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Background 1. Pre-balanced Cohort Characteristics 3. Post-balanced Cohort Characteristics 4. Estimation of Overall Survival (OS)
- External control arms (ECAs) may strengthen evidence generation in oncology settings RESOLVE B D E F G H RESOLVE RESOLVE Median OS — RESOLVE Trial Control Arm
DEMOGRAPHICS B D E F G H = —
where randomized trials are infeasible, inefficient, or difficult to conduct. DEMOGRAPHICS TRIAL TRIAL (Months) =10.78 External Comparator Arm
- ECAs may be particularly relevant in rare cancers, high unmet need settings, or N (number of patients ) 213 o7 391 1,357 347 305 677 N (number of patients ) 213 57 2034 759 188 1996  197.6 . e — 5 —
contexts where enrollment into traditional control arms is challenging. )= calisglores Gl lels Age categories at index ECA Median 0S (Months) = 7.73 ECA Modian OS (Months) = 8,04
. . . <6b yeGrS 55.9 29.8 25.9 26 5] 32.] 27.5 <65 yeCII’S 55.9 29.8 53.8 53.8 49.3 4].6 27.5 HR (ECAIRESOLVE) (95%' c|) = 1.4] HR (ECAIRESOLVE) (95%' c|) = 127
- However, confidence in ECAs depends on whether external data sources can reliably = 65 vears 401 702 741 74 49 679 725 += 65 years 44] 702 46 45 50.7 584 725 (0.8-2.47) (0.97-167)
identify patients comparable to a target clinical trial population and generate s;x- Y ' Sex: N(%) -
outcomes that approximate the randomized control arm. Fen‘mle i = iz e TS e i Fermale 43 316 417 46 44.8 441 46 ~
o !:nends of Cancer Research led a multl—stakehqlder pilot project ’Fo .evoluote vvhether Male 57 - 50 54 56.2 55 54 Male 57 _ 54 55.2 55.9 54
iIndependently constructed ECAs, developed using a shared statistical analysis plan E— Race: N(%) ¢
across diverse real-world and historical clinical trial data sources, could approximate White 67 807 o 66 8 803 734 White 67 807 0O 67 696 736 73 :
the control arm of a randomized oncology trial. . . Black or African American 3 5.3 0 3.1 3.7 19 8
ilqck or African American 238 5(.)3 8 ?g 3523 1.1 ?;3 Asian 08 0 0 8 R 51 5 0
S |C| n . . . 0 6 12 Time E:n ooooo ! 24 30 36 0 6 12 18 24 30 36
Other o) 10.5 0 0 0.2 5.4 0) Time fmonihs]
MethOdS Unknown/Missing 2 3.5 - 12 5.8 6.9 16 Unknown/Missing 9 35 _ 97 24 0 16
- A multi-stakeholder partnership developed a common protocol and statistical Ethnicity: - - A » . )3 o a Ethnicity: N(%) E N (Mean) = 759 S N (Mean) = 188
analysis plan to guide independent construction of ECAs across data sources and Hispanic ; ' ' ' ' Hispanic or Latino 5 22.8 0 5.7 3.7 8.1 2 ﬁi’?&ij‘::sgf\%"@;“j);ff?09 ﬁi’;ggﬂ;'&gf\fg"(g;ﬁz?a;0=-°fo5
achieve the following objectives: Non-Hispanic L Not Hispanic or Latino 0 (0.76-1.57) (0.82-1.34)
. , Unknown/Missing 2 5.3 23 5.5 38.4 19.5 Unknown/Missing 2 5.3 2.7 3.2 0 20 )

1. Evaluate reproducibility: assess whether independently constructed ECAs could :
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