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Efficacy and Safety of an mRNA Seasonal Influenza Vaccine in Adults
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? Idiopathic Pulmonary Fibrosis

* Name of the Randomized Trial of Inhaled Treprostinil in Pulmonary Hypertension Associated with Interstitial Lung
Disease.

> Forced Vital Capacity
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786 Patients were screened for eligibility

- 189 Were excluded

‘ 597 Underwent randomization ‘

| l

298 Were assigned to receive treprostinil 295 Were assigned to receive placebo
and received at least one dose and received at least one dose
100 Prematurely discontinued treprostinil 73 Prematurely discontinued placebo
50 Had an adverse event 37 Had an adverse event
32 Withdrew from the trial 22 Withdrew from the trial
3 Died 4 Died
1 Underwent lung transplantation 3 Underwent lung transplantation
4 Had progressive disease 1 Had progressive disease
5 Were withdrawn by physician 5 Were withdrawn by physician
1 Was lost to follow-up 1 Had other reason
4 Had other reason
" Prematnl.irel}l' discontinued trial 56 Prematurely discontinued trial
participation articipation
34 Withdrew consent particip
18 Withdrew cansent
14 Had an adverse event
: 10 Had an adverse event
14 Died - I :
A 21 Died
4 Had progressive disease .
. 2 Had progressive disease
4 Underwent lung transplantation .
. . 3 Underwent lung transplantation
3 Were withdrawn by physician . -
2 Were withdrawn by physician
1 Was lost to follow-up

224 Completed 52 wk of the trial 239 Completed 52 wk of the trial
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¥ Diffusing Capacity of the Lung for Carbon Monoxide
? King’s Brief Interstitial Lung Disease questionnaire: a Health-related Quality-of-life Instrument for Interstitial Lung Disease.
'"N-terminal pro—B-type Natriuretic Peptide: a Biomarker of Cardiac Wall Stress.
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Table 2. Primary and Secondary End Points.
Hodges—Lehmann
Treprostinil Placebo Estimate Hazard Ratio
End Point (N=298) (N=295) (95% ClI)* (95% Cl)f
Primary end point
Median estimated change in absolute FVC, -49.9 -136.4 95.6
baseline to week 52 (95% Cl) — mli (-79.2t0 -19.5) (-172.5 to -104.0) (52.2 to 139.0)§
Secondary end points
Clinical worsening — no. of patients (%)9
Any clinical-worsening event 81(27.2) 115 (39.0) 0.71 (0.53 to 0.95)
Death from any cause 4(L.3) 3 (1.0)
Hospitalization due to respiratory cause 30 (10.1) 38 (12.9)
Relative decline of =10% in percentage 47 (15.8) 74 (25.1)
of predicted FVC
Exacerbation of IPF — no. of patients (%) 9 (3.0) 17 (5.8) 0.54 (0.24 to 1.22)
Death by week 52 — no. of patients (%) 19 (6.4) 24 (8.1) 0.77 (0.42 to 1.41)
Median estimated change in % of predicted -1.4 (-2.2t0-0.5) 3.8 (48t0o-3.1) 2.7 (1.5t0 4.0)
FVC, baseline to week 52 (95% Cl)
— percentage points
Median estimated change in K-BILD total -1.0 (-1.9t0 0.0) -2.6 (-3.7t0-0.8) 23 (0.5t04.1)
score, baseline to week 52 (95%
Chp*
Median estimated change in % of predicted -2.8 (-4.1t0-2.0) -4.1(-5.5t0-3.2) 1.9 (0.1to0 3.8)
DLco, baseline to week 52 (95% Cl)
— percentage pointsi
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-150 T T T T T 1
0 4 8 16 28 40 52
Week
No. at Risk
Treprostinil 298 271 253 235 232 212 203
Placebo 295 259 255 251 238 226 212
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Table 3. Adverse Events.*
Treprostinil Placebo Difference
Event (N=298) (N=295) (95% CI)f
Adverse events
No. of events 1558 1302
No. of patients (%) with at least 1 event 273 (91.6) 264 (89.5) ND
Serious adverse events
No. of events 115 96
No. of patients (%) with at least 1 event 75 (25.2) 68 (23.1) ND
Adverse events |eading to discontinuation of treprost-
inil or placebo
No. of events 90 41
No. of patients (%) with any adverse event leading 50 (16.8) 37 (12.5) ND
to discontinuation
Adverse events |eading to death — no. of patients (%) 10 (3.4) 22 (7.5) ND
Most common adverse events — no. of patients (%)
Cough 144 (48.3) 71(24.1) 243 (168t031.7)
Headache 59 (19 8) 35 (11.9) 9(21t013.8)
Diarrhea 1(13.8) 50 (16.9) -3.2(-9.0to 2.6)
Dyspnea 36 (12.1) 31 (10.5) 6(-35t06.7)
Bronchitis 30 (10.1) 30 (10.2) -0.1 (-5.0t0 4.8)
Dizziness 29 (9.7) 19 (6.4) 3(-11t07.7)
Worsening of IPF 28 (9.4) 37(125)  -32(-82t01.9)
Nasopharyngitis 25 (8.4) 30 (10.2) -1.8 (-6.5t02.9)
Covid-19 25 (8.4) 22 (7.5) 9(-341t053)
Nausea 24 (8.1) 26 (3.8) -08(-52t03.7)
Fatigue 23(7.7) 20 (6.8) 09 (-32t05.1)
Throat irritation 21 (7.0) 7(2.4) 4.7 (13t08.1)
Pneumonia 21 (7.0) 20 (6.8) 0.3 (-3.8to 4.4)
Productive cough 21 (7.0) 8(2.7) .3 (0.9t07.8)
Vomiting 20 (6.7) 16 (5.4) 3 (-2.6t05.1)
Respiratory tract infection 18 (6.0) 3 (4.4) 6 (-1.9t05.2)
Weight decrease 18 (6.0) 3 (4.4) 6(-1.9t05.2)
Asthenia 13 (6.0) 14 (4.7) 3 (-23t04.9)
Influenza 16 (5.4) 17 (5.8) 04 (-4.1t03.3)
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