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In recent years, there has been an increase and expanded
use of expedited approval programs.*

There are four pathways in which the FDA can allow for
earlier approval of drugs: (1) fast track designation, (2)
breakthrough designation, (3) accelerated approval, and (4)
priority review.

In the process of approving drugs via expedited pathways,
the payers’ perspective may differ from the FDA’s approval
criteria.?3

This cross-sectional study consisted of a web-based survey
with 22 multiple choice and open-ended questions.

The survey instrument was circulated to pilot respondents
(n=8) to assess content and face validity.

AMCP’s internal CRM database was used to filter for groups

of key health care decision makers and other AMCP
Foundation stakeholders.
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Conclusions

1. To identify evidence gaps to provide guidance on improving
the expedited approval process.

2 To ascertain treatment outcomes valued by pavers. so that Majority of healthcare decision makers found that accelerated drug approvals are very « Additionally, conducting phase Il and phase IV trials more quickly could also minimize the
' links f ; dboints t ; ]}' Ip yt ’ impactful to the future of healthcare (n=90, 54%). potential disconnect with payers in the FDA expedited approvals process.
INKS from Surrogate endpoints to meaningiul outcomes are * Many did not have a separate and/or expedited review process, nor plans to create one. * Overall, the most important consideration in the formulary-decision making process is
better understood by all stakeholders in drug development,

» Lack of clinically meaningful outcomes was the top evidence gap in FDA expedited approvals.
Health care decision makers reported that identifying meaningful surrogate endpoints that link «
to patient-centered treatment outcomes at an early point during trials could best minimize the
potential disconnect with payers in FDA expedited approvals.

* The respondents’ level of expertise and awareness cannot be
verified or proven. Caution is advised when generalizing the
survey results.

* Measures were taken to ensure an even distribution in the
demographics. However, the results may be skewed towards
the views of specific groups due to different response rates.

correlation to a clinically meaningful outcome.

Future research will focus on performing an independent t-test to compare 2018-2021 cohort
perspectives. Also, conventional content analysis will be conducted upon responses

from open-ended questions.

regulatory approval, and formulary decision-making.
3. To assess how payers’ perspectives about accelerated drug
approvals have shifted in the past three years.
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