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2INTRODUCTION

Safe Harbor Statement

MIROKIDNEY, MIROLIVER, MIROLIVERELAP, ORENITRAM, REMODULIN, TYVASO, TYVASO DPI, and UNITUXIN are registered trademarks of United Therapeutics Corporation and/or its 
subsidiaries. UHEART, UKIDNEY, ULOBE, ULUNG, UTHYMOKIDNEY, and REMUNITYPRO are trademarks of United Therapeutics Corporation and/or its subsidiaries.
ADCIRCA is a registered trademark of Eli Lilly and Company.
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All statements in this presentation are made as of September 28, 2025. We undertake no obligation to 
publicly update or revise these statements, whether as a result of new information, future events, or 
otherwise. 

Statements included in this presentation that are not historical in nature are “forward-looking statements” 
within the meaning of the Private Securities Litigation Reform Act of 1995. Forward-looking statements 
include, among others, statements related to our revenue growth expectations, the timing and success of our 
pipeline programs, our planned manufacturing and field force expansions, our organ manufacturing efforts, 
and similar statements concerning anticipated future events and expectations. 

We caution you that these statements are not guarantees of future performance and are subject to numerous 
evolving risks and uncertainties that we may not be able to accurately predict or assess, including the risk 
factors that we describe in our Securities and Exchange Commission filings, including our most recent Annual 
Report on Form 10-K or Quarterly Report on Form 10-Q. Any of these factors could cause actual results to 
differ materially from the expectations we express or imply in this presentation.

This presentation and any related discussions or statements are intended to educate investors about our 
company. Sometimes that process includes reporting on the progress and results of clinical trials or other 
developments with respect to our products. This presentation and any related discussions or statements are 
not intended to promote our products, to suggest that our products are safe and effective for any use other 
than what is consistent with their FDA-approved labeling, or to provide all available information regarding the 
products, their risks, or related clinical trial results. Anyone seeking information regarding the use of one of 
our products should consult the full prescribing information for the product available on our website at 
www.unither.com.
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EVP, PRODUCT DEVELOPMENT AND XENOTRANSPLANTATION

Dr. Leigh Peterson
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TETON-2 RESULTS

TETON-2 Headline Conclusions

The study also met 
statistical significance for 
several key secondary 
efficacy endpoints, such 
as time to first clinical 
worsening, percent 
predicted FVC, KBILD 
and DLCO

1

Nebulized Tyvaso 
(inhaled treprostinil) was 
well tolerated, and the 
safety profile was 
consistent with previous 
inhaled treprostinil 
studies and known 
prostacyclin-related 
adverse events

The study met its primary 
endpoint of change from 
baseline in absolute FVC 
at week 52

2 3

The use of Tyvaso (inhaled treprostinil) for IPF is an investigational use and has not been approved by the FDA
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SVP, PRODUCT DEVELOPMENT AND LEAD FOR THE GLOBAL 

TETON PROGRAM

Dr. Peter Smith
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TETON DESIGN

TETON 2 Study Design1

Change in absolute FVC2 from baseline 
to week 52

1. https://clinicaltrials.gov/study/NCT05255991. 2. FVC = forced vital capacity. 3. Time to clinical worsening is determined to be the first occurrence of any of the following: death (all causes); respiratory-related hospitalization; or ≥ 10% relative decline in % 
predicted FVC. 4. IPF = idiopathic pulmonary fibrosis. 5. K-BILD = the King’s Brief Interstitial Lung Disease (KBILD) questionnaire, Patel AS, Siegert RJ, Brignall K, et al. The development and validation of the King’s Brief Interstitial Lung Disease (K-BILD) health 
status questionnaire. Thorax. 2012;67(9):804-8106. DLCO = diffusing capacity of the lung for carbon monoxide. 7. Vital signs include saturation of peripheral capillary oxygenation (SpO2) and12-lead electrocardiograms (ECGs). 

PRIMARY ENDPOINT

Time to clinical worsening event3

Time to first acute exacerbation of IPF4

Overall survival at week 52
Percent predicted FVC at week 52
K-BILD5 score at week 52
DLCO6 at week 52

SECONDARY ENDPOINTS

Adverse events & serious adverse events
Clinical laboratory parameters
Vital signs7

SAFETY ENDPOINTS

STUDY VISIT SCHEDULE

https://clinicaltrials.gov/study/NCT05255991
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TETON DESIGN

TETON 2 Study Design1

Age 40+

FVC2 ≥ 45% predicted

If on pirfenidone or nintedanib: 

 stable dose for ≥ 30 days prior to baseline

Diagnosis of IPF3,4 

HRCT5 within the last 12 months6

SELECTED KEY INCLUSION CRITERIA

1. https://clinicaltrials.gov/study/NCT05255991. 2. FVC = forced vital capacity. 3. IPF = idiopathic pulmonary fibrosis. 4. diagnosis must be based on the 2018 ATS/ERS/JRS/ALAT Clinical Practice Guidelines, Raghu, G., et al. (2018). Diagnosis of 
idiopathic pulmonary fibrosis. An official ATS/ERS/JRS/ALAT clinical practice guideline. American Journal of Respiratory and Critical Care Medicine, 198 (5), e44–e68. https://doi.org/10.1164/rccm.201807-1255ST. 5. HRCT = high-resolution computed 
tomography. 6. HRCT must be consistent with usual interstitial pneumonia and confirmed by a central reader. 7. FEV1 = forced expiratory volume in one second, a key metric from spirometry that measures how much air a person can forcefully exhale in 
the first second after taking a deep breath. 8. PAH = pulmonary arterial hypertension. 9. The subject must not receive any PAH-approved therapy, including prostacyclin therapy (epoprostenol, treprostinil, iloprost, or beraprost; except for acute 
vasoreactivity testing), IP receptor agonists (selexipag), endothelin receptor antagonists, phosphodiesterase type 5 inhibitors (PDE5-Is), or soluble guanylate cyclase stimulators within 60 days prior to baseline. 10. Any IPF exacerbation, active pulmonary 
infection, or upper respiratory infection ≤30 days prior to baseline.

Primary obstructive disease, FEV1
7/FVC < 0.70 

>10 L/min of supplemental oxygen use at baseline

Use of PAH8 agents 60 days prior to baseline9

IPF exacerbations or infections10

SELECTED KEY EXCLUSION CRITERIA

https://clinicaltrials.gov/study/NCT05255991
https://doi.org/10.1164/rccm.201807-1255ST
https://doi.org/10.1164/rccm.201807-1255ST
https://doi.org/10.1164/rccm.201807-1255ST
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TETON BASELINE

TETON-2 Baseline Characteristics Balanced 
Between Treatment Groups

Inhaled Treprostinil
(n=298)

Placebo
(n=295)

Age (yrs) 71.9 71.6

Male %

Female %

79.9%

20.1%

80.3%

19.7%

Years since diagnosis 4.0 3.7

FVC (mL), mean 2683.7 2708.3

FVC (% predicted), mean 76.4% 77.2%

DLCO (% predicted), mean 47.1 49.9

FEV1/FVC Ratio, mean 0.81 0.81

Supplemental O2 Usage, % 11.4% 14.6%

No Background Therapy, n (%)

Nintedanib, n (%)

Pirfenidone, n (%)

73 (24.5%)

105 (35.2%)

120 (40.3%)

73 (24.7%)

109 (36.9%)

113 (38.3%)
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SCHAR CHAIR, ADVANCED LUNG DISEASE AND LUNG 

TRANSPLANT PROGRAM, INOVA FAIRFAX HOSIPITAL & CHAIR 

OF THE TETON STEERING COMMITTEE

Dr. Steve Nathan
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TETON-2 RESULTS

Primary Endpoint
Change from Baseline in Absolute FVC at 52 Weeks

95.6 mL*
(95% CI, 52.2, 139.0)

P<0.0001

*(H-L estimate)

Hodges-Lehmann estimate and non-parametric aligned stratified rank Wilcoxon test
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TETON-2 RESULTS

Primary Endpoint
TETON Forest Plot of FVC by Visit
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TETON-2 RESULTS

Change by Background Therapy
No Background Therapy

43.9 mL (H-L estimate)
(95% CI, -45.0, 132.8);

P=0.3329

*Imputed Medians

Background Nintedanib

97.6 mL (H-L estimate)
(95% CI, 26.1, 169.2);

P=0.0075

Background Pirfenidone

127.9 mL (H-L estimate)
(95% CI, 58.8, 196.9);

P=0.0003
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TETON-2 RESULTS

Secondary Endpoints
Time to First Clinical Worsening Event
Inhaled treprostinil 
resulted in a 29% 
reduction in risk of 
clinical worsening 
compared to placebo 
(cox-regression: 
P=0.0190) 

81 (27.2%) inhaled 
treprostinil and 115 
(39%) placebo 
patients experienced 
clinical worsening 
(chi-square: 
P=0.0023)
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TETON-2 RESULTS

Secondary Endpoints 
Summary of First Clinical Worsening Events

Inhaled Treprostinil
(n=298)

Placebo
(n=295)

P value

Clinical Worsening Event 81 (27.2%) 115 (39.0%) 0.0023 (chi-square)

Death (all cause) 4 (1.3%) 3 (1.0%)

Respiratory Hospitalization 
(adjudicated)

30 (10.1%) 38 (12.9%)

≥10% Relative Decline in % 
Predicted FVC

47 (15.8%) 74 (25.1%)

Hazard Ratio (95% CI) 0.71 (0.53, 0.95) 0.0190
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TETON-2 RESULTS

Secondary Endpoints
Time to First Acute Exacerbation of IPF
Inhaled treprostinil 
resulted in a 46% 
reduction in risk of 
first acute 
exacerbation of IPF 
(cox-regression: 
P=0.1368) 

9 (3%) inhaled 
treprostinil and 17 
(5.8%) placebo 
patients experienced 
a first acute 
exacerbation of IPF 
(chi-square 
P=0.1029)
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TETON-2 RESULTS

Secondary Endpoints
Overall Survival at Week 52
Inhaled treprostinil 
resulted in a 23% 
reduction in the risk 
of death (cox-
regression: 
P=0.3986) 

19 (6.4%) inhaled 
treprostinil and 24 
(8.1%) placebo 
patients died prior 
to week 52 (chi-
square: P=0.4087)
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TETON-2 RESULTS

Secondary Endpoints
Change from Baseline in % Predicted FVC at Week 52

2.7%*
(95% CI, 1.5, 4.0)

P<0.0001

*(H-L estimate)

Hodges-Lehmann estimate and non-parametric aligned stratified rank Wilcoxon test
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TETON-2 RESULTS

Secondary Endpoints
Change from Baseline in K-BILD Total and Domain Scores

2.29 (H-L estimate)
(95% CI, 0.5, 4.08);

P=0.0124

2.73
(95% CI, 0.29, 5.17)

P=0.0282

1.69
(95% CI, -1.61, 4.98)

P=0.3156

2.96
(95% CI, 0.23, 5.69)

P=0.0338

(H-L estimates)
*Imputed Medians
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TETON-2 RESULTS

Secondary Endpoints
Change from Baseline in % Predicted DLCO (ppDLCO)

1.91%
(95% CI, 0.07, 3.75); 

P=0.0416

(H-L estimate)

*Imputed Median
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TETON-2 RESULTS

Forest Plot of Subgroup Analyses of FVC (mL) at 
Week 52

Hodges-Lehmann location 
shift

Hodges-Lehmann location 
shift
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TETON-2 RESULTS

Summary of Adverse Events

Inhaled Treprostinil
(n=298)

Placebo
(n=295)

Total number of AEs 1558 1302

Number of subjects with at least one AE 273 (91.6%) 264 (89.5%)

Total number of SAEs 115 96

Number of subjects with at least one SAE 75 (25.2%) 68 (23.1%)

Total number of Drug-related AEs 618 286

Number of subjects with at least one study drug-related AE 193 (64.8%) 125 (42.4%)

Total number of Drug-related SAEs 13 7

Number of subjects with at least one study drug-related 
SAE 10 (3.4%) 6 (2.0%)

Number of subjects with at least one AE leading to death 10 (3.4%) 22 (7.5%)
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TETON-2 RESULTS

Summary of Common Adverse Events

Inhaled Treprostinil
(n=298)

Placebo
(n=295)

Cough 144 (48.3%) 71 (24.1%)

Headache 59 (19.8%) 35 (11.9%)

Diarrhea 41 (13.8%) 50 (16.9%)

Dyspnea 36 (12.1%) 31 (10.5%)

Bronchitis 30 (10.1%) 30 (10.2%)

Dizziness 29 (9.7%) 19 (6.4%)

Worsening idiopathic pulmonary fibrosis 28 (9.4%) 37 (12.5%)

Nasopharyngitis 25 (8.4%) 30 (10.2%)
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TETON-2 RESULTS

TETON-2 Headline Conclusions

The study also met 
statistical significance for 
several key secondary 
efficacy endpoints, such 
as time to first clinical 
worsening, percent 
predicted FVC, KBILD 
and DLCO

1

Nebulized Tyvaso was 
well tolerated, and the 
safety profile was 
consistent with 
previous inhaled 
treprostinil studies and 
known prostacyclin-
related adverse events

The study met its primary 
endpoint of change from 
baseline in absolute FVC 
at week 52

2 3
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EVP, PRODUCT DEVELOPMENT AND XENOTRANSPLANTATION

Dr. Leigh Peterson
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Q&A
Dr. Leigh Peterson
EVP, Product Development and Xenotransplantation

Dr. Steve Nathan
Schar Chair, Advanced Lung Disease and Lung Transplant Program, 
Inova Fairfax Hospital & Chair of the TETON Steering Committee

Dr. Peter Smith
SVP, Product Development and Lead for the Global TETON Program

Dr. C.Q. Deng
SVP, Biostatistics, Statistical Programming & Data Management

Harry Silvers
Investor Relations
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