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Safe harbor statement 

This presentation contains forward-looking statements. All statements other than statements of historical facts, including statements regarding 
our future results of operations and financial position, business strategy, prospective products, product approvals, research and development 
costs, timing and likelihood of success, plans and objectives of management for future operations, and future results of current and anticipated 
products, are forward-looking statements.

In some cases, you can identify forward-looking statements by terms such as “may,” “will,” “should,” “expect,” “plan,” “anticipate,” “could,” 
“intend,” “target,” “project,” “contemplates,” “believes,” “estimates,” “predicts,” “potential” or “continue” or the negative of these terms or 
other similar expressions. These statements involve known and unknown risks, uncertainties and other important factors that may cause our 
actual results, performance or achievements to be materially different from any future results, performance or achievements expressed or 
implied by the forward-looking statements. These risks, uncertainties and other factors include, without limitation: reported top-line data is 
based on preliminary analysis of key efficacy and safety data is subject to more audit and verification procedures that could result in material 
changes in the final data; we may experience delays submitting the NDAs including in the event that the FDA does not agree with the our 
interpretation of the data or feedback from the FDA that may be inconsistent with feedback received at prior meetings with the FDA; our 
dependence on third parties in connection with product manufacturing, research and preclinical and clinical testing; unexpected adverse side 
effects or inadequate efficacy of vonoprazan that may limit its development, regulatory approval and/or commercialization, or may result in 
recalls or product liability claims; our ability to obtain and maintain intellectual property protection for vonoprazan; our ability to comply with our 
license agreement with Takeda; qualified infectious disease product (QIDP) and Fast Track designations may be withdrawn or not actually lead 
to a faster development or regulatory review or extended exclusivity; and other risks described in our filings with the Securities and Exchange 
Commission (SEC), including our Annual Report on Form 10-K and any subsequent filings with the SEC.  You are cautioned not to place 
undue reliance on these forward-looking statements, which speak only as of the date hereof, and we undertake no obligation to revise or 
update this presentation to reflect events or circumstances after the date hereof.  All forward-looking statements are qualified in their entirety 
by this cautionary statement, which is made under the safe harbor provisions of the Private Securities Litigation Reform Act of 1995.
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Going Beyond 
to advance treatments for patients 
with acid-related disorders 

Vonoprazan: first innovative therapy for acid-related 
disorders in more than 25 years

Significant unmet medical need

Large innovation starved markets

Differentiated MOA and clinical profile

De-risked asset with established success in Japan

HCP and patient enthusiasm



Primary endpoint met for both vonoprazan dual and triple therapy

Vonoprazan dual and triple therapy demonstrated superior eradication 
rates vs. lansoprazole triple therapy in all patients and in patients with 
clarithromycin resistant strains 

Vonoprazan-based regimens were generally well tolerated with a safety 
profile comparable to lansoprazole triple therapy

New Drug Application (NDA) submissions for both vonoprazan-based 
regimens targeted by 4Q 2021
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Vonoprazan dual therapy = vonoprazan 20 mg BID + amoxicillin 1 g TID 
Vonoprazan triple therapy = vonoprazan 20 mg BID + amoxicillin 1 g BID + clarithromycin 500 mg BID
Lansoprazole triple therapy = lansoprazole 30 mg BID + amoxicillin 1 g BID + clarithromycin 500 mg BID
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Chief Operating Officer



Heliobacter pylori infection (H. pylori) - a chronic and serious infection
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Peek 2008; 
Int J Cancer. 2015; Graham et al 2018; Erah et al 1997; Kusters et al 2006

Hooi et al, Gastroenterology 2017; Malfertheiner et al. Gut. 2017

<80% 
due to increasing antibiotic 

resistance

Eradication rates  
have fallen to 

Most common chronic bacterial infection

H. pylori can lead to dyspepsia, peptic ulcers, gastric cancer, 
and mucosa-associated lymphoid tissue (MALT) lymphoma

~115M US
People with H. pylori

~2.5M US
Patients treated annually



pHalcon-HP phase 3 study design
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Patients 
with 

H. pylori 
infection
(n = 992)

vonoprazan dual therapy (n = 324)

vonoprazan triple therapy (n = 338)

lansoprazole triple therapy (n = 330)

14 Day
Treatment Period

4 Weeks
Post-Treatment

Primary Endpoint: non-inferiority 
eradication rate, excluding subjects 
with infection resistant to 
clarithromycin and amoxicillin

Secondary Endpoint #1: superiority
eradication rate in subjects with 
clarithromycin resistant strains 

Secondary Endpoint #2: superiority
eradication rate in all subjects
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Diagnosis of infection and test of cure confirmed by 13C-urea breath test
Vonoprazan dual therapy = vonoprazan 20 mg BID + amoxicillin 1 g TID 
Vonoprazan triple therapy = vonoprazan 20 mg BID + amoxicillin 1 g BID + clarithromycin 500 mg BID
Lansoprazole triple therapy = lansoprazole 30 mg BID + amoxicillin 1 g BID + clarithromycin 500 mg BID



pHalcon-HP statistical testing hierarchy
modified intent-to-treat (mITT) population 
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Primary Endpoint Noninferiority
H. pylori eradication rate excluding 
subjects with amoxicillin or 
clarithromycin resistant strains

Secondary Endpoint Superiority
H. pylori eradication rate in subjects 
with clarithromycin resistant strains 

Secondary Endpoint Superiority 
H. pylori eradication rate in all 
subjects

Vonoprazan triple 
therapy
α=0.04

Vonoprazan dual
therapy
α=0.01

Testing 
Hierarchy -
Weighted 
Bonferroni

1

2

Total
α=0.05

If all tests significant, α can be passed 
to the other comparison



All six primary and secondary endpoints met
modified intent-to-treat (mITT) population 
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Primary Endpoint Noninferiority
H. pylori eradication rate excluding 
subjects with amoxicillin or 
clarithromycin resistant strains

Secondary Endpoint Superiority
H. pylori eradication rate in subjects 
with clarithromycin resistant strains 

Secondary Endpoint Superiority 
H. pylori eradication rate in all 
subjects

Vonoprazan triple 
therapy
α=0.04

Vonoprazan dual
therapy
α=0.01

< 0.0001

< 0.0001

0.0001 0.0063

< 0.0001

0.0037

Testing 
Hierarchy -
Weighted 
Bonferroni

1

2

Total
α=0.05
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Vonoprazan triple therapy primary endpoint of non-inferiority met
excludes subjects with amoxicillin or clarithromycin resistant strains

1 Not adjusted for multiple comparisons

90.4%

82.1%

Vonoprazan 20mg Lansoprazole 30mg

84.7%
78.8%

Vonoprazan 20mg Lansoprazole 30mg
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vonoprazan 
triple therapy

lansoprazole 
triple therapy
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Vonoprazan triple therapy met superiority for secondary endpoint
subjects with clarithromycin resistant strains

67.2%

29.0%

Vonoprazan 20mg Lansoprazole 30mg

65.8%

31.9%

Vonoprazan 20mg Lansoprazole 30mg

p < 0.0001 vonoprazan 
triple therapy

lansoprazole 
triple therapy

n=73 n=72 n=58 n=62

E
ra

di
ca

tio
n 

ra
te

100%

80%

60%

40%

20%

0%

mITT population Per-protocol population

p < 0.00011

1 Not adjusted for multiple comparisons
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Vonoprazan triple therapy met superiority for secondary endpoint
all subjects

85.7%

70.0%

Vonoprazan 20mg Lansoprazole 30mg

80.8%

68.5%

Vonoprazan 20mg Lansoprazole 30mg

p = 0.0001 vonoprazan 
triple therapy

lansoprazole 
triple therapy

n=338 n=330 n=280 n=277
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Vonoprazan dual therapy met non-inferior primary endpoint
excludes subjects with amoxicillin or clarithromycin resistant strains

81.2% 82.1%

Vonoprazan 20mg Lansoprazole 30mg

78.5% 78.8%

Vonoprazan 20mg Lansoprazole 30mg

vonoprazan 
dual therapy

lansoprazole 
triple therapy

n=265 n=255 n=218 n=212
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1 Not adjusted for multiple comparisons

Δ -0.3% Δ -0.9%
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Vonoprazan dual therapy met superiority for secondary endpoint
subjects with clarithromycin resistant strains

79.5%

29.0%

Vonoprazan 20mg Lansoprazole 30mg

69.6%

31.9%

Vonoprazan 20mg Lansoprazole 30mg

vonoprazan 
dual therapy

lansoprazole 
triple therapy

n=56 n=72 n=44 n=62
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p < 0.0001
p < 0.00011

1 Not adjusted for multiple comparisons

Δ 37.7% Δ 50.5%
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Vonoprazan dual therapy met superiority for secondary endpoint
all subjects

81.1%

70.0%

Vonoprazan 20mg Lansoprazole 30mg

77.2%

68.5%

Vonoprazan 20mg Lansoprazole 30mg

vonoprazan 
dual therapy

lansoprazole
triple therapy

n=324 n=330 n=265 n=277

E
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ra
te

100%

80%
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40%

20%

0%

mITT population Per-protocol population

p = 0.0063
p = 0.00131

1 Not adjusted for multiple comparisons

Δ 8.7% Δ 11.1%



% (n) with adverse event

Vonoprazan triple 
therapy
(n=346)

Vonoprazan
dual therapy

(n=348)

Lansoprazole
triple therapy

(n=345)

Diarrhea 4.0% (14) 5.2% (18) 9.6% (33)

Nausea 1.7% (6) 1.7% (6) 2.6% (9)

Dysgeusia 4.3% (15) 0.6% (2) 6.1% (21)

Headache 2.6% (9) 1.4% (5) 1.4% (5)

Vaginal infection 2.3% (8) 0.9% (3) 0.3% (1)

Safety profile 
vonoprazan-based regimens generally well tolerated; comparable to lansoprazole triple therapy

18

Safety Set:  All subjects who received at least one dose of study medication

Most frequent (>2.0%) adverse events in pHalcon-HP subjects 



Positive Phase 3 results position Phathom for planned 2021 NDA submissions
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All primary and secondary endpoints were met 

Both vonoprazan-based regimens were superior to lansoprazole 
triple therapy in all patients and in patients with clarithromycin 
resistant strains

Dual therapy regimen, if approved, has potential to offer an 
additional treatment option that is antibiotic sparing with 
lower pill burden 

Vonoprazan-based regimens were well tolerated with a safety 
profile comparable to PPI triple therapy

If approved, vonoprazan-based regimens would provide novel 
treatment options for the millions of people infected with H. pylori



Executing on planned 
key company catalysts
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> Enrollment completed in Ph 3 pHalcon-EE and pHalcon-HP trials 

> Topline Ph 2 results for NERD on-demand trial
> H. pylori NDA approval and US launch
> Erosive Esophagitis NDA submission

> Erosive Esophagitis NDA approval and US launch

4Q21

2022

2023

> H. pylori NDA submission
> Topline Ph 3 results for pHalcon-EE

> Ph 2 NERD on-demand trial initiated

> Positive topline Ph 3 results presented for pHalcon-HP



Q&A
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Appendix



Data set definitions
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Modified intent-to-treat (mITT) set includes subjects who were:
● Randomized (including those who did not receive study drug)
● H. pylori infection documented by UBT and biopsy (i.e., culture or histology)

Per-protocol (PP) analysis set includes subjects with all of the following:
● Subject is included in the mITT analysis set
● Visit 4 occurs between 28 and 56 days after the end of treatment with documented 13C-UBT, unless the 

subject has documented persistence of H. pylori infection at any time after the end of treatment
● At least 75% of each study drug was taken, unless caused by treatment failure
● An antimicrobial known to be effective against H. pylori infection was not taken within 7 days of Day 1, 

during treatment, or between end of treatment and test-of-cure visit, unless given for treatment failure
● A proton pump inhibitor or high dose (as per below) H2-receptor antagonist was not taken within 14 days 

of Day 1, during treatment, or between end of treatment and test-of-cure visit, unless given for treatment 
failure
● Subjects can use no more than standard doses of H2-receptor antagonists:

• Ranitidine less than or equal to 300 mg/day
• Cimetidine less than or equal to 800 mg/day
• Famotidine less than or equal to 40 mg/day
• Nizatidine less than or equal to 300 mg/day
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