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T his st u d y w as p erf or m e d i n c o m pli a n c e wit h I nt er n ati o n al C o u n cil f or H ar m o nis ati o n (I C H)  G o o d Cli ni c al 
Pr a cti c e, i n cl u di n g t h e ar c hi vi n g of ess e nti al d o c u m e nts . 

 
T his d o c u m e nt c o nt ai n s tr a d e s e cr ets a n d c o nfi d e nti al c o m m er ci al i nf or m ati o n, dis cl o s ur e of w hi c h is pr o hi bit e d 
wit h o ut pr o vi di n g a d v a n c e n oti c e t o Astr a Z e n e c a a n d o p p ort u nit y t o o bj e ct.  
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Target population and sample size 
The planned study population was to be comprised of 75 patients with unresectable Stage III 
NSCLC whose disease had not progressed following 2 or more cycles of platinum-based 
chemotherapy given concurrently with radiation therapy (concurrent chemoradiotherapy [cCRT]) 
and who were eligible to receive durvalumab, as outlined in the package insert. Patients were 
recruited at 25 study sites in the United States. Due to a variety of factors including the COVID-
19 pandemic, shortage of staff, and limited access to sites, 46 patients were consented and screened 
for inclusion in the study before early termination of the study. Patients needed to be onboarded 
with the devices and receive at least 1 dose of durvalumab. Of those 46 consented patients, 6 did 
not meet eligibility criteria for the study. This resulted in a final sample size of 40 patients.  

Investigational product and comparator(s): dosage, mode of administration and batch 
numbers 
ON TRAX was a pilot study investigating the feasibility of the Current Wearable Health 
Monitoring System to detect early signs of pneumonitis and other pulmonary AEs while patients 
were undergoing SoC durvalumab treatment. The Current Wearable Health Monitoring System 
was comprised of a multiparametric wearable device to be worn continuously strapped around the 
arm, a mobile spirometer, and a tablet. The system provided continuous remote monitoring of 
patient health measures, such as vital signs (skin temperature, heart rate, respiratory rate), oxygen 
saturation (pulse oximetry) and physical movement (number of steps per day). Mid-study, the 
wearable device was upgraded from generation 1 to generation 2, a much smaller and lighter device 
with the same capabilities. The system also collected daily pulmonary function tests (spirometry) 
and patient reported outcomes (PROs) at predefined timepoints. Qualified site personnel had real-
time access to all collected data, except for PROs, via a web-based or a mobile app dashboard and 
received notifications when pre-set conditions were met. Real time monitoring of the dashboard 
by independent triage nurses was implemented towards the end of the study. All potential 
intervention decisions were left with the treating physician and no specific diagnosis or treatment 
recommendations were provided. 

Durvalumab was not supplied as part of this digital technology study. Investigators administered 
durvalumab per the package insert recommendations. 

Duration of treatment 
Patients were monitored remotely with the Current Health System while undergoing SoC 
durvalumab treatment up to 12 months or until withdrawal of study consent, whichever occurred 
sooner. All patients received at least one dose of durvalumab and investigators used their clinical 
judgement in SoC durvalumab treatment management. Durvalumab treatment patterns and AEs 
reported here were captured only while patients participated in this pilot digital technology study. 
There were some patients who withdrew study consent and continued with their SoC durvalumab 
treatment. Also, the study was terminated early and patients continued on their SoC durvalumab 
treatment. Out of the 40 patients in the study, there were 3 patients who discontinued durvalumab 
early due to disease progression. The duration of durvalumab treatment while on study ranged 
from 1 day to 352 days, with a mean length of 107.5 days. 



 
 

St atisti c al m et h o d s  

D at a a n al ys es f or t h e e n d p oi nt s w er e  d es cri pti v e, wit h n o f or m al st atisti c al t esti n g, a m o n g  all  

p ati e nts i n t h e s af et y a n al ysis s et. T h e o c c urr e n c e of p ul m o n ar y A Es b y t y p e a n d gr a d e  a c c or di n g 

t o C o m m o n T er mi n o l o g y Crit eri a f or A d v ers e E v e nts (C T C A E ) v 5. 0  w er e  s u m m ari z e d 

d es cri pti v el y, usi n g fr e q u e n ci es a n d p er c e nt a g es. C o nti n u o us e n d p oi nt v ari a bl es w er e  s u m m ari z e d 

b y t h e n u m b er of o bs er v ati o ns, m e a n, st a n d ar d d e vi ati o n, m e di a n, mi ni m u m, m a xi m u m, a n d 9 5 % 

c o nfi d e n c e i nt er v al ( CI) . C at e g ori c al v ari a bl es w er e  s u m m ari z e d b y fr e q u e n c y c o u nts  a n d  

p er c e nt a g es f or e a c h c at e g or y. T h e s af et y a n al ysi s i n v ol v e d  e x a mi n ati o n of t h e d es cri pti v e 

st atisti cs a n d i n di vi d u al p ati e nt li sti n gs f or cli ni c al t ol er a bilit y a n d s af et y b y o v er all p ati e nts i n t h e 

s af et y a n al ysi s s et. S u m m ari es of tr e at m e nt -e m er g e nt a d v ers e e v e nts ( T E A Es) i n cl u d e d  t h e e v e nts 

b y s yst e m or g a n cl ass  a n d pr ef err e d t er m, e v e nts b y m a xi m u m  s e v erit y , e v e nts b y p ossi bl e 

r el ati o ns hi p t o st u d y tr e at m e nt, e v e nts l e a di n g t o st u d y dis c o nti n u ati o n, a n d s eri o us a d v ers e e v e nts 

( S A Es). 

St u d y  p o p ul ati o n  

T h e st u d y p o p ul ati o n i n cl u d e d 4 0  p ati e nts wit h u nr es e ct a bl e St a g e III N S C L C  w h o  w er e r e cr uit e d 

at 2 5 st u d y sit es i n t h e U nit e d St at es , alt h o u g h o nl y 1 6 sit es e nr oll e d at l e a st 1 p ati e nt . Of t h e 4 6 

p ati e nts w h o w er e s cr e e n e d f or p arti ci p ati o n i n t h e st u d y  o v er 2 2 m o nt hs , 6 p ati e nts di d n ot m e et 

all i n cl usi o n crit eri a.  Of t h e 4 0 p ati e nts w h o e nr oll e d i n t h e st u d y, 5 c o m pl et e d t h e st u d y a n d 3 5 

dis c o nti n u e d t h e st u d y e arl y. T h e m ost c o m m o n r e as o n f or st u d y dis c o nti n u ati o n w as e arl y 

t er mi n ati o n of t h e tri al ( N = 1 9), whi c h o c c urr e d o n J a n u ar y 3 1, 2 0 2 2 . T h e d at a c ut off w as Ma y 5, 

2 0 2 2.  

T h e m e a n a g e of p ati e nt s w as 6 5. 1 y e ars (st a n d ar d d e vi ati o n [S D ] = 8. 9 y e ars) wit h o v er h alf 

( 5 2. 3 %) b ei n g 6 5 y e ars ol d or ol d er. T h e m aj orit y of st u d y p arti ci p a nts ( 6 0 %) w er e m al e. Ot h er 

b as eli n e c h ar a ct eristi cs t h at w er e c a pt ur e d vi a i n v esti g at or ass ess m e nt a n d w e ar a bl e d e vi c e ar e 

i n cl u d e d i n T a bl e 1 4. 1. 3 . 

S u m m a r y of s af et y r es ults  

O v er all, 3 0 p ati e nts ( 7 5 %) e x p eri e n c e d an y  T E A E , i n cl udi n g  d e vi c e -r el at e d A Es , a n d 5 p a ti e nts 

( 1 2. 5 %) e x p eri e n c e d a T E A E wit h a gr a d e of 3 or hi g h er, of w hi c h  1 p ati e nt ( 2. 5 %) e x p eri e n c e d 

a T E A E ( dis e as e pr o gr e ssi o n) wit h a n o ut c o m e of d e at h . T E A Es w er e d efi n e d as a n y A Es , 

irr es p e cti v e of c a us alit y, w hi c h o c c ur r e d or w ors e n e d  at a n y ti m e aft er t h e st art of a d mi nistr ati o n 

of t h e first d os e of d ur v al u m a b a n d t hr o u g h 3 0 d a ys aft er t h e l ast d os e of d ur v al u m a b , w hil e 

p ati e nts p arti ci p at e d i n t his pil ot st u d y . T h er e w er e 4 p ati e nts ( 1 0 %) w h o h a d a T E A E  c o nsi d er e d 

p ossi bl y  r el at e d t o t h e m e di c al d e vi c e, 2 of w hi c h  r es ulte d  i n st u d y dis c o nti n u ati o n  ( 5 %). T h er e 

w er e 1 5 p ati e nts  ( 3 7. 5 %) w h o e x p eri e n c e d a T E A E w hi c h l e d t o a n i nt err u pti o n of d ur v al u m a b 

tr e at m e nt a n d 2 p ati e nts ( 5 %) w h os e T E A E l e d t o t h e dis c o nti n u ati o n of d ur v al u m a b.   
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t h e 3 p n e u m o niti s T E A E c as es w er e r e p ort e d as p ossi bl y r el at e d t o  d ur v al u m a b a n d b ot h p ati e nts 

w er e tr e at e d wit h hi g h d os e pr e d nis o n e.  

C o n cl u si o n(s)  

T h e O N T R A X pil ot st u d y c o nsist e d of 4 0 p ati e nts wit h u nr es e ct a bl e St a g e III N S C L C w h o 

r e c ei v e d at l e ast o n e d os e of d ur v al u m a b p er S o C . T h e first sit e w as a cti v at e d i n M ar c h 2 0 2 0  a n d 

t h e st u d y w as t er mi n at e d e arl y i n J a n u ar y 2 0 2 2. P ati e nts us e d w e ar a bl e t e c h n ol o g y , a p ort a bl e 

s pir o m et er,  a n d a m o bil e a p pli c ati o n t o r e c or d vit al si g ns , r es pir at or y d at a a n d P R Os  t h at m a y ai d 

i n e arl y d et e cti o n of p n e u m o niti s a n d p ul m o n ar y A Es. T h er e w er e 3 0 p ati e nts ( 7 5 %) w h o 

e x p eri e n c e d o n e or m or e T E A Es , wit h  5 p ati e nts ( 1 2. 5 %) e x p eri e n c i n g s e v er e or lif e -t hr e at e ni n g 

T E A Es  ( ≥ gr a d e 3). T h er e w er e 4 p ati e nts ( 1 0 %) wit h a T E A E p o ssi bl y r el at e d t o t h e m e di c al 

d e vi c e  a n d  2 ( 5 %) o f t h e m dis c o nti n u e d t h e st u d y d u e t o t hi s t y p e of A E.  T hr e e  p ati e nts  ( 7. 5 %) 

e x p eri e n c e d a T E A E  of p n e u m o niti s .  

 

 

 

Li mit ati o ns of t hi s pil ot st u d y i n cl u d e t h e s m all s a m pl e si z e, li mit e d n u m b er of p ati e nts w h o 

e x p eri e n c e d p n e u m o niti s, p ati e nt a d h er e n c e a n d r et e nti o n c h all e n g es r el at e d t o t h e t e c h n ol o g y, 

a n d e arl y t er mi n ati o n of t h e tri al. D u e t o t h es e r e as o ns, t h er e w as li mit e d p ot e nti al t o ass ess t h e 

f e asi bilit y of e arl y d et e cti o n of p n e u m o niti s wit h t his t e c h n ol o g y. A d diti o n al st u di es wit h a m or e 

r o b ust p ati e nt p o p ul ati o n wit h l o n g er f oll o w-u p a n d m or e us er -fri e n dl y t e c h n ol o g y m a y b e 

a p pr o pri at e. T h e i niti al d e vi c e w as v er y l ar g e a n d h a d a s p e cifi c ori e nt ati o n f or us e. M or e m o d er n, 

s m all er d e vi c es ar e n o w a v ail a bl e w hi c h m a y i m pr o v e p ati e nt a d h er e n c e a n d r et e nti o n i n f ut ur e 

st u di es. As m or e p ati e nts us e t h e m o nit ori n g s yst e m, a f ut ur e st u d y m a y b e a bl e t o b ett er 

u n d erst a n d w h et h er t h e d e vi c es a n d a p pli c ati o n i d e ntif y e arl y si g ns of p n e u m o niti s a n d ot h er 

p ul m o n ar y A Es.  
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