT AMEIH | @D)0IM ehE=E
et =58 ol AYARE 24 B0 E ARSSH o=
7ts - XY LYRIZZ 57}
(Z[2] GA|, Pre-IND (Al = =55
0g, 2% o4 YA Mz
Alg EA =2 ZUR2 2 A
SP71E <ol East = 57h
oHEY X2 He,
S RHSOILE MK
e 28 59
Chet =2f 5)
CHE =8 5 A n =4 FF A n ZU FF A e gls
Me | uapret QUAMPR) 7Hs | SUMAKPR) 7Hs
ST MK 7k
27 FD&C Act?5) 506(b) | = FD&C Act 506(a) | = FD&C Act 506(c) | = PDUFA28)(1992)
= (2012) (1992)

FDAMAZ6) Sec.112
(1997)

21 CFR part 312
subpart E

m FDASIA27) Sec902 | =

(2012)

FDASIA Sec.901
(2012)

21 CFR part 314,
subpart H

21 CFR part 601,
subpart E
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HAs £ s MEAA QMM
TE (Fast 1;«;_!:‘1') L — (krdeaa_il Agrod, Ay | (Priority review, PR)
' Designation, BID) '
7El0|£ = Expeditied Programs for Serious Conditions - Drugs and Biologics(2014)

18)

19)

20)

21)

22)

23)

24)

25)
26)
27)
28)

£2 2[R/ (Rolling Review) : TKX| LYAE XA2E LBH2E HNE6H0F otz SHHQ {7HMH
Aot e A4E 2EE2EEH HANCE MEY = UTE St= M. S7MIHEMI dE¥o=
StHSHA MEE7| K| HADFEO| EE|X| Qb= YEHAQl S7HAME A 2| 37t of 7]
ANZHE Y £ U= FHEO| UCL MZATE st 42, HMAAZE HAHIES FIHE E Z20
7-&5tLt.

(M 7IE X2Y0| gle 8% E&= (2 7I&E XzH0| JAs 82, (@) 7IE XZ2Yo| &S O/X|X|
Rote dZe gk HEjo] 2atE EO[AL, (b) 7IE K= RO HHSSHA| Y= BHAIS| o 2eh HEfO
BUME JHXAHY, (o) 7IE XNENA ALYt ALESHK| Xots il X=X BUHEHOE A
7b&stAHLY, d) 7IE X=X CiH| s =48 mStAL ot od=4zEtgol 7tsdE =Y
= UAL, () 7IFE X|=2H CjH| =8 =& 7i1H5t= 52 HO| U A ot HENE 74 MStALYL,
H 3= S 22 STEH B9 ENE a8 = Ues 4%

FDASIAS| Title VIIl, Generating Antibiotic Incentives now(GAIN)E ZCistT MHS st 2
2o XZHZE 2o=E QN AHES fIT SUFLL STIFH | 7o 2ot Z2O|CE GAINSHOA =
Aloko] o HEHO| HAIE 7|FE2 ZZFSICHH Qualified Infectious Disease Product(QIDP)E X|HE
£ UCH QIDPX|EE &2 MY2 MA2EEM X L Mt HEsict SHX| 2 QIDP=
0| 7to|E2}Q!(Expeditied Programs for Serious Conditions - Drugs and Biologics)2| |0 =gt
&|X| @f=Ct

o7|M Felot 7JfM2 1) fad 57t €%, 2 .
571 4) 2R SXECoAM 2HEHY 2 Rad Y95 €2 EZgihh F, e Had
HEE|l= o%E0| EMSt= 42 X[ES sk 3

7§47 0| H|mEZ[O]OF BHCY.

LMMAL HIR2 M= FD&C ActQ section524(a)(3) X section(a)@)0fl Mol=l EX o
Ol2 st ANt FD&C ActQ section529(a)(3)0l HolEl A0F 3| ZEEO|
517t AES Mofz|Ato] FOfEICt MMAL HERX QL B HE BE MNE E
A gz X|FECL

2| BotH+=E AL8Ste 49 BT MMM = o0 AdH 0|Y(benefit)yS KFdts AS YSdte=
S YW2[Ho|ME Oi2[HItH+E 75t BHH, MIZHAHAA)N A= HWe[Ho|ME 2| FItHT}
OfLIGEIE TEIHeE & I AME HAAZ 0|Fdte ARE HO|= Oi2[HIIHSE AL
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HZ 9 o8 EMA 337} A Ad A 9 FA(YE w3

o EUROPEAN MEDICINES AGENCY
SCIENCE MEMMCIMES HEALTH

Presubmission request Form
Request for 2 Enropean Medicines Agency procedure prior to fhe submission of 2 marketing swtherisation application or Article SSAppEuﬁnll

Complete for all tvpes of Requests;
* This Request is fora & ® Human Medicinal Product " Veterinary Medicinal Product
*Scope of Request: Centralised Procedure-Accelerated review of MAA El
*Date of Request 20 Sep 2021
Pre submission Request Number:

{Provide if already allocated - mandatory if withdrawing the request)

EMA Product Number:

{Provide if already allocated)

“Intended submission date of Marketing Authorisation Application
or Art 58 Application:

For prodacts for buman use: a date muss be provided for an Intent to submitr A or Art 58 Apphicanon Raquest.

Eor Eligibility to the Centrallsed Procedure Request (according to regulation (EC) No 726/2004)

* Proposad basis for eligibility® B

2’IfhisJ.isipl'm:iliﬁ1:t|1e eligibility basis for iman snd veterinary medicinal products. Choose the appropriate option.
*based on the Protocol on Ieland’ Morthen Ireland mciuded in the Withdrawal Agresment, special ammangements will appiy o the MNortem Ireland.
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RE 3 % EMA A&AA 954 24 slol=ael

EUROPEAN MEDICINES AGENCY

SCIENC MEDICINES HEALTH

Committee for Medicinal Products for Human Use (CHMP)
Committee for Advanced Therapies (CAT)

Text in purple: applicable for ATMPs only

Briefing Note and Recommendations on a Request for
Accelerated Assessment Pursuant to Article 14 (9) of
Regulation (EC) No 726/2004

Active substance(s): <active_substance>

EMA product number: <product_number>

REVISION: February 2021

Guidance text is in green italics. You may print a copy of this template
with the guidance text, then delete all guidance text except in the
comment’s boxes:

Bracketing convention: <text> - Text to be selected or deleted as
appropriate.

Do not change or delete the titles and the numbering style. Add “Not
applicable” if necessary.

Do not delete the comment boxes, nor its content including the guidance
text in green italics as this document will also be used by the Rapporteurs
for their assessment.
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General guidance

Purpose

The purpose of this document is for the applicant to request accelerated assessment, and the joint
Rapporteur and Co-rapporteur to summarise their comments and recommendations on the request.
The joint assessment of the Rapporteurs is to be circulated to CAT/CHMP in preparation of a
discussion and recommendation on a request for accelerated assessment.

Reminder about the legal basis

Recital 33 of Regulation (EC) No 726/2004 states that “in order to meet, in particular the legitimate
expectations of patients and to take account of the increasingly rapid progress of science and
therapies, accelerated assessment procedures should be set up, reserved for medicinal products of
major therapeutic interest, and procedures for obtaining temporary authorisations subject to certain
annually reviewable conditions”.

Article 14 (9) of Regulation (EC) No 726/2004, states that when an application is submitted for a
marketing authorisation in respect of medicinal products for human use which are of major interest
from the point of view of public health and in particular from the viewpoint of therapeutic innovation,
the applicant may request an accelerated assessment procedure. The request shall be duly
substantiated.

Relevant guidelines

Guideline on the scientific application and the practical arrangements necessary to implement the procedure for
accelerated assessment pursuant to Article 14(9) of Regulation (EC) No 726/2004.
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http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/03/WC500202629.pdff
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1. Timetable for the assessment of the accelerated assessment request ===

2. Tentative timetable for the marketing authorisation evaluation under accelerated
assessment
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. Description of unmet medical need
. Fulfilment of unmet medical need

. Conclusion on major public health interest and major therapeutic innovation -
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7. Strength of evidence to support accelerated assessment
8
9

. Committee Recommendation
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® Administrative information

For applicants: Please complete relevant sections based on available
information at the time of the request.

Applicant Name:
Applicant’s contact person:

<CHMP or CAT> Rapporteur:

<CHMP or CAT> Rapporteur’s contact

person:

CHMP Coordinator of Rapporteur:
<CHMP or CAT>Co-rapporteur:

<CAT> Co-rapporteur’s contact person:

CHMP coordinator of Co-Rapporteur:
EMA Product Lead:

EMA Procedure Assistant:

<APPLICANT>

<name>
Tel.: <telephone>
Email: <email>

<name>

<name>
Tel.: <phone>
Email: <email>

<name>

<name>
Tel.: <phone>
Email: <email>

<name>
Tel.: <phone>
Email: <email>

<name>
Tel.: <phone>
Email: <email>

® Product background information

Proposed invented name of the
medicinal product:

<PRODUCT>

INN (or common name) of the
active substance:

<common name> or <INN>

EMA product number:

<product number>

Proposed indication(s):

<therapeutic indication>

Strength(s)/pharmaceutical form(s):

<pharmaceutical form> <strength>

Intended submission date (the
planned submission timing should be
respected):

<date>

Proposed legal basis of the
application according to Directive
2001/83/EC, as amended:

<proposed eligibility>

ATMP

Yes/No

Under PRIME scheme:

Yes/No

Orphan designation:

Yes (<based> / <not based> on claim of significant
benefit over existing therapies) / No

Waiver for paediatric development
granted based on lack of significant
therapeutic benefit:

Yes / No

Note: If such waiver covers part of the
paediatric population in the target
condition, please indicate ‘yes’.
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1. Timetable for the assessment of the accelerated assessment request

Note: Applicant to select the relevant TT for ATMP vs non-ATMP and delete the other one.

Timetable for the assessment of the accelerated assessment request for non-ATMPs

Deadline for Start date CHMP Rapporteurs Comments from CHMP | Updated CHMP CHMP conclusion
Submission Joint briefing note Rapporteurs Joint
briefing note

https://www.ema.europa.cu/documents/other/timetable-accelerated-assessment-request-initial-marketing-authorisation-applications en.pdf

<Note to the applicant (non-ATMP):

Accelerated assessment reduces the maximum timeframe for review of an application for marketing authorisation to 150 days. Any procedure lasting
longer than 150 days (excluding clock-stops) will not be considered “accelerated assessment”.

The assessment of the MAA under Accelerated assessment is split in 3 phases: 90/30/30 days.

At Day 90 a List of Questions is adopted with 1-month clock-stop for provision of responses set as default. The 2nd & 3rd phase are two consecutives
cycles of 30 days giving an opportunity to reach an opinion at Day 120, or to adopt a List of Outstanding Issues (with no clock-stop for provision of
responses) in order to reach the opinion at Day 150. The last 30 days cycle should be ideally reserved for non-major objections such as PI and RMP
finalisation.

The procedure may not be able to remain under the accelerated assessment (AA) timetable if a longer clock stop is requested. Other reasons for a
need to revert back to standard timelines may include the need for GMP or GCP inspection becoming apparent during the assessment or identifications
of major objections that cannot be handled in an accelerated timetable.

A decision on accelerated assessment is taken without prejudice to the CHMP opinion (positive or negative) on the granting of a marketing
authorisation and any ancillary claims and, where applicable, to the COMP opinion (positive or negative) on the maintenance of the orphan designation.
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>Timetable for the assessment of the accelerated assessment request for ATMPs

Deadline for Start date CAT Rapporteurs Comments from CAT Updated CHMP CAT conclusion CHMP conclusion
Submission Joint briefing note and CHMP Rapporteurs Joint

] briefing note ]

https://www.ema.europa.eu/en/documents/other/timetable-accelerated-assessment-request-initial-marketing-authorisations-atmp en.pdf

<Note to the Applicant (ATMP):
The request for accelerated assessment will be reviewed by the CAT before endorsement by CHMP.

Accelerated assessment reduces the maximum timeframe for review of an application for marketing authorisation to 150 days. Any procedure lasting
longer than 150 days (excluding clock-stops) will not be considered “accelerated assessment”.

For Advanced Therapy Medicinal Products, the assessment of the MAA under AA remains as 120 + 30 days due to:
e Expected complexity in the scientific and regulatory evaluation of these novel types of products;
¢ Evaluation complexity by having three Committees involved (CAT, CHMP and PRAC);
*« Need for additional consultation in some cases (like with GMO competent authorities or notified bodies).

Therefore, at Day 120 a List of Questions is adopted for provision of responses. Due to the complexity of these products, up to 3 months clock-stop
after the adoption of the LoQ can be allowed. The procedure will not be able to remain under the accelerated assessment timetable if a longer clock
stop is requested. Other reasons for a need to revert back to standard timelines may include the need for GMP or GCP inspection becoming apparent
during the assessment or identification of major objections that cannot be handled in an accelerated timetable.

A decision on accelerated assessment is taken without prejudice to the CAT/CHMP opinion (positive or negative) on the granting of a marketing
authorisation and any ancillary claims and, where applicable, to the COMP opinion (positive or negative) on the maintenance of the orphan
designation.>

_70_
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2. Tentative timetable for the marketing authorisation evaluation under accelerated assessment

Note: Applicant to select the relevant TT for ATMP vs non-ATMP and delete the other one.

Tentative timetable for the MA evaluation under accelerated assessment for non-ATMPs

Early draft | Peer Draft LoQ | List of Opinion
LOQ (for i Questions

Peer

n review
tele-confer
ence)

Submissio

Tentative timetable for the assessment of the responses to the List of Questions (LoQ) under accelerated assessment

Deadline for Restart CHMP and PRAC Comments from Updated CHMP and | List of Outstanding | Opinion
Submission KakpaoArlge)urs Joint PRAC and CHMP ;‘I\!R{\C Rapporteurs | Issues (LoOI)

Tentative timetable for the assessment of the responses the to List of Outstanding issues (LoOI) under accelerated assessment

Deadline for Restart CHMP and PRAC Comments from PRAC | Updated CHMP and Opinion
Submission IéaAr;%orteurs Joint AR and CHMP PRAC Rapporteurs JAR

https://www.ema.europa.euw/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment en.pdf
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Tentative timetable for the MA evaluation under accelerated assessment for ATMPs

Tentative timetable for the assessment of the responses to the List of Questions (LoQ) under accelerated assessment

https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables en.pdf
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3. Submission of the request

The applicant <APPLICANT NAME> submitted on <date> a request for accelerated assessment
pursuant to Article 14 (9) of Regulation (EC) No 726/2004, for an application for marketing
authorisation to the Agency for <PRODUCT>, for <therapeutic_indication>.

4. Background information concerming the medicinal product

Summary of applicant’s position:

Description of the medicinal product

Provide a brief description of the medicinal product, and include the
reqgulatory status of the product.

Rationale for use in proposed indication(s)

Outline the main features of the disease/target condition and the
rationale for the use of the medicinal product in the proposed
indication(s), based on the mechanism(s) of action of the product.

Note:

Applicants are reminded that in the case where more than one indication
is applied for in a single application, the likelihood that accelerated
assessment can be granted and/or maintained are reduced if not all
indications fulfil the AA criteria. In such case, it is particularly
important that the dossier for all indications is sufficiently mature and
suitable for an accelerated assessment and this should be discussed in
Section 7.

Note: Section for Rapporteurs. Applicants should not modify/delete
guidance text.

Comments on the applicant’s position, if applicable:

5. Description of unmet medical need

Unmet medical needs mean a condition for which there exists no satisfactory method of diagnosis,
prevention or treatment in the Union or, even if such a method exists, in relation to which, the
medicinal product concerned will be of major therapeutic advantage to those affected.

Summary of applicant’s position:

Describe the unmet medical need for each proposed indication using as
much as possible epidemiological data about the disease and outcomes
(e.g. life expectancy, symptoms and duration, health-related quality of
life). The claims should be substantiated with data from published
literature, registries or healthcare databases. If relevant, the unmet
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need should be described separately for different indications or
subpopulations.

Summary of applicant’s position:

Epidemiology

The purpose of this section is to describe the disease burden, which is
related to the unmet medical need. Summarise the epidemiology of the
disease (e.g. incidence, 1life expectancy, symptoms and duration,
health-related quality of l1ife). The description should be as specific as
possible to the therapeutic indication proposed above rather than the
entire condition.

Note: High-level textbook introductions to a therapeutic area should be
avoided. For instance, if the therapeutic indication is for the treatment
of adult patients with relapsed and refractory multiple myeloma who have
received at least two prior treatment regimens, there is no need to
describe the epidemiology of multiple myeloma in great detail, but the
discussion should mainly focus on the specific clinical setting.

Existing methods

Describe all available diagnostic (if applicable), prevention and
treatment options/standard of care (SOC) for each indication, including
all relevant treatment modalities, e.g. medicinal products used in
clinical practice (whether approved or not), devices, surgery, and
radiotherapy should be included, as relevant in this discussion.

The most Important effects and limitations of available treatments
should be described. Consider unmet need in different subgroups of the
target population, 1if <relevant based on the 1intended patient
population(s).

Conclusions on unmet medical needs

Discuss how the unmet medical need highlighted above is fulfilled or not
by the available methods (if any). This should include a discussion on
the limitations of the current options/standard of care discussed under
existing methods that the proposed product aims to address. Quantify the
unmet medical needs based on medical or epidemiological data.

Section for Rapporteurs. Applicants should not modify/delete guidance
text.

Assessment of applicant’s justification:
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Note: ‘unmet medical needs’ should be understood as a condition for
which there exists no satisfactory method of diagnosis, prevention or
treatment authorised in the EU or, even if such a method exists, in
relation to which, the medicinal product concerned will be of major
therapeutic advantage to those affected.

Points to address and comment for each indication:

Evaluate the applicant’s description of available methods; is the
description of available methods accurate? Does it include all
available methods (not just medicinal products)?

Evaluate the epidemiological data and justifications provided to
quantify the unmet medical need in the claimed indication. Has the
unmet need been adequately described in epidemiological terms in the
target patient population? Are important differences in the
subpopulations (if claimed by the applicant) well described?

Conclude and quantify the unmet need (e.g., expected 5-year survival of
50%, compared to 90% for a comparable healthy population, despite
available treatments), as much as possible. In principle however, if
there is an identifiable population or subpopulation for whom an unmet
need can be described, then this would be sufficient to establish an
unmet need.

If there are available methods, identify the limitations that the
proposed product aims to address.

6. Fulfiiment of unmet medical need

Summary of applicant’s position:

In this section, the applicant should discuss how the medicinal product
addresses to a significant extent the unmet medical need.

Describe for each indication how and to what extent the product is
expected or assumed to fulfil the unmet need. This should be based on
available data that should be summarised here using data from the main
studies focusing on the observed effects and their clinical relevance in
terms of primary endpoint, key secondary endpoints together with a
summary of the safety profile. Importance of the observed effects of the
product should be discussed, as well as the expected added value of the
product and impact on medical practice in comparison to existing
treatments (if any). Added value over existing methods would normally be
based on meaningful improvement of efficacy and/or safety and/or in
exceptional cases, major improvements to patient care (e.g. allows
ambulatory vs. hospital treatment only) using robust evidence. Discuss
also how the overall B/R balance compares with that of current methods.

Consider in the argumentation any previous COMP conclusions on

(expected) significant benefit or absence thereof, and PDCO conclusions
on (expected) absence of significant therapeutic benefit if that has been
the basis for a paediatric development waiver.

Assessment of applicant’s justification:
Evaluate the claims made by the applicant for each indication.

Assess how the product is expected or assumed to fulfil the unmet needs
identified in section 5. This should be based on the observed effects
of the product and how robust and important these are judged to be
(e.g., effect on overall survival, undisputed clinical relevance of the
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endpoint) as well as methodological considerations. Claims on benefits
and risks can be based on traditional efficacy and safety endpoints or
other health outcomes (e.g., patient-reported outcomes). Consider if
the chosen endpoints are adequate to support the claim in the proposed
condition. Consider if the magnitude of the effects brings a
substantial improvement compared to available methods. Consider also
whether the effect size and follow-up are sufficient to support
robustness of data and duration of the effect.

At this stage, the effects will be based on reasonable assumptions and
high-level summary results, taking into account plausible applicant’s
claims or abridged reports pending in-depth analysis of benefits and
risks based on assessment of clinical study reports.

Note that a new mechanism of action does not per se constitute a major
therapeutic advantage.

The major therapeutic advantage over existing methods could be based on
improved efficacy and/or safety and/or a major improvement to patient
care, but in any case, should not be at the expense of an unfavourable
overall B/R balance versus other existing therapies.

7. Strength of evidence to support accelerated assessment

Summary of applicant’s position:

Describe the strength of evidence to be 1included 1in the planned
application, to substantiate that available data will allow conducting
and maintaining accelerated assessment (potentially leading to an
earlier marketing authorisation and addressing of the unmet needs).
While the main evidence on the potential of the product to address unmet
medical need is presented in section 6. , this section should focus on
general suitability of the planned data package for an accelerated
assessment. Specifically discuss robustness and completeness of data
package on quality, non-clinical and clinical aspects (where applicable
for each indication), taking into account the planned authorisation type
(standard MA vs. conditional MA vs. MA under exceptional circumstances).
Describe the number and types of main clinical studies, sample size,
design and key results. Discuss any identified limitations of the
dossier, covering quality, non-clinical and clinical aspects.
Serious/treatment emerging adverse events should be summarised.

For conditional MA or MA under exceptional circumstances where the
benefit of immediate availability of the medicine outweighs the risk of
less comprehensive data than normally required, please discuss how the
benefit-risk balance can be established based on available data. Reflect
whether additional data may become available for submission during the
review and discuss the importance of those data with regard to the
assessment of B/R; to that end, applicants are reminded that at the time
of the initial filing, the dossier needs to be mature including all
relevant data that is needed to support an assessment of benefit: risk in
the connect of a marketing authorisation, including any justification
for extrapolation beyond the population studied in clinical trials.

If the development programme has been previously agreed via CHMP
Scientific Advice/Protocol Assistance, this should be summarised here,
in particular when the extent of the data required for a particular
claim/indication has been discussed. Discuss any deviations from
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scientific advice and other advice received (e.g. in PRIME discussions or
pre-submission meetings) .

Note: Section for Rapporteurs. Applicants should not modify/delete
guidance text.

Assessment of applicant’s justification:

Assess the completeness of the planned dossier, taking into account the
intended authorisation type. The suitability of the dossier for
accelerated assessment needs to be estimated. Are the data planned to
be submitted (e.g., number and types of studies) sufficient, in
principle, for conducting the assessment or are there obvious gaps in
the dossier that would make several rounds of assessment likely? Have
any important gaps been identified in the quality data of the planned
submission that may impact eligibility to accelerated assessment?

Would the planned data package (including sample size, design of
studies) in general allow drawing conclusions on safety and efficacy of
the product in the proposed indication(s)?

For example, if the only data presented are in terms of non-parallel
controlled studies (e.g., single-arm study with historical controls),
can the effects of the product be determined compared with the current
standard of care? Do the studies appear in principle large enough for a
convincing quantification of efficacy and safety? If not, are the
claimed effects so compelling that potential methodological issues can
be overcome?

Any issues identified with the proposed dossier can be flagged;
however, it is not expected to conduct a pre-assessment of the
benefit-risk balance or other outcomes of the MAA assessment (e.g.
pre-assessment of fulfilment of CMA criteria).

Note that the need to do an in-depth assessment of the clinical trial
data should not in principle constitute a reason for rejection but
concerns should be flagged in this section.

8. Conclusion on major public health interest and major
therapeutic innovation

The assessment should conclude on whether the request for an accelerated
assessment has been duly substantiated, and if the medicinal product is
of major interest from the point of view of public health.

Note: Section for Rapporteurs. Applicants should not modify/delete
guidance text.

Assessment of applicant’s justification:

Main reasons for the conclusion should be re-summarised in this section.
In principle, if an unmet need does not exist or cannot be adequately
quantified ((Section 5. ), if the potential to address the unmet need 1is
not supported (Section 6. ), or if the claimed effects are minor or not
plausible based on the data available, this would lead to a rejection of
the request.

e Has the request been duly substantiated?

e Be explicit as much as possible as of why or why not this product
constitutes a “major interest from the point of view of public health
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and in particular from the viewpoint of therapeutic innovation”;
useful concepts include the expected impact on medical practice,
change in the natural history of the disease, therapeutic advantage
compared to available treatments, survival benefit or other important
benefit, improvement in safety, clinical relevance of the effect, very
convincingly positive balance of benefits and risks. A new mechanism
of action or a technical innovation per se may not necessarily
represent a valid arqument for justifying major interest from the
point of view of public health. Justify this based on the conclusions
from the previous sections.

Ability to review the data within the procedural time (e.g. due to

complexity of the data) alone should not be a reason for rejection.
However, a premature or incomplete application without sufficient
quality, safety and efficacy data at the time of submission or for
which there are concerns about the strength of evidence can be a
reason for rejection if it is clear from the information available
than an accelerated assessment cannot be conducted unless a specific
plan for a conditional marketing authorisation has been laid out.

[ ]

In case of several indications, if at least one indication is

considered to fulfil the criteria for major interest from the point of
view of public health, the entire application is to be considered to
fulfil the criteria, unless for any other indication(s) the
application is incompatible with accelerated assessment and unlikely
to lead to an earlier authorisation (e.g. due to incomplete available
data) .

Is the assessment consistent with PRIME eligibility?

To be granted PRIME, a medicine has to show its potential to benefit
patients with unmet medical need. Developers of a medicine that
benefitted from PRIME can expect to be eligible for accelerated
assessment at the time of application for a marketing authorisation.
Should the AA be denied for a product eligible to PRIME, the change in
its potential to benefit patients with unmet medical need since
granting of the PRIME eligibility should be explained using relevant
information from previous sections (e.g. availability of new
treatment options, limitations in the strength of evidence).

When provided by the applicant, ensure that the assessment 1is

consistent with previous COMP conclusions on (expected) significant
benefit or absence thereof, and PDCO conclusions on (expected) absence
of significant therapeutic benefit if that has been the basis for a
paediatric development waiver or justify the rationale for any
deviation.

9.

Committee Recommendation

Note: for Rapporteurs use. Not for applicants to complete.

Based on the assessment of the request provided by the applicant and the CHMP guideline on the
procedure for accelerated assessment pursuant to Article 14 (9) of Regulation (EC) no 726/2004, it
is <not> recommended to grant the accelerated assessment procedure pursuant to Article 14 (9)
of Regulation (EC) No 726/2004 for <PRODUCT>.
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1. TYPE OF APPLICATION
Note: The following sections should be completed where appropriate,
1.1 THIS APPLICATION CONCERNS
{D1.1.1 A CENTRALISED PROCEDURE
{according to Regulation {EC) No 726/2004)
(1,12 A MUTUAL RECOGNITION PROCEDURE
(according to Article 28(2) of Directive 2001/83/EC)
() 1.1.3 A DECENTRALISED PROCEDURE
{according to Article 28(3) of Directives 2001/83/EC)
() 1.1.4 A NATIONAL PROCEDURE

1.2 ORPHAN MEDICINAL PRODUCT DESIGNATION
1.2,1 HAS ORPHAN DESIGNATION BEEN APPLIED FOR THIS MEDICINAL PRODUCT?

() Yes (D No

12,2 INFORMATION RELATING TO ORPHAN MARKET EXCLUSIVITY
Has any medicinal product been designated as an Orphan medicinal product for a condition relating to the indication

proposed in this application?
Oves (D)Mo

1.3 APPLICATION FOR A CHANGE TO EXISTING MARKETING AUTHORISATION LEADING
TO AN EXTENSION AS REFERRED TO IN ANNEX I OF REGULATIONS (EC) NO
1234/2008, OR ANY NATIONAL LEGISLATION , WHERE APPLICABLE?

O‘fes {complete sections below and also complete 1.4 + 1.6} () No {complete section 1.4 + 1.6)

1.4 APPLICATION IS SUBMITTED IN ACCORDANCE WITH THE FOLLOWING ARTICLE IN
DIRECTIVE 2001/83/EC?

Wobe: Saction to be compieted for any spplication, including applications referred b in section 1.3
For further detaile, refer o Notice of Applicants, Volume 24, Chapber 1
infarmation on active substance status (new/known) should be provided in section 2.1.2

1.4.1 (O Article B{3) application, (i.e dossier with administrative, quality, pre-clinical and clinical data®)
1.4.2 [] Article 10(1) generic application

1.4.3 [ Aride 10(3) hybrid application

1.4.4 () Article 10(4) similar biclogical application

1.4.5 () Atide 10a well-established use application

Nate: For further details, refier ko Notice to Applicants, Volume 24, Chapter 1.
Por extansions of biblagragphicsl applications, eross rafierences can only be made bo pre-ciinical and clinical dats

1.4.6 () Aide 10b fixed combination application

fate: Wmmmmmmwm pre-clinical and clinical data on the combination anly; for further details refer to

Natice of Applicants, Volume
rmmuwmhmwmmmmmmmmammmwm

147 () Article 10c informed consent application

Note: - Applicabion for 8 medicinal product possessing the same gualitabive and guantitative compasition in berms of sctive substances and
the same pharmacsutical frm of an authorised product whers consent has been given by the sxisting markebing authorisabian
holder bo use their data in support of this
- Complate administrative data should be provided with consant ko pharmaceutical, preclinizal and clinical dats
- The sutharised product and the informed consent application can have the same or different MAH

1.4.8 () Atide 16a Traditional use registration for herbal medicinal product

Nate: Complete application .
Rualur Lo Nstion tadoovicunle iaiuowe 1 Chester

1.5 CONSIDERATION OF THIS APPLICATION REQUESTED UNDER THE FOLLOWING
ARTICLE DIRECTIVE 2001/83/EC OR REGULATION (EC) NO 726/2004*

1.5.1 () Conditional Approval
Note: centralised procadure only sccording bo Articke 14(7) of Ragulation (EC) No 728/2004 and Commission Ragulation (EC) No S07/2008
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BZ 5 §9 EMA =& A&d 834

Pre-Submission Request Form ®

This request is for: |© Human Medicinal Product J

Date of Request: [ ] (D

Please be aware
This is the first page of the application form. In order to view the complete application form, please respond to the
question on the eligibility to the centralised procedure, press the confirm button and proceed with the selected scope.

Please note that in near future this form will contain further pre-submission request scopes, which are currently not
activated in this version.

Scope of Request: Human

Has eligibility to the centralised procedure been confirmed? OYes (ONo

Press the confirm button to render each of the above selected scopes.
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AAZE AA AHE AT = o, ol 3d ek §rte Fel
st

A FLA AARE AAbe FEA Bokddl tiaiA A8H FAAAS
AoJerE AR 5 AE Z2I3F HPst FFHL A

® 22u1~ = ZA E(Project Orbis)

00{

eENx ZRAEE FAEY Z2aPo 2 FAd dis) FA FA71B3E
A5AE 9 AA AAE FHFE BFHSE 33 . ol FDA 37t &
B} 27} A7 Rl 243 ARE AEste] @ASNA Bt w2A oFES

29)

30)

Oncology Center of Excellence : Joe Biden ®£&YO| 154 X &S LFEE J/ZEHE
'National Cancer Moonshot Initiative'2| Y22 MZ2 & X229 7| FXa & "%Oﬂ CHot
SYRZE Qo g8 M. AFEE IIZZHEN M 2[AF-HO||AF 2|7 7|7 A It
Aot dMARZE g8t AFE=ES T UNYRES 275N OlF T AY. MER2 &

el /g 57 & & 852 52 XN

ME 7|2 (1) S8 K| 20| H|al T AOFO| ALTHSE BFAO| YS HOE HO|AL 3—.+_29.t%
(BTD), AIZHXKFT), SMAAKPR) S 0|0 X[™HE A%z IA_ ISy, @ AAEAet
OCE(On o ogy Center of Excellence)?t £7|0] ZHAs A|YMA O AR, (3) WIET} &H iAo

7t & (overall survival, progression free survival &)
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A Y3tarzt npE Y.

o] ZRAES X WA A#E, "F FDA, iyttt Health Canada, &3
TGA(Therapeutic Goods Administration)= 7] E 5 THKeytruda, &% A B3}
AH] vHLenvima, A £ Avtel D] BE AW S FTTAASEA  19.9€ FA
71kt FdAl AAZE AAMRTOR)S H 7R Z3DAAIDE o] 283t
TAZ1 B LS BEES X Yste] ExHG 5709 wMEA 7SR =3
219 HY &€ T A5 AEstE of2EZAU 7S] B 18] A(Tagrisso,
AEE eAHEY)7 L2H2 Z2AES T3 AF F 4duted I=
olefkF F RARAF TAFMHRANA & 7HE AT

M WAEEAAG D2IHL FDAY K07t A BH UAE dEel sIvd Badlo) wx

A2 S8 MNEH2R HEY + A/ St= ZRIMOILE Ol 2=ZMNZF AL Al 2% B7t0|
UBolo] 289 A 2GS SUAITIL, MY By 5 AEYFT 22 Azt BES {8l M

| AL,
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2. W3 FDA 414 Z21d 24 A%
1) 3|2E E(Fast Track)

O J2E EZ A A}
HAE E" AL 20179HE 2020871K] Z7)sls FAoly, 714 £ vES

AR eHE EEe FohA ol
50
_ 40 33 ’ 3.6
= 26 ®
3 30 20 21 21 o ——
Ho 20 o 14 O Q.
T - \0/ \1.2/
0
"12 "13 14 15 16 "17 18 "19 '20
<0j=9| IjAE E=H(FT) A=Y HE 3+ (2012 ~2020 H)>
@ Fg5 4 ALY
ZES | SUH | LiRHA | MBA | HEsA | YAt | §F 7|Ef
U 35 38 9 9 4 3 3 131
% 15% 17% 4% 4% 2% 1% 1% 56%

2) dAalolekE A (Breakthrough Therapy Designation, BTD)
O d4=d XA 4%

20133 HE] AlooFE AL F 01HCE A& o2 Zrlsly o 2018d
HE 20213714+ wjd 20~304& SR8t Ut
= 40 37 400 36
Hio 20 ./.\.
3 3
0 0/
"13 14 15 16 17 18 19 '20
<0|=79| HMOIAFEX|™BTD) A HE £ (2013 ~2020 H)>
@ AS&F E RIS
4 | SN | LiEHA | MAA | M | dMar | §F 7|Er
a= 10 74 8 0 0 0 0 109
% 5% 37% 4% 0% 0% 0% 0% 54%
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) 244 AH(Accelerated Approval, AA)
O A= A dF

2016W7HA ARASE A 10097 olstg ont, 2017AREE 7+ Aol
ARem 2020 4577+ F7FSHATH
50 a5
40 r
§§30 21
Hio 20 g
= 6 2 9 g8 9 9 6 7 iij:1o ~a
B EE /o/’\3/°“°’°\i/-~. \./0\3/’\i P T
o & ——m
'92 '93 '94 '95 '96 '97 '98 '99 '00 'O1 '02 '03 '04 '05 '06 '07 '08 '09 '10 '11 12 '13 '14 '15 '16 '17 '18 '19 20
<0z MEHAHAA) HEE HEF 5 (1992 ~2020 H)>
@ A5 E ALIER
Y | UM | LEHA | MEA | MEE | "oa | §F | 7IEF
rabs 43 120 0 3 9 0 0 81
% 17% 47% 0% 1% 4% 0% 0% 32%

%A A}(Priority Review, PR)
O A= XA 4%
*HAAAPR) XA F Hz 37 2 WA 37F A 198519~2020871A] F
5757102, 20000 o]Foll= 2013d7kA] Azt 9217019 o, 2014\ R E = 15~4471
o2 Frlste FAolth

50 44
Q
— a0 25/ \31 31
T 30 25 25 & —e
<F 21 16 o /
HO 20 15 15,
= a & 12/ \, 11 5 9 9 10 _e—® \10 \.
10 ._.\./ \._,J.—. —— @
0
'00 '01 '02 '03 '04 '05 '06 '07 '08 '09 '10 '11 '12 '13 '14 '15 '16 '17 '18 '19 '20
<0|=79| SMAMAKPR) HEH S 7IKZF = (2000 ~2020H)>
@ AsF 9 AHAF
4 | SN | LHRHA | MEA | M | =g | WY | 4314 | 7|E
U= 66 112 11 27 22 10 10 3 296
% 12% 20% 2% 5% 4% 2% 2% 1% 53%
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3. ¥4 EMA 4l& =27

1) <97 3 7}Marketing Authorization under Exceptional Circumstances)
© Ao
&4 srte AW A, %FJ’“ A == A9 FHotd x4 9
AR HIY e AR F HEE AT F fle A AR HUME
A8l =L AT
@
- 7 Aol =EA B AL FHEH ARE AT A=
gz oz Jgd F Qe B¢
- AA Y] HEgH A2 FEOE FHH FEE ATE F e AT
- THA AEE AT dBANE T Tl dNFHoE WolsAAE R
add AMEE 45
@ 37} F LHAR
AH g ABS = 5zt

A7 83l 5|7} AHmarketing  authorisation
holder, MAH)®] Aol w2t 7§42 4 U THrenewable). 7§4lS % BIl=
AT AFY FYA-Hsld thdk HA¥kA jF@Ilol| 7|vkste] o] Fozi
g ABAE ol 7 Agglo] fFrESITE oiRl AT YA oFE
A A gt 53 F 13 FUF BRAEES € = JT
- EU 93l & A wet A5k, s 7AA AfS A8t
25 A8 HAs AY =)

- d QA g ABE T 2A

- RHoEE EF Ax 9 o Fof g AR HR

- A= A d3AE AYE FATIFHo] AT 7T Yol ¢4=
Gg d3AE 2= FAA-A A8 AR &8)

- AW oF o RN FF JHsetal, oS5 TAANA o F FHIFAEE
AT F JAEF AZFEEA 2 YSAHRE AF

=
3}
-
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2) A& AHAccelerated Assessment)
© A
ALEAARE 20000 HAH X g8A 0 dis] AAZIZbe @557 Ao
ZUFER oY, &I} HA|HE 71 210900 A 1509 E &= & 5 U
@ dd
- 3% B2l o]¥o] HEe A+
- AELE AEHE EYSAY 7€ NEEE A sty nFEE&
fdste= B85
- Ao oY, g o] Z|ERT AYs] ANAAEIEE A5 AT
Q@ AA Ha & YA

5 HEAE AAEFF Ut daAde 23T 2N AA4sta, 283
K

A5 FEASAETAUICHPE AFACNA EZI BdY H9e 9%
g & Utk FBASARANE WS $AUA T T

- AR 2ANY

%
83 BA
5.

- EE 99Re AN

A&AA T AR td CHMPS) Aol EB#7} %ol G AR
YTt GFBAGAEN U ARANA BoHE FRSL, SN TR
0% A% F FEALAEYLANE A4 AL THSA EZ &7}
AAE AT,

3) A 3 7HConditional Marketing Authorization)

© A9
2006 =<U¥ =7 F 3 7HConditional Marketing Authorization, CMA)= A3 ™H -
Adsts d8oly FTHAY AT A% B IJAESE A5 AMEEHE
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JeFES WA HAFE ARt AR Hk: W7t F A= ¥F
YYAY Ak AL 2RO Wk

@ o3

AR s7ke) e U@ A = AP d¥stE AW, WHO Ex
EUZL 9143 FFRAS 8 $T4BNA AgsHE oJopEolAY
87 ¢ efFol .

ZAR Syt 197 a8ty A= ww7)7 671 A o3y ALetel 3
7 RAAE AESIY §715 7JAlsof stk AARTE E5F dFAE S
g53td FH2 FHUIE AsH3 5370 fasith

4) Z=&+¢) A =(PRlority MEdicines, PRIME)

@ A9
T A=E 2016@ FFRAF u|E Zt= AlE, 53] A5 g4l 95

AFe] NI 57HE A7) st =AU Xﬂl—EO]E}. e A=s M
27158 Mg dYstd FEITIE AR AY AF AAE Aske
A& ERE Pt

A

@ do

- o5 mFEo] it A

* Y, oY mE Ase] gAY, AW, oW, Aol 3k A4S 7]
Aol ws) Aol Y= AS

- ojstd WEEL AT AAsdol Ak AS

zole) AEE ol Yy AoE sor AFT & AN B B sle

Mol A2 R Y ABE JMeE AR AHe] stk A, ol

MR L SAAY 712 S7E HeFe N2e AL s A4S

zelq AEE A8 F Aok

o

N
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FABTE ARYRES BN D AGL At BApolA el oJepES
I GFE ABATE EF S7h AN A S AR BE 5 Y= Ik
@ 2§ A o4

- zehgd AR AW BAM R A& A4

- BT NURE FEASARILY FF GG A

- g ok AETLele] Zom vy

- Fa A% ANl HeH x4

- EMA®] Hg et

- 3279 B AAE A AeA 2A ATA 58 o F
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4. 7+ EMA A& =233 AHE %
1) o9& & 7HMarketing Authorization under Exceptional Circumstances)

o913 7= 20208744 & 37A0|goH, FrlE TEo fgEREL
AN BAE 5 SRR N2BA ojorEelT)

AF =h)
I

02 ‘03 ‘06 07 08 09 11 12 13 14 15 17 18 20
<FHOl oH57t A=E S{7tHF 4 (2002 ~2020)>

AR A s7ke) Fa AeEe e 2o

olelH 57t H38F
o QIEFAUX} HiO|HA ZYY o MEY CHAIRSH
o DNEYAHSEZS(HoFH) o MHY Trd THE EH|, HIEIR E ZHE
« O|=2t Hol2{a 4 o MAZNZEZS
o T-MZE =R FEITZF(T-LBL) o I}-Ok A| EZ(alpha-Mannosidosis)
. IEMBEESFAP) . A BT
o MU ESHSOS/VOD) o XNoAMHEFT
« IXEFE - HAYLIFRBC Y, HE=D)
« 24 =58 YWY (AML) o FAOIRSZ6Y)
o T EIZY HHHALL o FAOLRBT YY)
o HAd FMEZF(CTX) o X[HO|HAS(LD)
o LCHHY AMZHZF o HOF
o EEM THo MHH At - ZZjo|u|Zl BH FI| ZZT(CAPS)
o EHEEHAM 7= o EtXY
o ZUHZEE-O|E 273 S2T(LEMS) « HEZS
o HHE |FHY AMEHSJ(LHON) « ZEIOEZEF
 EEZZF o TEEHIZALT
o« HFEIE(CLN2) - g4
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1, 2019
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2) A& A AHAccelarated Assessment)
A
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3) &7 53| 7HCoditional Marketing Authoriation)

AR H7Hs 20204704 % 3570lm, 201995 H 27h 4L Helw ok

~N
i

o
jud

o v <

(o)~ =k

"13 "14 15 "16 17 18 19 '20
57l A=Y SINE = (2010 ~20204)>

"12

10

iz
=

1

e 2o,

AA7MA] 247 3171

Klo
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NI
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19 Ho|HqA Z

COvVID
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4) =g+ A)=(PRlority MEdicines, PRIME)
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20
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-

(He)
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Yol
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5. 4E PMDA 4l& =273

<414 AH(Priority Review, PR)
© A9
A2 APt RE, 37 o] o F,

Autm oz SJOFE HAYAE AFH HE
FARNA AT SHAA U FE, FZARY NB Aoy ol
o5t BHolA B3 Fasigm AAHE ojokEe) Aol THH BB
B3] SAAARE A LA 07 AAE A A ST

@ w4
}91 B2 o A%e) AT YA &

]:op
oX,
o

_?_
7y g5
- g Aol AZHA - Exle] AEo] F 3 Pk
gAY AAS F&FS nA= AP D Hirigd Fd3Ad A, 1 ¢
(71D
T4 HIt

- AXA FaAd sk
AW, 7€ A5 W A58 FEA

A Beo] 2 A%

EL

3) AH717HAl A1 A (SAKIGAKE Designation)

O A<
AZIZHAL A= F S 7HAAN daker #EE AR AV ARA=E
(SAKIGAKE Designation= dH <= st Fuls @3 7187t ofEF34 &
o] FF-S A 37 A% Aol

ZAgor 2 a7 JdEHE o
* Az ogAEFe 483 3l AAE Adxsty] 9’ “AF17HAISakigake) A= o] 2015

PlEST, o WS s1E AT YFATANE, SIM4IA,L BE He el 9 F=w

AEMA BE A TH3= Ao

@ o4
AAAA AR e Tgel 1A 24

rulo
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- AEA Y AA) 7187 JEH A8 V1AL FUHAT FHEFo] &
oJfF o R I oofEF H HAAHQ oFF HAG A2"HE ASdeE GE

- (A¥Y FF2) AYS AFsE A4S AWolAY, AHHA FHALE
A FA7F olE 2 EH)e YEh L ZEZQ X5yl gl 2

- (FEA AA) 71€ AEHol AAY, 7€ ABRARY ¢HHA - FEA O]
AG3] 5L AR qdAHE AF$

- (FU A dEAA 7 1A SUMIAH(EE 9ES 28 57 Ut
Aol AZHojoF 3k, AAHR F7IAAH AZYE ZFa Ao & (F
HAGAA T Zo] AHHE AFel Aes A5 AT AFY s7ks FA
A7) A3 AT FE T AAAA AY X3, E=ZF EAA AEH
o7 AR FE5U AU AR U FES A I 1Y A7
3= 3, dEA N3 Z9(proof of concept) A7} FIH =&

=X
o
d gl

4) =A% %7] ¥ 7HConditional Early Approval, CEA)

O

2529 A A BFAsE ZUd A3 XNSAZA EFFHQA XS ol
A olm dFA o] oAU A7Izte] A8 FH= oo%F d7F Al 831,
(AR L FEA Ui dF A T& XARE A& drtete Ax
ot}

@

- AgFo] TUE d&ola, FPFolw nZtH A AH$

- oJFH fFAEAC) E2E YFT AT

- ARA FF YPARL TR olele A
PIAB(E; B22 SIANG o9 YIANE ) AT} o= T A4
2 FEYS 43T AL
@ 7k F oG

7k A fEAT P ARG WRF AR 5& TDOE I, olH@



Ago= 98 AR HolgHolx & A HA2EF Fo] AHEE &
ojefkE o] HAHZ ALE, =X old T HAHA 7FHe 87 F& HA}=
Aol B33 AL QAR A3 AHE A =23 & Yk
332 dAAE dIgds SFSHA oy AlE 3 2AF F9 AATE 7}
Zz7A02 QFHALD.
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6. 4E PMDA A& =29 8 d3
1D A4l AH(Priority Review)

Z 1047olglen, H 5d(2016~20205)%F wiid 3~77¢] AAo| AU F8
eSS W C¥ 4 wpolzlzHey) 7 #A08K, 17.0%), ¥4 BEF <
2 HAHZ 774, 6.6%), HlAMEZHH6Z, 5.7%), AAZL D AHHHZ 534,
4.7%)°] B3%H.

A8 FAHAAPR) AA o|oFF B A EAFL 20043 FH 20203 7HA]
_]

15
11 11
10
—_ @ ®
= 10 ) / e
<k o i 6 6 \6 / 6
I:IH] &} . .\5 .\5 5/. °
T 5|3 3/ \/ ° e o \3/
® o 2 @
®
0
‘04 '05 06 '07 '08 09 10 11 12 13 14 15 16 17 18 "19 ‘20

<O SMMAL A S{IIHE = (2004 ~20203)>

2) AH717HA AR (SAKIGAKE Designation) &%

202049717 A7 AR F SF B2 F 1280w e 2Tk
ik HEBERED) UM E X385 5171 L X}
Xofluza : . AY E= BY QUESFAUXL
1 (Banxavirmarboin) Shlonogl & CO., Ltd. HI'OIE'Iﬁ Iy:!.cé 2018.02.23
2 gﬁf;'l'r:‘l;‘:) N°be'ptfc;ma Co. | amy 7oz 2018.03.23
3 z(c_‘]’ift'“;":itt"’i‘nib fumarate) Astellas Pharma Inc. | 34 244 #EHAML) | 2018.09.21
Stemirac X7tmaoay
=T 1T
4 E)lll:\r:argaﬁgsslzgz\i)cl Nipro Corporation g%%}lilﬂliﬂ' N e 2018.12.28
mesenchymal stem cell) =TT
S AE|El AR
Vyndagel - oOfSi= 0| C=(OFAlad Ol
5 (Tafamidis meglumine) Pfizer Japan Inc. éﬁ%é) |[ESOrdE A 2019.03.26
Chugai
g | Rozlytrek Pharmaceutical Co., | 1@ 2019.06.18
(Entrectinib) Ltd
Zolgensma Novartis Pharma
7 | (Onasemnogene KK MM 2SS (SMA) 2020.03.19
abeparvovec) o
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il HEBEED) HHE HES 5|7t X}t
Steboronine Stella Pharma = 741 of

8 (Borofalan(10B)) Corporation reTs 2020.03.25

9 | Viltepso (Viltolarsen) Nippon Shinyakul | <juis 20| YLSOMD) | 20200325

11 | Enhertu (Trastuzumab) CE:]';)Camysi?m 4 | HER2 24 gl 2020.09.25
Akalux IV Rakuten Medical = 74 5 of

= (Cetuximab) Japan KK. TeTH 2020.09.25

3) =714F %] 3 7HConditional Early Approval)

B AR =7 37} AAE @1 Frtd F5 F 570y o3 2o
o HNEBHEEY) HHE H8S 5|7t

1 (Lfgﬁ;%?\?b) Pfizer Japan Inc. Hl A M 2 o 2018.09.21

2 fﬁgﬁ{gfjizumab) MSD KK. g'-& ﬁ_&é*""%’ 2018.12.21

3| R ) Nippon Shinyaku Co. | ¢ 20| Y¥=(OMD) | 2020.03.25

4 I(E'I[;gsetrt:lzjumab) ([?giriﬁg;nil?nﬂ(i)r/noited Q;E: ??If-lJETLIIR)gJ:é))F %:ECII}E%HIZ 2020.03.25

5 ?&keatl&)((imab) %’:\Klfuten Medical Japan =B 2020.09.25
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BE 1] v FDA A& =233 ZTE2 @3

*Hzx S7MA A" AS Z2I9 dFolH, F7F WAPLS TFHA &+

o mF HAE EFD, FAUKE AFED), FHAMNER, AdArkan) AH B
<27: FDA New drug Therapy Approvals 2016~2020 >

=23 %1710 o= 7| E}
AEH) HIZ= AL 517k %t H3S FT | BTD | PR | AA| Hic
Anthim Elusys EFT B
1 (Obiltoxaximab) | Therapeutics 2016.03.18 | B X8 ©
Axumin MM xfHo| o4
2 | (Fluciclovine | Blue Earth 2016.05.27 | &= EHd9l AdX} 0
F-18) aE oS 2 g4
Defitelio Jazz MOl HAMA ES
3 | (Defibrotide Plharmaceutic 2016.03.30 (\0/_,D)u 1|xi|HEo 22 0 0
Sodium) als
Epclusa ;
4 | (Sofosbuvir, | Silead 2016.0628 | c& 7t ol oo
Velpatasvir)
Exonys51 Sarepta CIM 10| cloF=
Lartruvo . =X 9= &
6 | Olaratumab) | B Lilly 2016.10.19 | =% |F X} 0 O |0 |O
A A E|l A
Netspot SaEnHs T8
(Gallium dd A °LH_":EL|° °
7 | Dotatate AAA Usa Inc | 2016.06.01 glgl(:f_g_ﬁf%;ﬂ'ﬂ% 0
= a3
Ga-68) Ngol=s mAE! o
. Acadia LA
Nuplazid - ohZl&Hap 2l
8 (Pimavanserin) Zlgarmaceutlc 2016.04.29 &7+ GI ofAPEFOf 0 0
Ocaliva Intercept = 7{Cl] A ol
9 | (Obeticholic | Pharmaceutic | 2016.05.27 | YPAAS A& T 8= | o oo
Acid) als delo] = 245
Rubraca Clovis Lt A Of
10 (Rucaparib) Oncology 2016.12.16 | A4 X & O |O0|O
Spinraza : q34 2953
1 (Nusinersen) Biogen 2016.12.23 (SMA) 0] 0
Tecentri QEGIY, HaME
12 "q Genentech 2016.05.18 | HQ S AME HQ, O |o]o
(Atezolizumab) A= S)4Outor JFo
oodomoTroo, o
Venclexta . HY & B
13 (Venetoclax) Abbvie 2016.04.11 | BHz 3 0] 0| O
" Shire
Xiidra OlAH ==
14 (Lifitegrast) Bgvelopment, 2016.07.11 | ¢t HES
Zepatier
15 | (Elbasvir, Merck Sharp | 2016.01.28 | 8 7% o |o
Grazoprevir)
< Merck Sharp = =
Zinplava SZAEDE
16 (Bezlotoxumab) gtor%ohme 2016.10.21 CloAlz|2 29 0 0
Emflaza CIM|OLo| =
17 | Deflazacorty | PTC THERAP | 2017.02.09 FMZ=S 0 0
Xermelo
18 | (Telotristat TERSERA 2017.02.28 | Ef=¢F 0 )
Ethyl)
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70 (Cenegermin) farmaceutici | =°°° 718 2017.07.06
Cabometyx Al 2 OF
L (Cabozantinib) Ipsen Pharma | &M Z2 2016.09.09
Kisplyx . Al = OF
2 (Lenvatinib) Eisai M Z 2016.08.25
N YT} Ot A|EZ
Lamzede Chiesi = - S
3 (Velmanase alfa) Farmaceutici E)él;ips?a-Mann05|d O 2018.03.23
Mvabea L~ =a gy N
74 | (Ebola vaccine (MVA-BN-Filo | Janssen-Cilag | OS2t HRO[2{= 1 2020.07.01
[recombinant])) SRS
Zabdeno =a g R
75 | (Ebola vaccine (Ad26.ZEBOV-GP | Janssen-Cilag 3115.3* LS o] 2020.07.01
[recombinant])) o=
Lartruvo - e e
& Olaratumab) Eli Lilly XX SF(STS) 0 | 2016.11.09
77 Increlex Ipsen Pharma | A& S5 2 o 2007.08.02

(Mecasermin)
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e HEZEET) HHIY &S MAEC CMA | 37}
Tecartus
(Autologous peripheral blood T
cells CD4 and CD8 selected and = Az
CD3 and CD28 activated . EM=EZE S
8 transduced with retroviral vector Kite Pharma (MCL) o 2020.12.14
expressing anti-CD19
CD28/CD3-zeta chimeric
antigen receptor and cultured)
Ocaliva Intercept Hadd  EBHEY
79 (Obeticholic acid) Pharma EH2H S (PBC) O | 2016.12.12
Enhertu PR O HFOF
80 (Trastuzumab deruxtecan) Daiichi Sankyo | w3 O | 2021.01.18
BPL
Coagadex , 84 XXt
81 (Human coagulation factor X) BL';J&?;%?;S ZzH 21160376
Takhzyro Shire Y 483
82 (Lanadelumab) Pharmaceuticals | (HAE) 2018.11.22
Zalmoxis
(Allogeneic T cells genetically
modified with a retroviral vector
encoding for a truncated form of
83 | the human low affinity nerve MolMed O|AlEbisTd O | 2016.08.18
growth factor receptor
(ALNGFR) and the herpes
simplex | virus thymidine kinase
(HSV-TK Mut2))
Pandemic influenza vaccine
H5N1 AstraZeneca (previously ——
.. . = H A
g4 | Pandemic "Jg’oﬁ’r‘ﬁmﬁgf'”e AstraZeneca | oo HORE 0 | 2016.05.20
(Pandemic influenza vaccine
(H5N1) (live attenuated, nasal))
Foclivia soix} o[
(Pandemic influenza vaccine . QIESIK} HIO[24A
85 (H5N1) (surface antigen, Seqirus Z1o1 0] 2009.10.18
inactivated, adjuvanted))
Prepandrix _
g | (Prepandemic influenza vaccine | GlaxoSmithKline | IS} HiO[2A 2008.05.14
(H5N1) (split virion, inactivated, Biologicals e o
adjuvanted))
Adjupanrix (previously
Pandemic influenza vaccine
(H5N1) (split virion, inactivated, =ik} HO[2LA
adjuvanted) GlaxoSmithKline | GlaxoSmithKline | QEEFAK} HIO[24A
87 Biologicals) Biologicals | &€& Q 2003.10.10
(Pandemic influenza vaccine
(H5N1) (split virion, inactivated,
adjuvanted))
Pandemic Influenza Vaccine
H5N1 Baxter AG =ik} HIORIA
(Pandemic influenza vaccine Ology QIEFQUK} HiO[2HA
88 (H5N1) (whole virion, Bioservices va4% 0 2009.10.16

inactivated, prepared in cell
culture))

- 119 -




A HEBEED) HHH X335 MAEC CMA | &7t
Pumarix
(Pandemic influenza vaccine GaxoSmithKline | QEFRIR} HIO[24A
89 (H5N1) (split virion, inactivated, Biologicals #A 0 2011.03.04
adjuvanted))
Daronrix Kt HIORIA
(Pandemic influenza vaccine GaxoSmithKline | CEESFQIK} HIO|24A
30 (whole virion, inactivated, Biologicals Par: © 2007.03.21
adjuvanted))
Arepanrix -
g1 | (Pandemic influenza vaccine GaxoSmithKline | QEFRIRT HIO[24A o | 20100323
(H1N1)(split virion, inactivated, Biologicals A R
adjuvanted))
Humenza Kt HIORIA
(Pandemic influenza vaccine . QIESQIX} HIO[2A
92 (H1N1) (split virion, inactivated, Sanofi Pasteur YAi% O | 2010.06.08
adjuvanted))
93 (Dé‘:fa‘ﬁﬁ:;b) GaxcSmithine | XH=Liatet 0 | 2021.04.21
94 " sf;trgg‘g'gl fa) Alexion | HolMEZE 0 2015.08.28
Crysvita Kyowa Kirin OlASI =
95 (Burosumab) Holdings | N 2ItE3 O | 2018.02.19
96 ( ap tiga o Janssen-Cilag | MM 2011.09.05
97 (’;'31?5'3%2‘5 BioMarin | MACIHE2S6E) | O 2006.01.23
98 (Vestmﬁiri;::: . Ultragenyx | EACIE2S7S) | O 2018.08.23
Holoclar
. Holostem = -
(Ex vivo expanded autologous - ZERME 0|4
99 | human comeal epithelial cells A-I\-Z)rr?gz:\ie = ZtorEsl 0 | 20150217
containing stem cells)
Myalepta Amryt HFOlClOF=
100 (Metreleptin) Pharmaceuticals XEo|gSS(D) | O 2018.07.29
Praxbind Boehringer &1
101 (Idarucizumab) Ingelheim e 2015.11.20
Ondexxya . S
102 (Andexanet alfa) Alexion X O | 2019.04.26
Zolgensma Novartis Gene | &4 Z2=F
103 (Onasemnogene abeparvovec) Therapies (SMA) o 2020.05.18
Evrysdi Roche Hed 2535
104 (Risdiplam) Registration (SMA) 2021.03.26
Spinraza , Had 29EF
105 (Nusinersen) Biogen (SMA) 2017.05.30
Imvanex
106 | (Smallpox vaccine (Live Modified Bavarian HAE 0 2013.07.31
Vaccinia Virus Ankara))
Ketoconazole HRA HRA Pharma Al =S
107 (Ketoconazole) Rare Diseases 7Y ST 2014.11.18
Rilonacept Regeneron Izl o
108 (previously Arcalyst) Regeneron Jejojemel e O 2009.10.23

(Rilonacept)
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e HEZEET) HHIY HEE MAEC CMA | 9{7IY
Obiltoxaximab SFL SFL Eb T EH
109 (Obiltoxaximab) Pharmaceuticals | = ok 0 2020.11.18
Idefirix Hansa EF7FRF
110 (Imlifidase) Biopharma == O | 2020.08.25
Ofev Boehringer | §44 HHKZ
1 (Nintedanib) Ingelheim (IPF) 2015.01.14
I ™ AJ| = of
112 Libtaya R id%)\ﬁl ER o 0 | 2019.06.28
(Cemiplimab) egeneron EII\_ISCLC) 2 .06.
Xigris - T =
Scenesse . T aTal=
114 (Afamelanotide) Clinuvel ZENOES o 2014.12.22
Bosuit ajgimjo} gl
115 ® osutt Pfizer EEIG | &Y BHY &4 O | 2013.03.27
osutinib) HISEHPH + CMD)
Laboratoire
ATryn Francais du | s 2p|HAm=
116 (Antithrombin alfa) Fractionnement | ©— % Hags 0 2006.07.28
et des
Shire Human | xyopriciz=/s &
17 adne Genetic | SRALTSCE | o 2007.01.08
Therapies seTs
Obizur Baxalta 510
118 (Susoctocog alfa) Innovations =Te 0 2015.11.11
Hemlibra Roche 340 1
119 (Emicizumab) Registration ETSA 2018.02.23
Jorveza Sitd MEY
120 (Budesonide) Dr. Pharma (EoF) 2018.01.08
Adcetris Takeda STl BloZ=
121 (Brentuximab vedotin) Pharma =X 23S O | 2012.10.25
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Heo] Ze}d(PRIME) A4 €3

423 Y35 X8
Autologous CD4 and CD8 T cells transduced with
lentiviral vector containing an affinity-enhanced T gatgx 2016.07.21

cell receptor to target the cancer-testis tumour
antigen NY-ESO-1 (NY-ESO-1c¢259T)

Tasadenoturev (Adenovirus serotype 5 containing

partial E1A deletion and an integrin-binding domain, | 2N ZZ 2016.07.21
DNX-2401)
Seladelpar (MBX-8025) e BHEY B | 2016.10.13

Odevixibat (A4250) .:,.5;37( = 2016.10.13
Tabelecleucel (Allogeneic Epstein-Barr virus-specific | ajm=i1d %t

cytotoxic T lymphocytes, ATA129) HESHE T 2016.10.13
Brexanolone (Allopregnanolone, SAGE-547) MBR2EEF 2016.11.10
Fidanacogene elaparvovec (PF-06838435/SPK-9001) |B & &2 2017.02.23
Etranacogene dezaparvovec (AMT-060, AMT-061) |BY &M 2017.04.21

, AR AT TOjQAZIL
Olipudase alfa '7‘“—?.5_%"' I 2017.05.18

=HOoO

Asunercept NEMZE 2017.05.18

Human immunoglobulin G1 constant region - N
human ectodysplasin-A1 receptor-binding domain | 2/Hi¥ O|HEZS 2017.10.12
fusion protein

Nangibotide (LR12) e &3 2017.11.09
Setrusumab (Recombinant humanised monoclonal DHMENE OB |
IgG2 lambda antibody against human sclerostin, Iﬁ %|°|§'/_"° e ¥12017.11.09
BPS804) =

Adenovirus associated viral vector serotype 8
containing the human CNGB3 gene Ay 2018.02.22
(AAV2/8-hCARp.hCNGB3)

Adeno-associated viral vector serotype 8 containing | 5oy

the human MTM1 gene (AT132) ==e 2018.05.31
MV-CHIK vaccine X ZTLHord 2018.05.31
Deoxycytidine / deoxythymidine E[O|T! Z7|LtokA]| 2 ZE | 2018.06.28
Mycobacterium tuberculosis (MTBVAC) Z3 o2 2018.06.28
Tominersen (RO7234292) e EHY 2018.07.26

Autologous CD34+ cells transduced with lentiviral N
vector encoding the human beta globin gene HIEF X|SsiEid 2018.09.20

(OTL-300)
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HH 429 H8F ¥
21 Lonafarnib DHE g 2018.12.13
22 Nirsevimab  (MEDI8897) St71= 4SS 2019.01.31
Recombinant adeno-associated viral vector serotype
S3 containing codon-optimised expression cassette N
23 encoding human coagulation factor IX variant BY &4 2019.02.28
(FLT180a)
54 | Genetically modified replication-incompetent herpes | O|ZY¥d +Ed E | ,1,90308
simplex virus-1 expressing collagen VIl (KB103) oHa| & e
25 Purified Inactivated Zika Virus vaccine (TAK-426) X|ZtHpO| B A Off 4 2019.03.28
26 Allogeneic EBV-specific Cytotoxic T Lymphocytes HoEAY 52T 2019.05.29
27 Sepofarsen (QR-110) g dHE SAA 2019.07.25
28 Fully human anti-BCMA autologous CAR T Cell ety ZAS 2019.09.19
(CT053)
29 Chikungunya virus virus-like particle vaccine x| 2|0 2019.09.19
(PXVX0317) = = R
30 Teplizumab 19 G 2019.10.17
Autologous anti-CD19/CD20 CAR T transduced cells | qiopg = o alom=
Recombinant adeno-associated virus vector based on
the AAV serotype hu37 containing a single stranded & 3O
S DNA genome encoding a form of human FVIII AC EFS 2017
(BAY2599023)
33 Danicopan A OfZh gMA | 2019.11.14
Autologous CD34+ enriched cells transduced ex vivo N
34 with lentiviral vector carrying the FANCA gene, oALYE AY 2019.12.12
PGK-FANCA-WPRE (RP-L102)
HACLE /RS A,
35 Rebisufligene etisparvovec MPS _IIA(LHE [ 2019.12.12
SFT)
36 PB2452 N 2020.01.30
R —
Allogeneic multi-virus specific T lymphocytes E'Ifollzl;)lﬂ_’of ;IEH Ql'f;f
37 targeting BK Virus, cytomegalovirus, human herpes oA Hf_dl E-|I1I?6 - 2020.01.30
virus-6, Epstein Barr virus, and adenovirus ol ~FLO Taralal A o
(ALVR-105) T ETEES
Adenovirus associated viral vector serotype 5 Al A OFOFGE
56 containing the human RPGR gene e enH 20200227
39 Sotatercept HE% 08Ad(PAH) | 2020.04.30

- 123 -




HH 429 H8F ¥
40 ADP-A2M4 (transduced CD4+ and CD8+ cells) g g5 2020.07.23
41 Bomedemstat =5 475 2020.07.23

CTX001 (Autologous CD34+ hematopoietic stem cells
42 | with a CRISPR-edited erythroid enhancer region of | ZAAMERHH 2020.09.17

the BCL11A gene)
Autologous CD34+ cell-enriched population from
patients with sickle cell disease that contains

43 haematopoietic stem cells transduced with BB305 | A&XEHIH 2020.09.17

lentiviral vector encoding the BA-T87Q-globin gene

(bb1111)
44 CD30-directed gczﬂsti(%aélyg/ohgzgiﬁire)d autologous T SX7l 2nxs 2020.09.17
OTL-203 (Autologous CD34+ hematopoietic stem
15| ond progentor cells geneialy modfied wih the | aracigna s ) | 20200917
alpha-L-iduronidase gene)

46 | Ao e ety CLNG aaney OYPe | tigHZO|=RIZRAS | 20200917
47 Iptacopan C3 AFTHES 2020.09.17
48 VLA1553 X ZTLHord 2020.10.15
49 PF-06823859 o f2d 2020.10.15
50 Magrolimab =50dd 5= 2020.10.15
51 Efruxifermin (EFX) HZREY XY 2020.10.15
52 Lacutamab Mxt2| 2 2020.11.12
53 Brensocatib sg=s o7 7 50201112
54 VAC18193 5t7| = EEHLRTD) 2020.11.12
55 ECT-001-CB ZYLMIE 0|4 2020.12.10
56 Talquetamab ohed 235 2021.01.29
57 Teclistamab gy =23 2021.01.29
58 ARU-1801 Ad¥g e 2021.01.29
59 Obecabtagene autoleucel/ AUTO1 odTgdUEH | 2021.03.25
60 Apitegromab Hed 2895 2021.03.25
61 RP-L201 HHET 7 2E 2021.03.25
62 PF-06863135 e =35 2021.03.25

CTX001 (Autologous CD34+ hematopoietic stem cells
63 with a CRISPR-edited erythroid enhancer region of | H|IEl X| &l 2021.04.22

the BCL11A gene)
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RE 13 YE PMDA A& =239 EE I

O Y& =ARZE7F7HCEA), TAAAKPR), AH17HAI(SAKIGAKE) A8 €%

SAKI
4 il HEBHEZD) M E HEE CEA | PR CAKE 5171
Trisenox Injection | Nippon Shinyaku | 2+ MZ474 didd
T | (Arsenic Trioxide) Co. Ltd. | (APL) Q 2004.10.22
Intron A for injection | Schering Plough HLH| 2] B2 Q
2 (Interferon alfa-2b) K.K. elHfe[E E8ad 0 2004.10.22
Hepsera Tablet Glaxo SmithKline | BB 7t A BH
3 (Adefovir pivoxil) K.K. 7t 7tgHE Q 2004.10.22
Elplat for Injection Yakult Honsha CHAFOF XIKEOF
Zefix Tablets GlaxoSmithKline | P9 B 7I¢1 S B
5 (Lamivudine) K.K. e g3 & 2005.03.16
Zefix Tablets Glaxo SmithKline | P4 B 7t A BH
: (Lamivudine) KK. 7HY ZHHES © 20050916
. . . . Mitsubishi Aar AlSIA] &ol &l
7 | Activacin for Injection Pharma 249 ofgdd gz 2 0 2005.10.11
(Alteplase) Corporation &
Synagis Intramuscular | Abbott Japan Co, | = xS
8 (Palivizumab) Ltd. ot7| = ZEEHLRTD) O 2005.10.14
Peglntron Sterile | g oing plough | BHY C3 71 Hjojaix
9 | Powder for Injection R T A o) 2005.12.22
(Peginterferon alfa-2b) o ==
Rebetol capsule Schering Plough | 2Hd CH 71 HIO[RA
16 (Ribavirin) K.K. 4 o 2005:12.22
Pegintron Sterile | g oing blough | BkY C8 719 Hiofai
11 | Powder for Injection Iglf gh | e tecd o) 2005.12.22
(Peginterferon alfa-2b) o ==
Feron Toray Industries, | Bhd CH 71 Hio[A
12 (Interferon-beta) inc. d o 2006.04.20
Temodal Capsules | Schering-plough | oy AjzorT=
Bristol O p3d 7+QY OI R &Y
14 ('BEar:ta;c':\‘j'lf gig'rittse) Pharmaceuical RN 0 2006.07.26
Alimta Injection —_
. Nichi-lko
15 (Pemetr;\axg;:iatseodmm Pharmaceutical | 24 9%34E 0 2007.01.04
Ci{:platin) Co. Ltd.
Certican Tablets Novartis Pharma | A& O| A0l A E 7|
16 (Everolimus) KK. HEEE o & 2007.01.26




SAKI

it HEBHEZED) HHIH X85 CEA | PR GAKE 57t
Avastin for Intravenous Chugai
17 Infusion Pharmaceutical | 2&¢, 2& 0 2007.04.18
(Bevacizumab) Co., Ltd.
Arixtra Injection for
Subcutaneous GlaxoSmithKline | xjoyeyxjanxi=
18 (Fondaparinux KK, SHSUARAT o] 2007.04.18
sodium)
Plavix Tablets Sanofi-Aventis | 5 q oIAl=OH =
19 (Clopidogrel sulfate) KK, =d sl 52T O 2007.10.19
Chugai
20 | Tarceva Tablets | ppormaceutical | BIAMZEHNSCLO) 0 2007.10.19
(Erlotinib) Co. Ltd
21 | Careload LA Tablets | oy £3€0 . | oy ey DEL(PAH) 0 2007.10.19
(Beraprost sodium) Co. Ltd e U== e
Nexavar Tablets . AL T OF
22 (Sorafenib tosilate) Bayer Yakuhin Ltd. | 41 AM|Z Y 0 2008.01.25
Clexane Subcutaneous . ;
23 Injection Kit Sanofi Aventis | yoymxazzs 0 2008.01.25
(Enoxaparin sodium) o
o Chugai ArEh eI elAt
24 | Herceptin Injection | pharmaceutical | -2 2 YA(HER2+) 0 2008.02.29
(Trastuzumab) Co., Ltd. et
o5 | Sutent Capsule | pg o janan Inc | MAZQ o 2008.04.16
(Sunitinib malate) = = =
Actemra for Chugai 2OEIA DR AQ
26 | Intravenous Infusion | Pharmaceutical Tgrhg%_ﬂ'ﬁgea',:" 20t @) 2008.04.16
(Tocilizumab) Co., Ltd. - ==H
Aroglycem Capsules | Schering-plough | 2QI&2IESN N
27 (Diazoxide) K. 23 © 2008.04.16
Exjade Dispersible .
28 Tablets Novartis Pharma | gty & ppset 0 2008.04.16
(Deferasirox) o
Arixtra Injection ct 1
29 | (Fondaparinux | G1axoSMIthKIine | oym iz 0 2008.05.20
sodium) o
30 | Erbitux Injection | oy kGan | CHERSY 0 2008.07.16
(Cetuximab) eH e
Taxotere Injection Sanofi-Aventis | xjzj o or
31 (Docetaxel hydrate) K.K. ==es o 2008.08.29
Bepricor Tablets
(Bepridil Schering-plough AM AHFMIE
hydrate)
Tykerb Tablets s AFE2HE IO A REQI R
33 | (Lapatinib tosilate | S1XOSMItKIne | g5 5 otk iER2 ) 0 2009.04.22
hydrate) o et




SAKI

Falil HEBEEY) YHF HEF CEA | PR 57k
GAKE
Nexavar Tablets Bayer Yakuhin, | 5 yzor
34 (Sorafenib tosilate) Ltd. ZNZES o 2003.05.20
Elplat I.V. Infusion
35 Solution Yakult Honsha | zyzror 0 2009.08.20
(Oxaliplatin) N )
Prevenar Suspension
Liquid for S.C. Injection
(Pneumococcal
36 polysaccharide Wyeth KK. HE1R dEd e 0 2009.10.16
(serotypes 4, 6B, 9V, 14,
18C, 19F, 23F)-
CRM197 conjugate)
Cervarix N
37 | (HPv-16 L1 vip | GlaxosmithKline | xiaaysop 0 2009.10.16
HPV-18 L1 VLP) o
Avastin Intravenous Chugai
38 Infusion Pharmaceutical | H|2MZHH(NSCLC) 0 2009.11.06
(Bevacizumab) Co., Ltd.
Afinitor Tablets Novartis Pharma | x| = or
39 {Everolimus] KK, MM =Y O 2010.01.20
Humira for S.C.
40 | Injection Syringe Abbott Japan Co. | 21z mzg 0o 2010.10.27
(Adalimumab) ’
Herceptin Intravenous Chugai
41 Infusion Pharmaceutical | 9/g o 2011.03.10
(Trastuzumab) Co., Ltd.
Halaven Injection L o utof
42 (Eribulin mesylate) Eisai Co, Ltd. | 73 & O 2011.04.22
Pegasys S.C. Chugai
43 | (Peginterferon alfa-2a | Pharmaceutical | Ci&d ZtE BB 0 2011.07.01
Ribavirin) Co., Ltd.
: Mitsubishi >
Telavic Tablet okd CY 71 Hol2x
44 (Approval Telaprevir) Tar&aobrgoli;zl;\g(r)r:a zd o £011.83.26
Chugai & ——
Pegasys S.C. , o B 7tE A B
43 (Peginterferon alfa-2a) Pharcn(;acirélcal g HEHs © 2011.09.26
Pegintron Powder for
Injection, Rebetol
Capsules AN ZEHABI=
46 | (1) peginterferon MSD KK. e 23S o 2011.12.22
alfa-2b
(2) Ribavirin)
Samtirel Oral
Suspension GlaxoSmithKline | = 1= 1124
47 (Approval KK H ZXts H & (PCP) O 2012.01.18
Atovaquone)
4g | lyrica Capsules | pe o oban Inc. | 4928E 0 2012.06.22

(Pregabalin)

- 128 -




SAKI

' il HNEBHEZD) b HES CEA | PR 5171
GAKE
N2 = 29 0hy
U, 980l 2 %
A 2t spal oA
49 | Wgecl Injection | pr e Japan Inc. | &%, Oj2k &L Aol 0 2012.09.28
(Tlgecyc ine) 2 xl_ ag %El‘%
22 5, G
K=
Erbitux Injection Merck Serono Co, | = 4w of
50 (Cetuximab) Ltd. +8Td 0 2012.12.21
Malarone
Combination Tablets s
51 | (Atovaquone,Proguan | G12x0SMIthKline | grata)of 0 2012.12.25
: K.
hydrochloride)
Stivarga tablets Bayer Yakuhin, x}oF
52 (Regorafenib hydrate) Ltd. e 0 2013.03.25
Stivarga Tablets Bayer Yakuhin, | ojxtmr 5= =ot
53 (Regorafenib hydrate) Ltd, fIEE 71" ZLGIST) 0 2013.08.20
Synagis for
54 | I Abbvie GK. | 817|.= ZEHLRTD) 0 2013.08.20
(Palivizumab)
Kadcyl?mlcntra\lgenous Chugai AMEHEE I A4 RO Kp 4
55 usto Pharmaceutical | &% 2 ¥M(HER2+) o) 2013.09.20
(Trastuzumab Co.. Ltd S H}O}
emtansine) T R Te s
. Janssen =
Sovriad Capsules , ok C 71 Ho[A
56 (Simeprevir sodium) Pharmzcléautlcal Ztoy (0] 2013.09.27
5-FU Injection Kyowa Hakko x| XLOF
>7 (Fluorouracil) Kirin Co., Ltd. ez o 2013.12.20
Levofolinate for LV.
58 | Infusion “Yakult' | YaKult Honsha ) 4 xor o 2013.12.20
(Levofolinate calcium) N )
Topotecin Intravenous
Drip Infusion Daiichi Sankyo
59 (Irinotecan Company, &L 0 2013.12.20
hydrochloride Limited
hydrate)
Isovorin Injection . x| xFOF
60 (Levofolinate- calcium) Pfizer Japan Inc. | 3|2 0 2013.12.20
Campto for V. Infusion
(Irinotecan Yakult Honsha x| XFoF
61 hydrochloride Co., Ltd. ez 0 2013.12.20
hydrate)
Elplat V. Infusion
62 Solution Yakult Honsha | xzror o 2013.12.20
(Oxaliplatin) N :
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SAKI

it HNEBHEZD) HHE XHES CEA | PR 5171
GAKE
Sumithrin Lotion Kracie Pharma, | o
63 (Phenothrin) Ltd. = K=& 0 2014.03.24
Xtandi Capsules Astellas Pharma | xyajaqor
64 (Enzalutamide) Inc. =T 0 2014.03.24
Tenozet Tablets - 0L R3] 701 T R &
65 | (Tenofovir disoproxil | G'@xoSmithKline | 16 BS €15 X B 0 2014.03.24
fUrirstE KK. U HEHS
Avigan Tablet Toyama Chemical | IEF X} HHO[ZHA
56 (Favipiravir) Co., Ltd. g © 2014,05.24
Jevtana LV. Infusion
67 (Cabazitaxel Sanofi KK. MM 0 2014.07.04
acetonate)
. Janssen
Zytiga Tablets . = 21 A of
68 [Abiraterone acetate] Pharm;clfutlcal OEAS 0 2014.07.04
Daklinza Tablets P
(Daclatasvir oy ohe CH i HiolRA
69 hydrochloride Bristol-Myers K.K. Ziod @) 2014.07.04
Asunaprevir)
Telavic Tablet Mitsubishi oY CH 71 HiolgA
70 ; Tanabe Pharma | 515 —° 0 2014.09.19
(Telaprevir) Corporation ==
H O cH 7 H A
71 Va"('\*}:rﬁ’ipcr:\ﬁ’iﬁ;"es MSD KK | 555 T8 oI o 2014.09.26
. Taiho
72 | Abraxane LV. Infusion | oo coutical | 31EHRE 0 2014.12.18
(Paclitaxel) Co. Ltd
Daklinza Tablets el 5 .
(Daclatasvir ol O & 71 Hio[RA
73 hydrochloride Bristol-Myers KK. Ziod 0] 2015.03.20
Asunaprevir)
Cyramza Injection . o|ok
74 (Ramucirumab) Eli Lilly Japan KK | & 0 2015.03.26
Sovaldi Tablets Gilead Sciences | 2kd CH Zi HIO[2{A
75 (Sofosbuvir) K.K. ?:.*8'5 - o 2015.03.26
Harvoni Combination el 5 .
Tablets Gilead Sciences | PHd CH 71 Ho[RA
76 (Ledipasvir K.K. 7:."% ST Q 201 5.07.03
acetonate,Sofosbuvir)
Viekirax Combination
Tablets O & 71 HIo[R4A
77 (Ombitasvir AbbVie G.K. ';;;8.5(: 2 e o=~ 0 2015.09.28
hydrate,Paritaprevir
hydrate,Ritonavir)
Opdivo Intravenous Ono
78 Infusion Pharmaceutical | H|2M ZH HNSCLC) o) 2015.12.17
(Nivolumab) Co., Ltd.
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GAKE
Opdivo Intravenous Ono
79 Infusion Pharmaceutical | MMZ S} o) 2016.08.26
(Nivolumab) Co., Ltd.
Grazyna Tablets o CH 71 Hio[ZA
80 (Grazoprevir hydrate) MSD K.K. Ztod O 2016.09.28
Erelsa Tablets Ok CE 71 Hio|2A
81 (Elbasvir) MSD K.K. Ztod i (0] 2016.09.28
_ Nippon
Prizbind Intravenous : .
C 2 o
82 Solution Joehringer $E§é[’§?%?i?— o 2016.09.28
(Idarucizumab) 9 Ltd v ee o=
Vemlidy Tablets . . O RS 71 Ol g &
83 | (Tenofovir alafenamide Gilead Iicgences, 'ﬂ& By?fﬁ"tﬂnzx B 0 2016.12.19
fumarate) : -5 Eere
Opdivo Intravenous Ono
84 Infusion Pharmaceutical | 45 0 2017.03.24
(Nivolumab) Co., Ltd.
Stivarga Tablets Bayer Yakuhin, | 5y yzor
85 (Regorafenib hydrate) Ltd. M =2 o 2017.06.26
Opdivo Intravenous Ono
86 Infusion Pharmaceutical | $I& 0 2017.09.22
(Nivolumab) Co., Ltd.
Maviret Combination bt 54 7101
OfA Zid 4 A
87 (Glgﬂ;’;tesvir Abbvie GK | 55 S TS ol 0 2017.09.27
hydrate,Pibrentasvir)
88 Ii?’)étrwbdrglilzndtxglg)n MSD KK. | QaAtme 0 2017.12.25
. Janssen
Zytiga Tablets . & 21 A{ OF
89 (Abiraterone acetate) Pharm;cKeutlcal RO (0] 2018.02.16
Xofluza Tablets Shionogi & Co., | QIZEFAMX} HIO|2 A
90 | (Baloxavir marboxil) Ltd. ZUAHEB ) 0 (20180223
91 Ra(gfr'(')rl'i‘r‘:fusc)"e' Nobelpharma | 21519 B8tz (T50) 0 | 201803.23
Ol SOESTIEE SAEE
Opdivo Intravenous Ono tﬂiﬁ?&%ﬁ%—m—&s
92 Infusion Pharmaceutical *'X'i_IEN §I(:|'5'| e 0 2018.08.21
(Nivolumab) Co., Ltd. —I'T:—%i—bu?éé.", -'|°-|I6n*n_°’
93 (Osinngerr'ffn?bT?nb::iﬂzte) AstraZeneca KK. | H| &M ZH(NSCLC) 0 2018.0821
94 Yervoy Injection Bristol-Myers AN ZQ o 2018.08.21

(Ipilimumab)

Squibb KK.
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it HEBEEY) HHE X85 CEA | PR 57t
GAKE
opM SOk
Opdivo Intravenous Ono H| AE&DTLEJ‘L’I:(_NS_'CE(?)'
95 Infusion Pharmaceutical *'X‘i_lio* 7| 2ms 0 2018.09.21
. [ {1} - OO
(vaolumab) Co., Ltd. _|':_%|_='|_o:‘|. -?-|°:f
96 | Lorbrena Tablets | pg o johan Inc | HIAMZEEHQNSCLO) | O 2018.09.21
(Lorlatinib) P - = e
Xospata Tablets Astellas Pharma J Ul

97 (Gilteritinib fumarate) Inc. Eachs 0 2018.09.21
Tecentriq Intravenous Chugai

98 Infusion Pharmaceutical | H|2AMZHH(NSCLC) o) 2018.12.21

(Atezolizumab) Co., Ltd.
Keytruda Injection I5et SME Hla
99 (Pembrolizumab) MSD KK. MIZ - H(NSCLC) o o 2018.12.21
STEMIRAC Inj.
(Human R7HESQE) Z1E7|
(autologous) Nipro & O aA
100 | hone marrow derived Corporation Qﬂﬁﬂ MeE % =5 O [ 20181228
mesenchymal
stem cell)

101 | . Vizimpro Tablets | pg o janan Inc. | HlAMZH2HNSCLO) 0 2019.01.08
(Dacomitinib hydrate) P : = =
Epclusa Combination | giaag sciences | BHY ¥ 71 Hioix

102 Tablets KK iR 0 2019.01.08
(Sofosbuvir,Velpatasvir) o ==
Vyndagel Ca psules , EMAEZE Of7Y

103 (Tafamidis meglumine) Pfizer Japan Inc. ofYUZo|E= O | 2019.03.26

Rozlytrek Capsules Chugai >
104 yrrex -ap Pharmaceutical | 18 et O | 2019.06.18
(Entrectinib) Co. Ltd
Maviret Combination Lt 5
OFA 7 A
105 (Glzact;'sgvir Abbvie GK | 55 € €15 Bk 0 2019.08.22
hydrate,Pibrentasvir)
Opdivo Intravenous Ono
106 Infullsionb Pharmaceuctlical 2T, HEY A=Y O 2020.02.21
(Nivolumab) Co., Ltd.
ZOLGENSMA
Intravenous .
107 infusion Novartié Pharma | x4 24=3(SMA) O | 202003.19
(Onasemnogene o
abeparvovec)
Enhertu for
Intravenous Drip Daiichi Sankyo | AEHEI|M & QIXt4=
108 Infusion Company, X 2 YM(HER2+) o) 2020.03.25
(Trastuzumab Limited ekt
deruxtecan)
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it HNEBHEZD) b XHES CEA | PR CAKE 5171
Steboronine for
109 infusion Stella Pharma | = 4 ot 0 | 202003.25
(Borofalan (10B)) Carparatian
Tepmetko Tablets
(Tepotinib Merck Biopharma | i a i ot
110 hydrochloride Co. Ltd. | M| Z 1| 2HNSCLC) O | 2020.03.25
hydrate)
Viltepso Intravenous . . =
111 P fusion Nippon Shinyaku (le&';f 208¥S| o 0 | 2020.03.25
(Viltolarsen) 0. )
Nippon
Ofev Capsules " Ot MOSE 7FRIAM T
112 (Nintedanib Boehr‘“‘]ger Ix_lgl_ oTT I' =20 1'-1' 0O 2020.05.29
ethanesulfonate) Ingelheim Co., | =%
Ltd.
Akalux IV Infusion .
113 (Cetuximab Rakuten Medical | o 2y 0p o 0 | 2020.09.25
sarotalocan sodium) Japan KK.
Enhertu for
Intravenous Drip Daiichi Sankyo | AtEh# 1| 7 QI Af =
114 Infusion Company, X 2 LM (HER2+) O | 2020.09.25
(L rastuzumab Limited {1
eruxtecan)
Avastin Intravenous .
: : Chugai
Infusion Avastin : ZH | T OF
115 | | travenous Infusion | Pharmaceutical ZhN| 0 2020.09.25
(Bevacizumab) Co., Ltd.
Tecentrig Intravenous Chugai
116 Infusion Pharmaceutical | ZHMZ QY 0 2020.09.25
(Atezolizumab) Co., Ltd.
. Ono
H{O| QFA ZIXLE|
117 Br?étn‘;‘g rgfaeﬁ?g)'es Pharmaceutical | BRar 101 &8 285 0 2020.11.27
Co., Ltd. eHs
. Ono
) 0| QkAl ZAALE|
118 M(%I?:]?r\r/:e;l'ianki)ée;ts Pharmaceutical %Ffél: =0l &g 2TH 0 2020.11.27
Co., Ltd. =
Teserpaturev
(conditionally-replicat
119 | ing oncolytic Herpes | Daiichi Sankyo | 9 k[ZY@REnE) o) 2021.6.11
simplex virus type 1
(HSV-1) strain)
Orladeyo Capsules e
120 (Berotralstat OrphanPacific, | oy wmeS(HA 0 | 20210122
hydrochloride) :
Bavencio Injection Merck Biopharma AFTT| OF
121 (Avelumab) Co. Ltd. fEHOY 0 2021.02.24
; JCR RMONCICIE=() &
122 | lecarg0 for W Infusion | pharmaceuticals | 5 pi=l & 5,0 O | 20210323
Co., Ltd. Eoeme
123 | Olumiant Tablets | gy .y ja0an KK | COVID 19 24 o 2021.04.23

(Baricitinib)
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