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In recent years, there has been a rise in the number of e ORR with. DOR is notably the. most frequently utilized endpoint
oncology therapeutics seeking approval through the accelerated Figure 1. Withdrawn Approvals - Figure 2. Ongoing Approvals - among withdrawn and ongoing approvals.
approval pathway by the US Food and Drug Administration (FDA) Surrogate Endpoints Utilized Surrogate Endpoints Utilized o However, ORR, either alone or with supporting endpoints,

to address unmet medical needs.’ yields inconsistent results and may not always predict

meaningful clinical benefit.

o Therefore, there is a growing recognition of the need to
shift towards evolving endpoints that hold promise in
better predicting clinically meaningful outcomes.

e Evolving endpoints are surrogate endpoints which encompass a
broader range of measures beyond traditional clinical
endpoints seen in many of the ongoing and withdrawn
approvals.

o These evolving endpoints such as Minimal Residual Disease
(MRD), Recurrence-Free Survival (RFS), and Disease-Free
Survival (DFS) are frequently employed in verified
approvals, signaling a shift away from traditional endpoints
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e Accelerated approval guidelines allow manufacturers to use
surrogate endpoints as substitutes for clinical endpoints as a
quicker way to evaluate the efficacy of a proposed
therapeutic.? However, these surrogate endpoints may not
always accurately predict the desired clinical outcomes and
thus validation of these endpoints is necessary.?
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e Although surrogate endpoints can speed up the approval
process for oncology clinical trials and make evaluation by the
FDA more efficient, there are potential downsides to relying
on them.

e Short-term data may be used to predict clinical outcomes,

which means the actual long-term clinical benefit of a | such as ORR, DOR, and PFS.
medication may not be accurately represented.*

o They offer promising alternatives to traditional endpoints

Figure 3. Verified Clinical Benefit - Figure 4. Frequency of Top Surrogate by considering the complexities of cancer treatment and
) Surrogate Endpoints Utilized Endpoints Utilized the need for more accurate measures of efficacy.

To evaluate surrogate endpoints utilized in accelerated Conclusion
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