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5.355 - FDA Modernization Act 3.0

119th Congress (2025-2026) | Get alerts

BILL Hide Overview X

Sponsor: Sen. Booker, CoryA. [D-NJ] (Introduced 02/03/2025)

Committees:  Senate - Health, Education, Labor, and Pensions

Latest Action: House - 12/17/2025 Held at the desk. (All Actions)

Tracker: @ Introduced Passed Senate Passed House > ToPresident > Became Law

F) ORIHD S 355
Xt&: congress.gov

0= stalojA SotEl FDAMA 3.0
H.R.2821 - FDA Modernization Act 3.0

118th Congress (2025-2026) | Get alerts

BILL Hide Overview X

Sponsor: Bep. Carter, Earl L. "Buddy" [B-GA-1] {Introduced 04/10/2025)

Committees: House - Energy and Commerce
Committee Meetings: 05/13/26 2:00PM 07/16/25 10:00AM 07/09/25 10:15AM (All Meetings)

Committee Reports: H. Rept. 119-706

Latest Action: Senate - 07/21/2026 Received in the Senate. (All Actions)
Tracker: @ Passed House Passed Senale » To President »  Became Law

=) ootHT H.R 2821

XtZ: congress.gov

Oj= SHOIM X2| B2 S Al CHA| gt
H.R.6660 - Replace Animal Tests Act of 2025

119th Congress (2025-2026) | Get aleris

BILL Hide Overview X

Sponsor: Rep. Moskowitz, Jared [D-FL-23] (Introduced 12/11/2025)

Committees: House - Energy and Commerce; Agriculture

Latest Action: House - 01/13/2026 Referred to the Subcommittee on Conservation, Research, and Biotechnology. (All Actions)

Tracker: @ Introduced Passed House > Passed Senale » ToPresident » Becamelaw |

F) OIotHS H.R.6660
XIZ: congress.gov
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2018 organ-on-a-chip(OoC) 7|& &8¢t 54 AIF Ui 7 TEUY
2021 organ-on-a—chip(OoC) YAl MIMETAS @ HE Ao H/&
2022 - Hans Clevers g¢
- Institute for Human Biology(IHB) A&, 2@Jt-0|E &8st =4F WA 9 N S5
2023 Basel CHgtwet QI7H &Y QHZ, oFF HIAEO| 2It-0|E AME &Y
2024 Xp7F W MZE T3t & QJH-0|E i, Nature X| =2 @E
2025 QIt0|E atlas, Al 2|8 SHER 419 T 71 Sy
2026 AP|A Basel 0f IHB ME& ZIAX| HE 44
Novartis
2016 L QIH-0|E V& 8% MFEYY He Ay
2018 Basel CHe} Holnt &% It-0|E Y
2020 - AE, HE S 02 It0|E 2 283 Azt Al 9 Mot
- QJI=0|E J|& BFED I XSt A7 A} Xt Sy
2022 UE QIMolE &8 Hs J|H HYl =2 LH
2026 Helmholtz Munich @t Al, 27t=0|E 2|8 A% st 2| K| Y JHA|
AstraZeneca
2020 CELLINK @+ 3D HIO|RZ2IY J|= 7|¢h QILL0|E HZE AP
2022 QItL0|E J|E St Mot 2 SH W3 AE
2023 I @Jt-0|E &8t COPD ¢7t Zut YH
Merck KGaA
2021 HESE & AHEANKNRE Al 2|8 2JtL0|E A WY Jt43t
2022 BioMed X 2t =8t &7| 2Jt-0|E 2 JiY Z2ME
2023 -'Al 28 2J1:-0|E |8t 2t H5 A3
- HE 208, UE 203 QItL0|E 8%t
2024 HUB Organoids Holding $120M 722 QI5tH 3D 2It:0|E ZEEZ|R Zs}
2025 imec It XM MPS SAE 33 L o N DEEUY H&
2026 CtE T @Jt-0|E 24 2H| Bio-Techne Corporation Q13
Pfizer
2018 Hubrecht Organoid Technology(HUB)Qt ®&5t0d & 2It:-0|E J|& L
2023 QIZt & 2Jt0|E EXt U J|s &4 ¢+ Z1t IBD X0 =2 LE
A& 2F AL A2EE, I123H 2 MXME
F2RAIA CAPA 3% HE
& E£3 A MUF JIE CAPA OiE 71& CAPA CAPEX
[R=] 2020-03 HIZ 1,500 71, £22F 200 2t JH 3004 & -
2 2026-03 HIE 7,500 71, 22F 500 ¢ H 1,000 & 159 &
3CHH 2027 HE 17,500, 22F 1,000 2t 74 2,000¢ & 29 ¥

Atz TABA, REIRAIA, 7IZSH 2| AMXHE
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HEEEAILA (el do o) I RAENE (Erel: Aot 2)
128 A, IFRS ¢& 2022A  2023A  2024A  2025A  2026F 12@ FLL IFRS ¢& 2022A 2023A  2024A 2025A  2026F
HEY 48 32 5.4 73 10,1 |SXtat 3.4 47 12.9 285 26.2
&2t 3.1 23 3.2 38 45 oz 9 sIZgXt 1.1 13 9.2 238 20.0
==l Bl 1.6 0.9 22 35 5.6 T2 8R4t 0.1 0.4 03 0.4 05
Tk 6.1 7.4 8.4 11.0 8.8 OHEMP X J1Emy2 0.4 0.7 0.8 1.1 1.5
oY -4.4 -6.6 —6.2 -75 =38 XHOXpA 1.4 2.0 22 2.6 3.6
EBITDA -3.8 -5.6 -5.2 -6.6 -25 J|EtR S 0.4 0.3 0.4 0.6 0.6
JeEe 2.6 -3.4 1.4 -0.3 0.0 HI{FSAR 4.1 4.1 45 5.7 4.9
O|Xt=2d 0.0 0.0 0.0 0.1 0.1 EXtRFA 0.4 0.2 0.2 0.1 0.1
O|XHH|-& 1.0 1.4 1.6 03 03 YR 3.1 32 35 5.1 43
Qo 0.0 0.0 0.1 0.0 0.0 DHEXIA 0.2 0.2 0.2 0.2 0.2
Qe as 0.0 0.0 0.0 0.1 0.1 7|EtH| R SXHE 0.4 0.5 0.6 03 03
4 9 2AYIH2Y 0.0 0.0 0.0 0.0 0.0 XMMEH 7.5 8.8 17.4 342 31.1
7|Et -1.6 -2.0 2.9 0.0 03 {88 25.6 25.5 5.2 32 33
HOLMIXI2EX 02 -7.1 -10.0 -4.8 -7.9 -33 OHUAS L J|EHHS 0.7 0.8 0.9 0.5 0.6
HolMbIE 0.0 0.0 0.0 0.0 0.0 [RRI=s=R 0N 7.1 8.2 37 25 25
HEA G 2= -7.1 -10.0 -4.8 -7.9 -33 JELR-S 2L 17.8 16,5 0.6 0.2 0.2
gI1z019 -7.1 -10.0 -4.8 -7.9 -3.3 HIRSEM 13 26 25 28 28
XHiFEF&01 -6.9 -9.9 -4.8 -7.9 -33 71288 0.5 13 09 0.7 0.7
SUE U A (%) J|EH| RS 0.8 13 1.6 2.1 2.1
=Y ZUE NA -333 68.8 35.2 38.4  SEMEA 26.9 28.1 7.7 6.0 6.1
Io|Y BLE NA 50.0 -6.1 21.0 -56.0 X[H{X|E -19.1  -193 9.7 28.2 25.0
EBITDA ZZE NA 47.4 -7.1 26.9 -62.1 N 0.1 0.2 0.3 38 38
XuiFF20l2 ZUE NA 435 -515 64.6 -58.2 Xedozd 0.6 10.8 44.6 67.3 67.3
EPS ZXUE NA HX| HX| HX| HX| J|EfXHE 0.4 0.0 0.0 0.0 0.0
OHZZ50|2E(%) 333 28.1 40.7 47.9 55.4 7|Ef R 2Ol A ol 0.0 0.0 0.0 0.0 0.1
FAO0IAUE(%) -91.7 -2063 -1148 -102.7 —32.7 ooz -203 -303 -351 429  -46.2
EBITDA Margin(%) -79.2  -175.0 -96.3 -90.4 -24.8 H[X|H{X|& -0.3 0.0 0.0 0.0 0.0
K|t 3=2=2=0] 2 E(%) -1438 -309.4 -889 -108.2 -32.7 XHE2EH -194  -193 9.7 28.2 25.0
CIgsER (B9l dot &) EXRX|HE (9l 2, Hi, %)
128 AL, IFRS ¢E 2022A  2023A  2024A  2025A  2026F 12§ AL IFRS ¢ 2022A  2023A 2024A 2025A  2026F
gdues d3dss -4.1 -6.0 -5.0 -7.3 -2.6 FTYXIE(Y)
gIl=0d —7.1 -10.0 -4.8 -7.9 -33 EPS -2,664 -3542 -1287 -1201 =217
Higige=ol It 39 5.0 0.5 2.6 2.2 BPS -7,229 -5356 1,533 3,703 1,642
FYAL IS 2] 0.6 0.9 1.0 0.9 0.7 CFPS -1,207 -1,775 -1,155 -797 -74
SR 2| 0.0 0.1 0.1 0.1 0.1 DPS 0 0 0 0 0
X 2HEItE 0.0 0.0 0.0 0.0 0.0  FIuH2=(tH)
7|EH 33 40 -0.6 1.6 1.4 PER N/A N/A N/A N/A  -553
SAESIUE B2 -0.8 -0.9 -0.5 -2.2 -1.4 PER(X|1) N/A N/A N/A N/A
OHEXHEL T (e 2 A -0.1 -0.3 -0.1 -1.1 -0.4 PER(%X) N/A N/A N/A N/A
T OXpArOZE A -0.4 -0.6 -0.6 -0.4 -1.0 PBR N/A N/A N/A  13.23 7.30
O XN S 7| EFXH 2| B¢ 0.1 0.0 0.3 -0.3 0.1 PBR(X/1) N/A N/A N/A
7|Et -0.4 0.0 -0.1 -0.4 -0.1 PBR(%|X) N/A N/A N/A
JE3sE -0.1 -0.1 -0.2 0.2 -0.1 PSR N/A N/A N/A 4393 18,07
EXgs d3dss -0.2 -0.5 -0.4 -23 0.0 PCFR N/A N/A N/A =615 -161.0
FYRLLY FHE -0.2 -0.5 -0.4 =22 0.0 EV/EBITDA N/A N/A N/A N/A  —66.7
FYRLe K& 0.0 0.0 0.0 0.0 0.0 ZFQHIE(%)
Byl &3S -0.1 -0.1 -0.1 -0.1 0.0 i (%, 2 EF,23) 0.0 0.0 0.0 0.0 0.0
EXIRAIZ A(B T -0.4 0.2 -0.1 0.2 0.0 g +AE(%,2EF23) N/A N/A N/A 0.0 0.0
I8RO A (B -0.1 -0.3 0.1 -0.2 0.0 ROA -949 -1227  -368 -305 -10.1
7|EH 0.6 0.2 0.1 0.0 0.0 ROE 363 51.4 1005 -415 -124
Higs szsd 3.6 6.6 13.4 24.1 -0.7 ROIC 35.2 57.2 2955 -98.1  -344
el S7HEL) 0.9 0.7 11.0 -1.0 00 OiEMBSIHE 21.6 5.8 73 7.6 7.6
red, Hedoge 2 0.0 28 29 25.8 0.0 M OXtis|Tg 6.7 1.9 2.6 3.0 33
T2IFAHRFHE) 0.0 0.0 0.0 0.0 0.0 Sxdlg -138.4 -1457 78.9 21.4 24.4
CIISE=NT= 0.0 0.0 0.0 0.0 00 =XU3HlIE -330 -409 515 -745 688
7|et 2.7 3.1 -0.5 -0.7 -0.7 O|Xt 4t & -4.6 -4.6 -40 -295 -12.8
JEI3sE 0.0 0.0 0.0 0.0 0.6 BXLZ 7.6 95 46 3.2 32
2 ¥ VIYRMO| &5t -0.7 0.1 8.0 14.5 -39 =2XU3 6.4 7.9 -50 -210 -17.2
7|x0g U APt 1.8 1.1 13 9.2 23.8  NOPLAT -3.8 -5.6 -5.2 -6.6 -25
7|UnZ U AP 1.1 13 9.2 23.8 19.9 FCF -4.9 -7.1 6.1  -11.1 -3.9

Iz 7185 SMXE
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12.

Compliance Notice

o A= 118 112 HXf F2RAIA(494120) HAFAZ 1% Oy BRSSP UAX| RS,

* Phte & AEE 7RSI E= MBXOA ALY HS2

* T 29 SBEAEMAE Xt AEY ol & A= Yo OJE%EJ 7I°=1%9 SEFAEE A TS 2R UX| EELICH
o 3 X=0 AAE WSS =elo| AAS FeotH ? =

Fotn Ao,
o 'HIRQAIAE 2025F 118 13 GAPE FHIAIZ DAL HEAIZ] BolL|CH

NN

==

ATl ZIMAIMED} ARl 4 I X2 Y YEESE 22 A0, YADF 1 HeHolt §ENS SR 4 gin, X §o|

|- S
o

INZSS

o 2 ZARANES Q15 SXE U8t HEHBS 2HOE YA NP HESS HIXR2N, VISV 38, 32, Uo1e P2 Y
T ONFHS WIOR SXX XAle| TWEHIL MISIof OROIOF oD, HAKS & XRO| L0 ofoto] WoiE ATlo EXtue ol tﬁorozl
OlEEt ME XX AO0 WX SHOIN SHZ AIZE < YLIC

o 2 XU BAXIRE PHOR QI SN M|, HIE, Hs, I, Mo, SWols SO WHOB XIAS Hofots R0l 2RAL ofsto] o

S|
71 HEI|E(6HE) AE HEI|E(67HE)

Buy(0H=r) AIZTHE| +20% Ol4 7} &5 ol Overweight (H|IS2H) AIHCHH| +10% Ol E=1t4=9) ofl4d
Outperform(AIZ =& d2) AIFTHE +10~+20% F7t &5 oY Neutral (3&) AIZTHH] +10~-10% B Of4
Marketperform(A| &2l &) AIRITHH] +10~-10% 37t HE of 4 Underweight (HIE5&2) AIRTHH] —10% O|4F X116k ofjAb
Underperform(AlE =& 5t2])  AIFTHH] -10~-20% =7t 512 o4

Sell(TH&) AIZTHE| -20% OISt =7t ot3f ofj &

EXtsa dlg 84 (2025/10/01~2026/09/30)

o= 5d o=

97.09% 2.43% 0.48%

1 I



