Emerging U�lity of Real World Data
Real world data (RWD) is con�nuously showing poten�al to improve precision oncology, and could have an overarching inﬂuence on
progress in cancer care. RWD can be used to guide clinical trial design by informing choice of control arm therapy for prospec�ve trials
and in predic�ng impact of eligibility criteria on projected trial enrollment. RWD, if consistent and of excep�onal high quality, can be a
strong asset, as was recently evident from some remarkable presenta�ons at ASCO 2019.

Big data analysis for personalized therapy

Machine learning algorithms can be used to predict pa�ent survival, standard demographics, clinical and tumor genomic features including
histology, stage, therapies and tumor muta�ons. A study reported use of pa�ent data in the Veteran Aﬀairs (VA) system for survival
predic�on – 356 VA pa�ents with NSCLC enrolled in the VA Precision Oncology program between 2015-17 and deceased by 2018 were
studied and the model was further reﬁned using ICD codes that reﬂect co-morbid condi�ons.1

Use of RWD to guide therapy in cancer

Large-scale genomic tes�ng has the poten�al to fundamentally change healthcare delivery and research, for example, by
iden�fying speciﬁc molecular signatures that can be used to guide treatment and impact outcomes. Although clinical trials remain
the most reliable means to evaluate drug eﬃcacy and safety for evidence-based cancer care, RWD can be used to determine if
clinical trial results can be generalized to broader popula�ons. Systema�c analysis of RWD for oﬀ-label drug use facilitates
hypothesis genera�on and design of clinical studies for new indica�ons.

NSCLC
Genomic tes�ng of advanced NSCLC (aNSCLC) pa�ents
could provide physicians with the informa�on needed
to make op�mal treatment decisions. Analysis in the
community oncology se�ng for aNSCLC pa�ents ﬁnds
evidence of underu�liza�on of genomic tes�ng,
underu�liza�on of targeted therapies, and use of
immune checkpoint inhibitors (ICPi) outside of label.2
The labels for ICPis indicate that pa�ents with
targetable altera�ons in EGFR and ALK are not
candidates for 1L treatment with ICPi.
• A study of real world treatment pa�erns and
outcomes in US community oncology clinics
showed that 83% of advanced NSCLC pa�ents with
non-squamous histology and EGFR-sensi�zing
muta�ons documented prior to ini�a�on of
frontline therapy received 1L EGFR TKIs.3
• A study of incorpora�on of PD-L1 tes�ng in NSCLC
showed that 25% of pa�ents who received PD-1
axis therapy in frontline did not have evidence of
PD-1 expression tes�ng while increasing
propor�on of untested or PD-L1 nega�ve pa�ents
received it in the ﬁrst line or later study period.4
RWD allows for retrospec�ve, observa�onal studies
to examine Tx pa�erns and associated clinical
outcomes. Various treatment sequences may impact
pa�ent outcomes and op�mal sequencing of
systemic therapy in aNSCLC which is cri�cal to
achieve maximal clinical beneﬁt.

Ovarian Cancer
Genomic tes�ng is supported by retrospec�ve studies in ovarian
cancer that could guide appropriate therapy.
• RWD of 8 community oncology prac�ces showed that 51% of
women who could poten�ally beneﬁt from maintenance
therapy did not receive it; only 56% carrying a BRCA muta�on
were targeted for maintenance therapy. Among pa�ents who
received maintenance therapy following 2L or later
pla�num-chemotherapy, 47% received a PARPi based regime.5
• Another study highlighted diﬀerences in pa�ent characteris�cs
and outcomes between pa�ents receiving 1L chemo vs. those
receiving Bevacizumab along with Bevacizumab maintenance.6

Breast Cancer
RWD is useful in iden�fying the right pa�ent pool for a therapy
and has the poten�al to support use in expanded indica�ons.
• Results from the IMpassion130 trial are signiﬁcant as they
clearly strengthen the argument for baseline PD-L1 tes�ng at
the point of diagnosis. The updated analysis in PD-L1 posi�ve,
advanced triple nega�ve breast cancer (TNBC) pa�ents found a
substan�al clinically meaningful overall survival beneﬁt.
Furthermore, more than half of the Atezolizumab pa�ents
were alive at two years compared to 37% of pa�ents taking
placebo.7
• FDA’s approval for use of Palbociclib in men based on limited
data from post-marke�ng reports and electronic health
records showed that the safety proﬁle for men treated with
Palbociclib was consistent with the safety proﬁle in women
treated with the drug.8
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