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Activity Description

The FDA Oncology Center of Excellence (OCE) and the AACR are collaborating to
launch a new educational initiative Project Livin’ Label. The objective of these efforts is
to educate the oncology community about select recent oncology drug approvals. The
FDA will develop an educational video on a select recent oncology drug approval,
discussing aspects found within the drug product label, such as safety findings and
efficacy results. The FDA may choose to invite external guests to participate in the
discussions. The FDA will share this video with AACR, along with the publicly available
drug product label, and AACR will disseminate this information to the oncology
community. Oncology practitioners can watch the video and review the associated drug
product label and receive credit for this activity. All FDA oncology drug approvals have
an approved package insert (US Prescribing Information). There is mixed use of the
USPI depending on practice locations and type of practice. In addition, many
practitioners are not familiar with the content of the USPI.

Target Audience

This educational initiative intends to educate the oncology practitioners on FDA’s
thinking behind an oncology drug approval, including discussions on the efficacy and
safety findings from the registration trials. The discussions will center around the
approval and reference relevant sections in the USPI where this information is located.

Educational Objectives

Upon completion of this activity, participants will be able to:

« Atrticulate the reasoning behind an FDA oncology drug approval.
« Identify the relevant sections of the drug USPI where information is located.
« Integrate this information into their clinical practice.

Disclosure Statement

It is the policy of the AACR that the information presented at AACR educational
activities will be unbiased and based on scientific evidence. To help participants make
judgments about the presence of bias, AACR will provide information that Scientific
Program Committee members and speakers have disclosed all their financial
relationships with ineligible companies whose primary business is producing, marketing,



selling, re-selling, or distributing healthcare products or services used by or on patients.
All of the relevant financial relationships for these individuals have been mitigated.
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Planning Committee Disclosures
FDA staff involved in the development and review of this activity have disclosed no
relevant financial relationships.

AACR staff involved in the development and review of this activity have disclosed no
relevant financial relationships.
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