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Readiness—Levels—TRLs, Integrated Technology Readiness Levels (TRLs)—drugs biologics

71&498)  |OIdAEd) (NEHEZF) (NFF AF) (A AF) (M LEATE-GLP) | (¥€4) (At 3h)
zele | 71eAd Y 5334 AN A ) A, A oy % fEY | e A
4% g A e A% o ods 5 57} 37} Q&7 / HASA |- AR F AT
(M3
A 1A - NFE AR o o
b AAAEE S S e Q4 |- gmzagn w |- AAE AR R M PO L I PN B
7l Cazag ey | adgma |cASAEN R |-¥E 2R - guad 4a o
3T et R H e > 33 =z =
la —elwr)7] 5 2 5 gl K Caaaa e | A A %%
A} - 554 v SAREAS | gngy FAANYAAA Fl | - 9577 817z
N R ERET 8337} E - a7 87t
° - (AN R AE —HQgNE |- AREATA FERA | - ndEsenst 2
9 4 W
- EAN2Y 7% - FAA 2" (GMP)
Rt 1=} ]
o o1%
7] | 98717 — AN F AN
7] 71&498)  |OIdAEd) (NEHEZF) (NFF AF) (A AF) (MIYZAE-GLP)  [(973) (At 3h)
HETE NN 2 e R A = A, AR, b 9 Ha »Mﬂﬁﬁ - Al
4% g A N A% (e 3 %5537} 37} A87} / HASA |- A% F AT
Z‘] ST
d — AAE A%
- N = _ b —ola =¥ _—) 3 =
7] CAE A B U T S o T s N b Bl S o
A} kA A w7} - 3587 +v % - :l—'L 2 Al - ARAE AA "
= s o 2% : AN A3 3
_ol® s n = — A8 A E A 3 = o =
3 JE717 B5 5 5% &4 PSS I PO FANYAAA F0) |- )mr)] a7} 2]
_ Hl o 1] RN
_j];’;?ﬂlfﬁﬂw zlﬁ;fmo" ay | 349N A - 98717 37
s e U NAE gug 2 |- ARRARY R |- Adsr$wr) 2
A% OA9 By | wg

_30_



s 1T

_3‘]_

A (2023), Multi—dimensional readiness

- 5 AA =" (GMP)
A%
- 58AY
1aAas) N&FF AZ) (YA E-GLP) | (€8) (At 8h)
53=4d - A /A 2 kA B frad |- dEAE - Al
NN23%s HAs 37t - AEF/ BETA | AR AT
— A2 (B = E
A) Az - 987171 37k #H AAA Y ZH]
ATE A A A 3 ~AZE] P Elz=ENA) A |- WE 8Pl AP A
98717 %o A —AsE Fu g | ARR 2z
TANAA AN &
57 gl EE ] o) 8717] &7} ]
- ARARA 2ud o g7)7) &7}
REER e TR 3 NEERES b
— AN 28 (GMP) kS|
ol =
10
1aAas) N&FF AZ) (YA E-GLP) | (€8) (At 8h)
58%9 - /A 2 - 4597t b 2 HEA |- dHAE - Al
B A% QERESY 37 AT wFEA |- AR F AT
- NAEAL
NGESS - 957]7) #7} 2 JGNY ]
CAAHA D B obdA By T W g el AT AN 2
SEERPIE I ) AR 43¢ o]
s E! TANHH AN &
— Ao 573 Fol L3 o g7]7] &7} Fn
— ZE AN 2E(GMP) 2717 37}
A% NEERES b
A9 A
A7 GIEEED) (A3E A=) (MIYAARGLP) | (44 (AHd )
4 Sa%9 — I R NP AL A
S A _
e As dA/AR 7} A&7} / HIEA |- AlF T AL
— A} ZF3E A R
_J;ﬁﬂgﬂ 3 AAE —olw17] 3 EHL | - QA F)
_azge s NAE - e 5 gl AAH AN 2
e AAH TR }]%E} ?ﬁl]tg-é‘l— %:_‘E'J_
o R SANAGAA F
# & A4 Er 98717) 37k Z]
AHEH A - AR 27 o z7]7] &7}
2497} 4 NEERES b
— E£AN 28 (GMP) kS|
A%
w77 rAIHE A ver2.0, A oF

assessment of medical devices, Integrated Technology Readiness Levels (TRLs)—medical device



7Zol &, AY | s, CAEA TR AP R AP R i T R R b A AE QAT : A}C’*i}
A BT A4S | A A% AT | ALE AL | ALE A% |- Fe 1 k| 229 A B
/ %% B} / 3% B7 A2 A2zd
BRAT AZ | T
SRL™ 4 SRL 5 SRL 6 SRL 7 SRL 8
AFY FF H2E | AR B uARE R (AR B uARE AL | A2 S AL o 1s AA
2 AFe A FAHoR Fad |ggeR e zZA 9o A3} Ay 2 ) E, B
EREES] A |2 g G RIES
A >~ Al AL
* Service Readiness 1H]** - all 1o
Levels

# AFH @ Successful Digitalisation Pathways (2022)

712N BE E |- wpeombA B - BAA/AEH A - A 3170 A 9 - BERA (o ZBE) |- 2Rl g3k AdHl |- dukele)] thdt
H}o] ¢ m}A Bl AqZ A% QAN 2E JAS Ao Al2H F5 i HAE 92 9435 2389/ HAE
. o) ==Y
(Biomarker) A5

* A& : The Early Detection Research Network (2005)

(Z1248/2A) (4 otoldo)  |(27] AE A3A 5+ 2F) (¥ 2F) Fz #x (B4 94 4+ |5 g 4 (7] 5 947)
= A _ - _ -
CIRAA RS | 7 meeg gy | S IE0D) $E R | 3FAE 48 (FID) R SR U | R B Oy |- ot B
Ao | @b 44 | ARdelE-AEA | Ba AT, | High-fidelity) |- FAF B4 0¥ | 998 aad 2 | 99 oy 2 | o 9as fay
pec! FEo N FE | 9 gR] | BANEAel | B9y 24 Fa4 Bt fa4 Bt 37}
o . - L - _
N P invito, | )7 A8 e EES @94 9 | (@FH AP |- A B9 9
9] animal, cadaver, g9 fFagd 2 tH”O A A ZA8AZ] W
simulated A AF 7ol frad 2
model(phantom) A AE
# A} “Interventional Cardiac Magnetic Resonance Imaging: Current Applications, Technology Readiness Level, and Future Perspectives

s”, Therapeutic Advances in Cardiovascular Disease, Rier, S.C. et al. (2022)

_32_



ADSEATYLNY A

NS O S5

[20204%

HFitAl

e No. HA Y71
Ao W S WHAA HY ot P N . L
1 el Chels e e st At En
0% ABsRe] BAH NaEA D Al
2 7S % d=stolmA A F =l A9 Agdsta AstE Y
A AAHZ BE 9 &4 710 79
Spot-TurbolD& ©] &% MAMS] TREM29]
3| AgwwmA BA N gxstolmy vl | Aedstw deyegd
79
ol m Jol o AR el tau S Aol A7
BKH; ° = 4 | Aol Wiyl AFAA FZ, Aupdy AAFH D | ALstn AsFE g
#8719 B ERE
dzstolwy Ao B AlE FE&A #HHES] _ s
5 2ns 5@ W o SR Aedsta detgen
FAX8A AEE 23 Plasmic ASM EFA 9 5 515
6 A e ARse Aty e
S5 AR 7H 1FA,
7 T3 of| o] A (SuperAger) AT+E B3 o] &} 2 th o w
AAREAA D AR5l slofshe 29l sty e
79
o ) ) 2] Aekg Al A4
8 Fetol = vio]ompz] N X M7 FFAst7lsd
S5E 4 4% AT
dzstolry 2/]7e @ Al mUE YL
9 A% U= AAM 7k o ) o5 ek Rl i o i |
i wpolewr w2
S @Y o g3 Fxsfolv] =ANGE | _
10 2074 A B olmAs Asd A FABAL Y AU A 2
4% g 11 | eb$71w AuiAe-g PET BAd ol ok AT A7 A4 2] 319)
A7 o}l 2 o] =(A)-EF-(T)-21 7 E A (N)-F #A4 (V)
12 AR E o] &3 I 7w Auj g g FEI 434
AF 4F Jle 153
AEJA G EAe] HE R AN E 76k o 1= s
B axsemy qm A% A371% AL AT A E
AFAS HHEN7 &S 28T AEAA -
H A w geds guse @ et
15 Fmy AMIIANE AL 55 I EEAEHstw g
16 71% - 9B ATHAAZEZ(TRR) A7 AeMERd
HAE ARA F=A4 718 A= B371- L s
17 R SEEEERE L
Az slolig 24 fEAS 5 e
b Y zsjols) W A=Al A wEsEE
miR-204 Zx.d_o E3 d=3loln 2 FA -
o = 19 22 A Z2 8 A of o] A W nto] &
%) B7] A =4 T AXE 01%@ N 2g dxatolw A 1ol el o
20 AEABANVTI0DS] S 2 Y4 AT TS BelRnie)2
21 G=slolwy X EA NES 93 GV1001<] Gy s g7}
2249 AT
H-" gy Fohg FeE-BeAES ol g e
2 EE wA oF A FAE AL el

_33_




[20214%

HFitAl

W No. A Ty 7|H
T 54 A AT 5 A5E594 A0l A :
1 ° e e o7 us) &Y
Fxfo[og A=A MENDA ga Fondd 9
2 BHE AR R4S B Y2ty Aot &4l
QA9 Wel 7 ANPATE 2 AR A B
S W FATE o AT A 8 .
I
3 mis-sorting 71 73} o] =53 tauopathy =5 et Aedista dsrgEd
L=slolm X FAEE] £HE (loss of function Ebpl }
4] vhe2) mae) AAA 4718 79 W AZE AD e
xel
A7 3 abuz R —
A =3slo]H ] njo]ontr Tl o L )
FH AT | 5 R R AL
T Aeld A 6o WY gud HIMD A5 59 | Lo .
° BeME S41H 79 9 el wE A
Fxstold W=7 ARFAA B4 T Ao B o e
7 45 el 9 arvigay an ATt ek e
G FAT 0 el FEsto|vE WARE
8 | FHSIA WE Y FEWSEIAE AN Fxabolo] HAA R
Eiﬂxﬂ T+
A% AR 54 Fzstolvy V=D AT 4 5
? sol2 izl Alw QAo 14 Mot
UF BAE dwnfole 83 A4 ZAE W I
01 solaa dxgel a8 do) wuw sy gy | AR AHHER
Fo] qo] A%FE /W Av) ASE ol evtA HE 4 I
| Gesazed 10 sage oew 94 fay gz | oo coasd
12 g 7k v 27198 POCT Agdd 71E gt B
e N e ) wupn)
5% WIZE U 0% skl enpr] B4 slwe] A1)
Py 1 bl R | pui =2
AAEME | B jane 9 ALw Auaw dugz @ aE=
Fxfoloy ATe AT Eelusl obdzol= Wek
M A G A ER A DA A ST A
Az A% 2 AFAEE AT
15 Q1ZA 5/ M-r A F U ] Qo] 2} R L
WG EAE D nEs AT
HEgGA Eolzd ZHEZH 7|4l d=3lo|HA _
16 = ];-4 uif;f 711] ;e Sohfstm AstdHn
17 | A5 57 Bol BUF /12 oled Au ARA AL | (Pecdres
SEAAE FAshE Ao mIOR S5t As) Ade | o
18 o el CEE L e
T1R3 GPCR &EA 9] 2l & =3lol X =5A v U ,
19 snea ° theluto] & F2) 8] A
HAAA G B0 AGAEE B8 FEd ARES
20 | s AAZNAEE ol8F B Av AXARA | dUstm SstRED
o 2 AL 9 A AYEE la YRABAY 59
X 571708 Gzstoel Ans AQROIFE AL AT YT I .
21 S @R Aol 2
ROS/Ca2+x=4 & B3l MEZ=g ol 758 HE95S
2 | AMste MESselo-E Av) Aw FREAS] QA | @Y BHHE 2
1 %9l
y | EETAeE Be@ M 24 2 2YTA~Y | OFFRAL
279 58 MrEAT BAE AT L AW A WA
%3 wad % Ada 059954 T2 1ge o s
2 e ol oy O EA EEARA | st asrea




[2022WE MIMA

Wy No. A3 Y7
: exspolv] Aue] WY WA B U A& ARt
W] wER R wsteEn
A WHOR AT Yxsholn Ao e
2 WA Y W AT R FEHAL AEHH
AT A GSAAAN T BHTHE AAE | -
ol 3= 2
3 AT AATERA5AT wEAEEHATY
s AR Nif2 Aol o d @5
dels o 4| mAclmAEe WA wxstolv] AR | Arvdstn AsEew
Rl o =X S ™
SRS e T
Gsh-Ar2e) SUA FA/AT
5| AZ=-slu AMP2 e FolzAAH Wy | A@adsu asEEe
AP R WA A WA 7
UFE AR HAA DEE AW @5l )
° ezstole) o) HHH 290 7 EnEsd
Gzsfoln] EERWE o] §3 vholZ2rhol £
7 QAU ER S 7 R AR B o471 69
EEdT
| AEAAY 2 A 2AAEE A g el opstoh st
OF v Adel A e
o | M ThE MolenhAS ol8W W AVE | _, oo
o 5] v X o} 4 91 71 21 7] A
4= g o 2 spol v Xu), Fol A, T e
= =X - . -
10 | Ave AT " 2 A4 Aw A A2 who) e =
AriEz A B 4
NABE P AU BRADE FraND
X Lol ALHE] 2]
H RA Sl HE NS TEehiE
Aol 53 B 9 22T AW HEE A9 Al .
= AL 2=
12 718k AN ST ES SWAR A e
ezspoluy B Wel B ABE 4 .
13 e sE A
A FEe et At
Sxstoluy Aol A A7 SHAE BN
14 % 9l ICP-Parking] M9 4AY oa o e
DIADAY FAS B AvIH 2 AN
a3 3 Ag710e) xspolul ARAT AT
= T - 15 | otz A Hlo]gl = (AAV) FAAXZA B YA o) FE]
A 5871/ AT
g =stolvy X aA NS ¢ DA-5207 P1 e
16 S Folol 28l
EAQsAY eA 34 AU L T
17 | AdARAY nES HuRAE B LT | aodstn Atuw

_35_



[2023WE MIMA

B! No. A 3713
AT vho] @ S ebE ALE AT B o
! HDL-ApoM-S1P E}7le] v} 2 AT ASHET dhEET
Ao} Wl gelsks v AlokmA £ thAAE o
2 I ISP PSS ES eEElE
B 24 ol sk 7 A7, PoC o
; BAdE 0 AMAEA FuEd 9 AL e
PARMRE R RS IR P PURPA P RS L 23 mg i
ATy 5 | e PR ER L enieunuye
WH AT ol
| Hem ansy g1 A A28 e ane <m3 ol 2o 3t
Srzapol oy 2 A sy
B B Al DB AR AN AL KA |
6 | Sharpin Wole] APy AA 9 % YU SN
P o f L
lzl-_E_;( wl 3] %F/H% 5}l Q % vy _ _
7 Hy 3 ]’*“_ﬂiz]z#\uﬂ g8 Xy X et sta Ahet
= SR EA [}
T o ) W 0F A B8 .
8 o) 27208 2 mUEY AzE A Aot aerd
o | MRENE A3esel Jue MR AW AE | dPARduelR
] =577 Az
o & 2
Qe & Ao) A9 9 A=W BUHAE AT AZAF
A IR P N £ EREA srelms elnl s
F7h 2HS M AER OB Ao ofFolA] ol
11| bse @zstoln AweAgel, Auad H 484 A
o 2o
WA E 2d 7|9 d=dto]mE X84
o gmmde wawAd 9= @ 94 ND £ S Ffetn =
WoldE B4 29S 5@ Fxsholuy e
13 e e 4304 A sn
Szstolm =g ThF71d A4 HAS-5921) o
1 AEE AT QAT cra el ST
=
A= KDS2010¢] 94 14 A7 2 ¢4 24 IND
A 57 =N 15 0L 93 vol oA AT L ARt FEAlol Al F
szeg A
HAY Bl UE A A E A U
16 | 229l olF WA, Ao = 1HGAD 2 MAD) F2403) 4 ok
QTF(Lys280-oL A D3} ERSol Tha Hzel A 1)
X|u % BBB &3 A TNT 7 MTA A - _
i | A W 34517] %

_36_



[20244%

HFitAl

| No. 34 3 Y7
APOEA o]&7 xslolm wge] a4l w3} <z ]
7:1):] ]_ 2~ 0O
1 %&1—% %—é’l— 7_(] H cﬂﬂ]— ul X]E_ E]_a\ H]—% ]:H:[L 0‘5‘54'@—17 E’d
NEAT1-Paraspeckle-IRAlusell 93t fHx HAES
2 3 HA3A w2 71H %8 2 A87E =7l
Al
Gzstolmy WY/X 5 A FihE 2EH 29} s o
Aol 3 R R AAdstn st
U 7Id AT
U=Gt0IHE XIZ& GAIB(Gly-AB Interaction } .
AN N3 AFeFa & Th
4 Blocker) @4 olokE FREA A AATEL AR T
GPCR, OR5V1 7]®F &=3}o 2854 FREH
5 ] HL; IH X84 FREZ g7 B 5 eh ] %l
Avf FEHES A% B A dE A &4 _
PSR kA=K
° A5 FREd A Tested
Neurofluids B4 = 7|8 Xm) G4 A 2 o & o
’ 2708 S 98 Al £2ZEGo] 153 =nsrEed
o5 3 =4 - A - EE2YY i?& Elxl?d_ 33
8 H]EHEE Z]UH ;‘(—%7")\ 1:1] /\‘]H])\ /\]7&]_%,__ /\])\E‘ﬂ (-r)oﬂo]ﬁEﬂa}‘rT—./:
7
WS- A mAEY PRDXO 715S 2des
9 First-in-class &=3}o|H ZAZ X FA| Hh2H g 34 3 A
FTR3IZMES HdY AF
vl Aoln A E el HEo] = (KINE-10DE o] &3 o1 Lol o] 2
10 Sxspolm AF XN mA AT 7HlAtel
& =3lo]HH Al 2A4|(LBP) NVP-NK41462] — =
H FDA 94 24 A@AE %9l FASA Al A=A
oy = A5 rzsbolms x| =), DA-75039] 44 14
= L1y 12 o Folol 2~E(F)
TLR29l 3k A7t GYFE A (NM-10D) o N i
13 h Eﬁsﬁ}oupal/\]. __rL] ] F2A 3] A} e ™
pul )= e} [e]
Al FARS ZPAE J]&E o] 83 X =]
14 Mt R ZY ;}i 183 Xu X &A o EEmol o
15 Hleeoly 7|5k H]ﬂija:ﬂj}:j 9y AASF ol el ALeh e o
vl Aol AARIAE 23t AAAF
16 . e . it i i R
Am=E =y g 71nke) dxstolwy A7 e N
¥d o | HeEA e g A 9989 A1 7 st a1
9 247y A7E 9@ 229 vEYL 73 eHElE

_37_




SolaA Auje] A% Sold whuu

= ]_ P e}
18 TholL 225} mhol ov} W ERRAE
H2d 714k in vitro, in vivo MRI®} &% imaging
19 | 5% 84e 53 u#d o wHEe 549 =ty Eed
WE e B AT
HAAA $4 dxfolm MENAE BT
AL olAkH €]
Dl gzaomy FazEAT 2 ARAN 75 ek
Au) qolH) WA AFAE 9F }F o
21 | w9l AASIze) wy/aEN W 79 FAE 2o AT
Tz
Molecular glue 719+ Xu] X84 U4 WYL =
& g8 MY AT TR ekl
A SFEAE B AU Szsholn] A3 I
23 Z89 Aadg BAE 75 ST SeEEET
AAY DBV o} BRENEE DL
20 | W WIAZE = A stolo)y A Z248 4 ole) el
A 2 A N
je | HEOIE AT Aw Bl 3 A% el
il
229 FEATE 5@ vESA W A o
26 Ao Soltjeta Aok e
24, A4, 42, BYe LYW AERD 89l
27 | el A% Aw Be AsE ATS AT WoEAR)

_38_




[2025U%

HFitAl

U No. 3}-A FY718
AEaRg Auel AZe Ao RA Y
1| saEsclmAz 977 AF masl 34 | okFgsty astEew
g
25 719 x2d @i g el 7nke g=3slolw .
2 F2a87) %A 7Y
o) AREA BE D AE el
S AOFLAZ B ARl AR Rt 143
3| ¥ oueme 15 HPe B Yxaolnyel e T
Lol w9 AM2L AFed 2 A5 23 WAYSE 9
sH AT
4 Aex HDAC11 As|Ale] ADAM10 2 BDNF o 5 7o}
43 )0 7 P AEEY A8
AR ZAZHE GA EH QA RA A I
° FAE 75 9 FREY 52 oHFEetaL ArerEE
A Fr=rsZ71H 2 719 TDP-43 A X v
6 | Wl W AT % AZLEA A B FREY | addsn astEed
e
o 2 AB L Tau SHH SAl 26 JIE
s 7 ATE AT B Aoke] A4 9 okEE oY 2ol ELRA(F)
AS7 e WA AT 14 YA
Qeldat LIM 7148 888 2% - ol i
8 SR AN QAP FAE ArEEhe e
A =5 22
25 -
o | CNAEABEIEE AuAe 4= 71%)

e 2H S A(F)

_39_




