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vonoprazan fumarate

Voquezna 2027-07-17 N215151
(10mg)

vonoprazan fumarate

Voquezna 2027-05-03 N215151
(20mg)

vonoprazan fumarate,

Voquezna Triple Pak amoxicillin, 2032-05-03 N215152
clarithromycin

vonoprazan fumarate,

Voquezna Dual Pak o 2032-05-03 N215153
amoxicillin
Xt&: FDA, 71858 2lMXIdE
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Xt2: Phathom Pharmaceuticals, FDA, USPTO, 71253 2|AXX[MIE

Phathom Pharmaceuticals 7t FDAO| 2l Hel 5 22 H&: “JA| 324 58 3UZ X4 A7
CONCLUSION
For the reasons set forth above, Phathom respectfully requests that FDA take the following action:
Correct the Orange Book to accurately reflect the statutorily-required 10-year

period of NCEE on the VOQUEZNA Orange Book listings, with an expiry date of
May 3, 2032.

Xt&: regulations.gov, 7|23 EIAXIHE
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Ol= PBM AlE /& 122023 9) PHALCON-NERD-301 34 2 &1}
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Prime Therapeutics, 3%

Humana
Pharmacy,
7%

PHALCON-NERD-301 3 4 Qt™d X|&E Zut PHALCON-NERD-301 3 4 Qt&d X[H At
Sk g
vonoprazan vonoprazan Vonoprazan vonoprazan
10mg 20mg 10mg(n=248) 20mg(n=236)
A= vonoprazan vonoprazan (n=118) (n=121)
(n=256) 10mg(n=259)  20mg(n=257) A2 1.7% 0.8% 4.8% 21%
58 0.8% 1.5% 2.3% =53 1.7% 1.7% 3.2% 1.3%
| 0.8% 2.3% 0.8% =4 3.4% 1.7% 2.0% 1.3%
FSING 1.2% 2.3% 0.4% QELIFS 1.7% 0.0% 2.0% 2.5%
HATHE 0.4% 2.3% 3.1% H|QI& 1.7% 0.0% 0.0% 2.1%
Ay 1.7% 0.8% 0.4% 2.1%
HAHS 0.8% 0.8% 1.2% 2.1%
X}2: Phathom Pharma, 71853 2IAXIMIE Xt&: Phathom Pharma, 7|33 2IAXME

UUHEOl AT I Mt X|R(UUOIOHE PPI b HE K PPl b HEO| WE & P-CAB)

Erosive & Non-Erosive GERD patient journeys are similar; both include multiple lines of PPI therapy

5]

) &= ) %{ o TN R

Visit to PCP Treatment
and Rx PPI churn

Treatment
churn

~35% of patients treated with a prescription PPI
switch to a different PPI after ~3 months'

Xt&: Phathom Pharma, 7|53 2|MXIMIE
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