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HOW FDA, PFIZER, AND
FLATIRON HEALTH DID IT

APPROVAL OF IBRANCE FOR MEN AFFORDS
A GLANCE AT USE OF REAL WORLD DATA

Real world data played a role in FDA's recent decision to
expand the indications for Pfizer's drug Ibrance (palbociclib)
to include men.

0n April 4, Ibeance jomed the ranks  workd evidence to support regulatory  Breast cancer in men s rare. This year
of cancer drugs that were appeoved  decision-making " the agency said i 2,670 men would be expected to de-
partly based on data extracted from  resp a from The Cancer and about
electronk medical records and other  Letter."Specifically, FOAs RWE Program 500 will dhe of metastatic disease.
data related to actusl experience with  will evahiate the potential use of RWE

FDA EISHEX 2019
Palbociclib (Ibrance)
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FDA Approves LUMAKRAS™ (Sotorasib), The First And Only
Targeted Treatment For Patients With KRAS G12C-Mutated
Locally Advanced Or Metastatic Non-Small Cell Lung Cancer

KRAS G12C, About13% &

Actioncbile(1)

with the real word evidence studies conducted by Amgen. Results from 3 real-world,
retrospective natural history studies (Studies 20180277, 20200097, and 20200132) using the
Flatiron Health- Medicine Clinice Database and AACR Project GENIE
databases in the United States showed that patients with KRAS G12C-mutated advanced NSCLC
had similar ic and clinical istics compared with the overall group of
patients with advanced NSCLC, although higher proportions of women, past or present
smokers, and nonsquamous cell carcinoma histology were observed in the patients with

KRAS G12C-mutated advanced NSCLC (Study 20200097 and Study 20200132) (Table 12 and
Section 1.1.2 of Module 2.5, Clinical Overview).

The FDA's Assessment:
FDA agrees with the Applicant’s position. In particular, the association between KRAS G12C and
a positive smoking history is a significant distinction from all other ions in

NSCLC which are more prevalent in non-smokers.

FDAZER 2021
Sotorasib (Lumakras)
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Flatiron Health Real-World Data Support
FDA Approval of New Dosing Regimen
for ERBITUX® (cetuximab)

Approval of additional dosing regimen allows cancer patients to significantly reduce
frequency of treatment visits

NEW YORK, NY, July 20, 2021

Flatiron Health real-world data (RWD) supported the U.S. Food and Drug
Administration (FDA)'s recent approval of a new dosing regimen for
ERBITUX"(Eli Lilly and Company’s cetuximab) that can have a direct
positive impact on the lives of patients with metastatic colorectal cancer
(CRC) or squamous cell carcinoma of the head and neck (SCCHN)

The FDA approved a supplemental biologics license application (sBLA) for
ERBITUX which provides a new, biweekly dosing regimen for the medicine's
indicated use in patients with K-Ras wild-type, EGFR-expressing metastatic
CRC or SCCHN, when used as a single agent or in combination with
chemotherapy.

This alternate dosing regimen to the previously approved weekly dosing
regimen allows ERBITUX infusions to be scheduled alongside other
biweekly treatments, significantly reducing the frequency of patient visits to
an infusion center.

FDA SAJLEH 2021
Cetuximab (Erbitux)
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Flatiron Health Announces New m Existing partnerships

Partnershlp in the UK The Leeds Y with academic medical
Teaching Hospitals center & community

: oncology network

Flatiron Health inks RWD 0
partnership with Japanese cancer 3
center to drive international
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National Cancer Center Hospital East

e 20,2023 NHS Trust
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