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BACKGROUND: Lung cancer is categorized by stages based on how widespread it is in the
body, and usually the higher the stage means the more severe the cancer. Stage 4 lung cancer
is the most advanced form of the disease and is metastatic, or the cancer has spread where it
originated into other parts of the body. Lung cancer (both small cell and non-small cell) is the
second most common cancer in both men and women. The American Cancer Society’s current
estimates for lung cancer in the United States are about 235,760 new cases (119,100 in men
and 116,660 in women), and about 131,880 deaths from lung cancer (69,410 in men and
62,470 in women). It mainly occurs in older people aged 65 or older; a very small number of
people diagnosed are younger than 45. The average age of people when diagnosed is about
70.

(Source: https://www.cancercenter.com/cancer-types/lung-cancer/stages/stage-iv-lung-cancer
and https://www.cancer.org/cancer/lung-cancer/about/key-statistics.html)

GENETIC TESTING FOR LUNG CANCER: Changes in lung cancer cells occur due to harmful
genetic mutations in the DNA of the cell. When a mutated cell multiplies, the newly formed cells
carry the same dangerous mutations. These can occur when a cell is exposed to toxins or when
the body makes an error during cell division. This is where genetic testing is playing a larger role
in lung cancer care. Tests are allowing to identify specific genetic changes in the tumor cells
that may be treatable with targeted therapies. Among the many benefits of targeted therapies is
that they can block growth of cancer cells without harming healthy cells. Genetic changes
account for about 80-85% of non-small cell lung cancer and in about 10-15% of small lung cell
cancers.

(Source: https://www.verywellhealth.com/genetic-testing-for-people-with-lung-cancer-2248945)

FDA APPROVES TARGETED THERAPY: The FDA approved Lumakras as the first treatment
for adult patients with non-small cell lung cancer whose tumors have a specific type of genetic
mutation called KRAS G12C, and who have received one prior systemic therapy. “KRAS
mutations have long been considered resistant to drug therapy, representing a true unmet need
for patients with certain types of cancer,” said Richard Pazdur, MD, director of the FDA'’s
Oncology Center of Excellence and acting director of the Office of Oncologic Diseases in the
FDA'’s Center for Drug Evaluation and Research. “Today’s approval represents a significant
step towards a future where more patients will have a personalized treatment approach.” The
Accelerated Approval pathway was used for Lumakras, where the FDA approves drugs for
serious conditions where there is unmet medical need and a drug is shown to have certain
effects that are reasonably likely to predict a clinical benefit to patients. Further study is required
to verify clinical benefits of Lumakras.

(Source: https://www.fda.gov/news-events/press-announcements/fda-approves-first-targeted-
therapy-lung-cancer-mutation-previously-considered-resistant-drug)
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