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Background
• Response is an important outcome for measuring therapeutic

benefit in oncology clinical trials. However, measurement of
response in clinical trials differs from the real-world setting.

o Response Evaluation Criteria in Solid Tumors (RECIST)-based
measures of response rely on imaging data at specific
timepoints for uniform assessment.

o There is no consensus approach to measure real-world
response (rw-response) from routine clinical practice data.

• Friends of Cancer Research formed a multi-stakeholder
partnership to evaluate access to available data elements for
measuring rw-response across real world data (RWD) sources to
inform development of a consistent method for response
assessment.

Conclusions
This unique partnership allowed us to assess the availability of data
attributes to assess rw-response and evaluate the consistency of the
measure across RWD sources.
• Imaging reports and clinician assessments of response were available

for most patients across cohorts, unlike images, with greatest
consistency in the timing of assessments for the clinician assessment.

• The rwRR among patients with mNSCLC calculated using the clinician
assessment was relatively consistent across all RWD sources, with
consistent trends in time-to-event endpoints.

• The demonstrated feasibility of response endpoints based on clinician
assessment suggests rw-response is clinically relevant and further
exploration may inform drug effectiveness evaluation w/ RWD sources.

Aligning methodologies for aggregating and analyzing RWD will help
ensure RWD is a reliable and consistent source of real-world evidence to
support oncology drug development and regulatory decision-making.

Cohort Characteristics

Variability in the availability and timing of response assessment data within and across cohorts.
Availability of images in EHRs is limited, indicating the need to rely on other data elements to assess
response. Image reports and clinician assessments were available across most cohorts for most
patients. The timing of clinician assessments was relatively consistent across cohorts and somewhat
mimics clinical trials (6-8 weeks). The median number of data components is calculated only for
patients with at least one data component in the record (patients with 0 assessments are not
included).

Methods
• A multi-stakeholder partnership of RWD EHR-focused partners,

pharmaceutical companies, government officials, and academics
developed the common protocol and statistical analysis plan to
achieve the following objectives:

• The study included seven RWD EHR-focused partners (ConcertAI,
COTA, Flatiron Health, Guardian Research Network/IQVIA, Ontada,
Syapse, Tempus) who identified and analyzed a cohort of 200
patients with mNSCLC each defined by the criteria specified below
in the CONSORT diagram.

CONSORT Diagram

Assess the Availability and 
Frequency of Core Data 

Components for Measuring 
rw-Response

• Images
• Image reports
• Clinician response assessments

Evaluate the Consistency of a 
Measure of rw-Response Across 

Data Sources in an Aligned 
Population

• rw-response rate (rwRR)
• rw-duration of response (rwDOR)
• Association between rw-response 

and time-to-event endpoints

Adult Patients with Diagnosis of 
mNSCLC between 1/1/2015-3/31/2018

Treatment for Metastatic Disease 
between 1/1/2015-3/31/2018

Possible Eligible Cohort for rw-
Response Pilot

Patients with 
incomplete or 

missing treatment 
data

Non-qualifying first-line 
treatment during study 

period (1/1/2015-3/31/2018)

Did not meet enrollment 
criteria 

Patient not physically present 
at or having encounter with 
healthcare system on at 
least two separate occasions 
on or after 01/01/2015 until 
03/31/2018.

Non-Qualifying First-Line 
Regimens: Non-platinum 
doublet chemotherapy in the 
metastatic setting.

Patient with greater than 90 days 
from time of metastatic diagnosis to 
next clinical encounter. 

Patient with greater than 120 days 
from time of metastatic diagnosis to 
evidence of first-line treatment start.

Analyzable Cohort for rw-Response 
Pilot mNSCLC, metastatic non-small cell lung cancer; 

rw, real-world

Random Sampling to 200 patients 
per cohort

42% 53% 46.5% 40.5% 38% 52.5% 49.4%

rwTTD: RespondersrwOS: Responders rwTTNT: Responders

rwTTD: Non-RespondersrwOS: Non- Responders rwTTNT: Non-Responders

rw-response rates were consistent using clinician stated
response across cohorts, with a median of 46.5%. rw-RR was
calculated as the number of patients with a rw-best overall
response of rw-complete response or rw-partial response by
clinician assessment out of all patients (including those without a
response assessment). Cohorts A-F n=200, G n=180 patients.

Relative consistency in the medians and directionality of the time-to-
event endpoints: rw-overall survival (rwOS), rw-time to next treatment
(rwTTNT), and rw-time to treatment discontinuation (rwTTD) across
datasets for responders vs. non responders. Consistency in
Kaplan‐Meier curves for responders and non-responders across cohorts
increases confidence in the measurement of response.

Median rwTTD 
(days) A B C D E F G

Responders 142 128 147 105 132 99 113

Non-
Responders 69 84 63 70 48 43 41

Median 
rwTTNT (days) A B C D E F G

Responders 200 209 234 140 235 219 204

Non-
Responders 100 98 93 115 93 109 76

Median rwOS 
(days) A B C D E F G

Responders 375 464 832 614 474 436 410

Non-
Responders 245 314 213 414 184 353 114

rwRR

Demographic and clinical characteristics of cohorts.
Characteristics are largely similar across cohorts (A-G) with more
variability in practice type, race/ethnicity, ECOG status, and site of
metastasis. Numbers indicate the proportion of patients in each
category. Shading denotes the proportion of patients from white
(0%) to dark blue (100%). Data are suppressed (S, in grey) if ≤5%.

Key Definitions
• Baseline: All imaging and image reports from unique imaging modalities, between the metastatic diagnosis and index date.
• Post-Baseline: All image reports within first-line treatment, after the index date, and up to the earliest of the start of new 2L treatment, 30 days

post-first-line treatment, death, or data cutoff.
• Index: Date of the earliest drug episode (e.g., first administration) of the first-line therapy for metastatic disease.
• Follow-up time: Time from the index date to the earliest of last confirmed activity date, date of death, or data cutoff.

Results: Availability of Response Data Components
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rw-duration of response (rwDOR)
is variable across cohorts, likely
due to variability in timing and
reporting of assessment. rw-
duration of response was
calculated without interval
censoring for patients with
complete or partial response
(responders) across cohorts.
Graphs show the median rwDOR
with 95% confidence intervals (CI).

Number of 
Responders

Median rwDOR, in days 
(95% CI)

Timing of Response Assessment Data
Baseline to Index Baseline to 

1st Post-Baseline
1st to 2nd

Post-Baseline 

Images
Median Percentage of Patients with Data (Range) 28% (1.5-92%) 22% (0.5-79.5%) 29% (0.5-86%)

Median Time between in weeks (Range) 2.95 (2.4-5) 13.2 (7.3-18) 6 (3.29-7)

Image 
Reports

Median Percentage of Patients with Data (Range) 88.8% (63.5-98.3%) 75% (55-85.6%) 85% (59-87.2%)

Median Time between in weeks (Range) 3.63 (2.3-4) 9.62 (7.5-18) 5 (3.7-6.3)

Index to 
Assessment

1st to 2nd

Assessment

Clinician 
Assessment

Median Percentage of Patients with Data (Range) N/A 77.5% (74-88.3%) 44.5% (32-61%)

Median Time between in weeks (Range) N/A 7.9 (6.9-8) 7.9 (6-9)

Clinician-Stated rw-Response Rate (rwRR)

Availability of Response Assessment Data

rw-Duration of Response

Association between rw-Endpoints
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Real-world response was 
consistent across data sources 

in an aligned patient 
population using clinician-

stated response.


	Slide 1

