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Continued confidence in the strength of our CP legal position and patent

exclusivity timelines

Citizen Petition Facts

/
Request: all VOQUEZNA Orange
Book listings reflect the same 10-
year period of NCE exclusivity

Anticipated Exclusivity Timelines

| 2025 | 2026 | 2027 | 2028 | 2029 | 2030 | 2031 | 2032

GAIN Act NCE exclusivity is tied to the active moiety. Phathom believes
the same exclusivity should apply to all products containing vonoprazan.

\

J —

/

Submission: acknowledged by

~ NCE exclusivity Full 10-year extended NCE exclusivity '
[}
1

the FDA on 12/11/24 — beginning s N
the 180-day response period
\_ J Composition of matter patent’ PTE i
1 1
1
s ~ Aug. Apr.

Status: expecting response from the
FDA in early June, confidence
remains in strength of legal position

N\

Drug formulation patent®
1
1
Aug.

/
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V. GAIN EXCLUSIVITY

Subject to the specified statutory limitations, a drug that is designated as a QIDP and is approved
for the use for which the QIDP designation was granted will receive a 5-year extension to any
exclusivity for which the application qualifiesupon approval. Section 505E of the FD&C Act
lists the following limitations under which the 5-year GAIN exclusivity extension is not
available:

(c) LIMITATIONS—Subsection (a) does not apply to the approval of —

(1) a supplement to an application under section 505(b) for any qualified infectious
disease product for which an extension described in subsection (a) is in effect or has
expired;
(2) a subsequent application filed with respect to a product approved under section 505
for a change that results in a new indication, route of administration, dosing schedule,
dosage form, delivery system, delivery device, or strength; or

(3) a product that does not meet the definition of a qualified infectious disease product
under subsection (g) based upon its approved uses.

A2 FDA, DSEASH 2| M2|MIE]

26 FDAE 55 A3 of 509¢= S2

IL. Determination of Regulatory Review
Period

FDA has determined that the
applicable regulatary review period for
‘uP UEZNTEEI'R.[PLE FPLK—[EE."L
215152 is 971 days. Of this time, 727
days oocourred during the testing phase
of the regulatory review period, while
244 days ocourred during the approval
phase. These periods of time were
derived from the following dates:

1. The dote an exemption under
section 505(i) of the Federal Food, Drug,
and Cozmetic Act (FD&C Act] (21 US.C
35a(1]} became affective: September B,
2010, The applicant claims Septembar
23, 20109, as tEs date the investigational
new drug application (IND) became
effective. However, FOA records
indicate that the IND effective date was
September 8, 2019, which was 30 days
after FOA receipt of an earlier IND.

2. The date the application was
inifially submitted with respect to the
human drug product under section 505
af the FIle() Act: September 3. 2021,

DA has verified the applicant’s claim
that the NDA for VOQUEZNA TRIPLE
PAK—NDA 215152 was initially
submitted on Septembar 3, 2021.

3. The duate the application was
approved: May 3, 2022 4:37 p.m. FDA
has verified the applicant’s claim that
MDA 215152 was approved on May 3,
2022 437 pm.

This determination of the regulatory
review period establishes the maximum
potential length of a patent extension.
However, the USFTO applies several
statutory limitations in its calculations

of the actual period for patent extension.

In its application for patent extension,
this applicant zeeks 508 days of patent
term extension.

Fetitions should be 1n the tormat
specified in 21 CFR 10.30.

Submit petitions electronically to
https:fwww regulotions. gov at Docket
Mo, FDA-2013-5-0610. Submit written
Eelitiuns (two copies are required) to the

ockets Management Staff (HFA-305),
Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD

20852.
Dated: September &, 2024.
Lauren K. Roth,

Associale Commissioner for Policy.
[FR Doc. 202420552 Filed 8-10-24; 8:45 am]
BILLNG CODE £184-01-F

DEPARTMENT OF HEALTH AND
HUMAMN SERVICES

Food and Drug Administration

[Docket Mo, FOA-2024-E-0218]

Determination of Regulatory Review
Period for Purposes of Patent
Extension; VOQUEZMA DUAL PAK—
Mew Drug Application 215153

AGENCY: Food and Drug Administration,
HHS.

ACTION: Motice.

SUMMARY: The Food and Drug
Administration (FDA or the Agency] has
determined the regulatory review period
for VDQUEZNArEqUAL PAK—new drug
apE][Eatinn (NDA) 215153 and is
publishing this notice of that
determination as required by law,. FDA
has made the determination because of
the submission of applications to the
Director of the [1.5. Patent and
Trademark Office (USFTO), Department
of Commerce, for the extension of a

NOVEMDET 1£, 2024, LDMIMENTS FeceIved
by mailfhand delivery/courier (for
written/paper submissions) will be
considered timely if they are received
on or before that date.

Electronic Submizsions

Submit electronic comments in the
following way:

¢ Foderal eRulemaking Porfal:
httpz:/fwww.regulations. gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to hitps://
wiww.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that vou or a
third party may not wish to be posted,
such as medical information, vour or
anyone alsa’s Social Security number, or
confidential business information, such
a5 8 manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https:fwww.regulations.gov.

¢ [f you want to submit & comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see “"Written/Paper
Submissions” and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

¢ Muil/Hond Delivery/Couner {for
written/paper submissions]: Dockets
Management Staff (HFA-205), Food and
Drug Administration, 5630 Fishers

T rmn Den 4081 Daclaeilla AT Soc s

AtZ: FDA, DSEAISH 2| M2 |4lE]
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(M) 2023 2024 2025F 2026F 2027F 2028F 2029F 2030F 2031F 2032F
AE 27| 1 55 166 338 574 831 1022 1182 1332 1598.4
Aol M/S 0.0% 0.0% 0.0% 0.0% 5.0% 12.1% 18.8% 242% 28.1% 30.0%
Sales 0.0 0.0 0.0 0.0 252 883 1685 250.7 3278 4218
Royalty 15%
WACC 52%
SEEE | -30%
SUM 3794

Ate: DSEAEA 2IM2|HE 23

15 2030 A|H|= 2

PTE 21& Al, #|0IZ 0I= 71| < 1,923%3

2 Al, 0|24 O|= 1,92342d

(dete) 2023 2024 2025F 2026F 2027F 2028F 2029F 2030F
=% 1 55 166 338 574 831 1022 1182
Aol M/S 0.0% 0.0% 0.0% 0.0% 5.0% 12.1% 18.8% 24 2%
Sales 00 00 00 00 252 883 1685 2507
Royalty 15%
WACC 52%
SHIEE -30%
SUM 1923
212 DSEAEH 2|Mz|ME 23
BE oIg g4 Al A0f 0|F 7} o 5559
16 20284 A|H=! 21 Al, A[0]Z4 O|= 55594
()] 2023 2024 2025F 2026F 2027F 2028F
=% 1 55 166 338 574 831
Alo[Z4 M/S 0.0% 0.0% 0.0% 0.0% 5.0% 12.1%
Sales 0.0 0.0 0.0 0.0 252 883
Royalty 15%
WACC 52%
SHIEE -30%
SUM 55.5
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(Hig, %) 1Q24 2Q24 3Q24 4Q24 1Q25 2Q25F 3Q25F 4Q25F 2024 2025F 2026F
o= 2126 2193 2295 2358 2474 2473 2524 2487 897.1 9958 10383
YoY 15.0% 73% 6.4% 52% 16.3% 12.8% 10.0% 5.5% 82% 11.0% 43%
ETC 1922 1938 2063 2124 2259 2223 2282 2251 804.7 9015 9433
Aol 53.2 387 393 480 514 55.0 62.6 61.1 1792 230.1 2559
= 373 373 380 386 36.7 36.7 374 38.1 151.1 1489 1475
SOUIA| 304 329 34.1 313 335 333 345 317 1286 1329 1345
Al 87 87 35 35 0.0 0.0 0.0 0.0 244 0.0 0.0
et 814 953 1020 1019 1082 1020 1007 1005 3845 4114 4279
HB&B 204 255 232 233 214 250 242 236 924 943 95.1
ZC|M Al2l= 132 16.4 136 16.2 14.0 15.9 146 16.5 59.4 61.1 61.8
7|t 73 9.1 96 7.1 74 9.1 96 7.1 33.1 332 332
ojEE0| 1074 40 1053 1139 1146 5.0 1139 1212 435.1 4643 4860
GPM 50.5% 495% 459% 483% 46.3% 46.3% 45.1% 48.7% 485% 46.6% 46.8%
YoY 29.7% 193% 8.1% 87% 6.7% 5.6% 82% 6.4% 15.7% 6.7% 47%
Fole 17.3 243 222 244 254 279 284 29.0 882 1106 1217
OPM 8.1% 11.1% 9.7% 10.3% 10.3% 11.3% 112% 11.6% 9.8% 11.1% 11.7%
YoY 206.0% 58.9% -08% 82% 47.0% 14.5% 27.7% 18.8% 338% 254% 10.1%
27I&0[2 104 17.4 14.6 19.2 17.4 205 20.6 210 61.6 79.6 899
YoY 256.7% 20.1% 1.1% 29.3% 67.3% 17.6% 413% 9.7% 32.0% 29.1% 12.9%
NPM 49% 7.9% 6.4% 8.1% 7.0% 83% 82% 85% 6.9% 8.0% 8.7%
2@ HKO|.= oMl DSEAISH 2| MRIAMIE 23
137 HKO|=Qll @17k A2 20| U g J88 HKOJ=Ql 87] A3 20| & g
() (%)
<*="%‘_ e J00 ™= o FYOIOY(3f) —O—OPM(P),
1,200
1,000
200 10%
800
600
100 5%
400
200
0 0%
° 2019 2020 2021 2022 2023 2024 2025F \0”“’@“%0@udf’@”&m&id‘“@b‘@m&z@’@%
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[HKO]=2l 1959401
AFAENE o) EeAMAM (tloig))
2022 2023 2024 2025F  2026F 2022 2023 2024 2025F  2026F
FEARL 408 433 444 536 610 OfEH 847 829 902 977 987
iz U HS2Hapt 1M 108 81 147 216 OHESt 497 453 469 512 579
OiE2HA 2 7|ERKR 131 149 133 142 144 OfEZ0[Q) 349 376 434 465 407
ZHztAk 126 142 192 206 208 mOHH| @ 22| 297 310 344 354 339
7|E} 41 35 39 4 42 FHo|e 53 66 90 1M1 68
HIRSALA 1395 1415 1455 1444 1435  (EBMDA) 87 105 130 152 109
AT | HERS 16 20 23 24 25 2829 -1 -14 5 -17 2
ML 265 277 325 315 306 ORHIE 15 19 0 0
28tk 1088 1076 1075 1072 1068 EAI|AS Exj0f -1 0 0 0 0
ZpAEEA| 1,803 1,848 1,899 1,980 2045  7|ElEYRel 3 6 -11 0 0
KA 432 595 618 632 634  MRKAzAIRI0[2 38 45 74 93 70
O L 7 [ERHS 152 167 175 183 190 HSAILHOIMEIE 0 2 15 18 -1
E == 268 416 425 425 425 ABArole 338 47 59 75 70
7 |EfREEAY 12 13 18 19 20  ECAole 0 0 0 0 0
HlesSay 207 49 27 27 28 gjzo|el 38 47 59 75 70
Y1382 191 37 17 17 17 Pl 338 47 59 75 70
7 |EHH| S-S 16 12 10 10 11 &xgo|e| 155 47 59 75 70
Bz 639 644 645 659 662  DIEZ0|2UZ (%) 413 454 480 476 413
AlufFRRE 1064 1204 1254 1321 1383  FRO|AES (%) 62 80 100 13 69
22 14 14 14 14 14 EBTDADRIZ (%) 103 126 144 156 110
2ploiz 516 516 466 466 466 Y7201 (%) 45 57 6.5 77 7.1
o|jloiz 9% 107 210 277 338 ROA(%) 2.1 26 32 39 35
HIZ B E) 0 0 0 0 0 ROE (%) 33 40 48 59 52
223 1164 1204 1,254 1,321 1383  ROIC(%) 26 32 47 58 32
SIZSER olg)  FLE2RRE (&4, 8H)
2022 2023 2024 2025F  2026F 2022 2023 2024 2025F  2026F
s HzsE 59 83 118 107 M FAREEK
Y7[20[(2A) 38 47 59 75 70 PE 281 267 182 158 169
248712 58 62 66 Yiv) 41 PB 09 10 09 09 09
YA A2 26 28 £y 33 32 PS 13 15 12 12 12
DAL 8 10 8 8 8  EV/EBITDA 158 150 107 95 127
7Ef24H|Ig 24 2 26 1 1 PICF 1.1 15 86 10.1 107
FYES MRS 31 23 7 -10 - HIERUE (%) 09 07 08 08 08
OHEAHH ZAETD -1 -15 -10 -10 -1 AEE (%)
DRFA ZAETD -16 -16 -12 -14 2 OojE 102 21 89 82 10
DHURR S7HLD) 4 3 15 13 2 gdole 45 255 363 233 387
7[ERME, Eals 0 5 0 1 1 Mol 354 194 630 268 2511
2Es sig 67 34 73 33 33 @70l 532 238 252 276 66
QEAHEEIS) 20 36 68 23 24 EPS 532 263 252 276 66
DAL LS -1 3 9 5 5 RN (%)
S22 LS 94 0 - 3 3 BxHig 549 535 514 499 479
7EIE2IEE 6 4 10 -1 - |EHg 945 727 719 848 9.2
MRS T -102 52 72 9 9 USRI |AHZ(K) 266 259 258 194 135
214322 S7HED) -58 28 -13 0 0 Yo|/=Z8HI2X) 35 35 n/a n/a n/a
2pE0| Z7HZtA) 30 5 59 9 9 EZAYE oY) 459 453 442 442 442
B2l 2= 5 5 9 9 9 &3 WA 310 312 324 257 186
T ERRES -15 -19 0 0 0 ZEREE)
size| 37t 23 3 27 66 69 EPS 1319 1666 2086 2662 2487
e = 87 1M 108 81 147  BPS 40278 42487 44279 46627 48801
7145z 1M 108 81 147 216 SPS 29287 29259 31856 34479 34824
NOPLAT 38 48 72 0 49 CFPS 3343 3850 4420 4156 3947
FCF 133 52 45 75 78 DPS 320 320 320 320 320

AF=: HKO|=ll, DSFARSH 2| MRIIE] / 2 KAFRS HE7 |2

DS INVESTMENT & SECURITIES

9



HKO[ L= 2025.05.26

HKO[:=0Ml (195940) FAte|H & SHEI} HEZRO|

112/8(%) @)
ALt el SR RZJICNE]  2DEIA)ZRIICE| 100,000 HKO[= ——— S HFT}
2023-09-25 S
2023-09-25 Ofi 55,000 -26.1 -82
2023-10-18 Ofi 55,000 -262 -82 50,000
2023-10-31 Ofi 55,000 -263 -82
2024-01-11 Ofi 55,000 -27.1 -82
2024-07-23 O 55,000 -19.7 -82 0
2024-10-14 O~ 65,000 -366 237 23/05 23/09 24/01 24/05 24/09 25/01 25/05
2024-10-31 O 65,000 -39.1 -237
2025-01-14 O 53,000 -294 <77
2025-05-26 O~ 53,000

F2jojd 4 HEIIE (FF 1270 371 82 7I%)

7|1 A
op +10% 0|42 Exp0l0] ofjAtel= HISEIch
=2 -10% ~+10% O|LHS| S2{0| OfjAt IE z22 =8 LEH ERj0| A2 SHYUZ EAHIZ0 Chst oA
o= -10% 0312 F715120] olMEl= H< HIZEA
oA Hlg 7129 20250331
Ol =Y o=
984% 19% 06%
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