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FDA News Release

FDA approves new treatment for certain
digestive tract cancers

For Immediate Release

January 26, 2018

Release

The U.S. Food and Drug Administration today approved Lutathera (lutetium Lu 177 dotatate) for the treatment of a
type of cancer that affects the pancreas or gastrointestinal tract called gastroenteropancreatic neuroendocrine
tumors (GEP-NETs). This is the first time a radioactive drug, or radiopharmaceutical, has been approved for the
treatment of GEP-NETs. Lutathera is indicated for adult patients with somatostatin receptor-positive GEP-NETs.

“GEP-NETs are a rare group of cancers with limited treatment options after initial therapy fails to keep the cancer
from growing,” said Richard Pazdur, M.D., director of the FDA’s Oncology Center of Excellence and acting director
of the Office of Hematology and Oncology Products in the FDA’s Center for Drug Evaluation and Research. “This
approval provides another treatment choice for patients with these rare cancers. It also demonstrates how the
FDA may consider data from therapies that are used in an expanded access (/ForPatients/Other/ExpandedAc‐
cess/ucm20041768.htm) program to support approval for a new treatment.”

GEP-NETs can be present in the pancreas and in different parts of the gastrointestinal tract such as the stomach,
intestines, colon and rectum. It is estimated that approximately one out of 27,000 people are diagnosed with GEP-
NETs per year.

Lutathera is a radioactive drug that works by binding to a part of a cell called a somatostatin receptor, which may
be present on certain tumors. After binding to the receptor, the drug enters the cell allowing radiation to cause
damage to the tumor cells.

The approval of Lutathera was supported by two studies. The first was a randomized clinical trial in 229 patients
with a certain type of advanced somatostatin receptor-positive GEP-NET. Patients in the trial either received
Lutathera in combination with the drug octreotide or octreotide alone. The study measured the length of time the
tumors did not grow after treatment (progression-free survival). Progression-free survival was longer for patients
taking Lutathera with octreotide compared to patients who received octreotide alone. This means the risk of tumor
growth or patient death was lower for patients who received Lutathera with octreotide compared to that of
patients who received only octreotide.

The second study was based on data from 1,214 patients with somatostatin receptor-positive tumors, including
GEP-NETS, who received Lutathera at a single site in the Netherlands. Complete or partial tumor shrinkage was
reported in 16 percent of a subset of 360 patients with GEP-NETs who were evaluated for response by the FDA.

https://www.fda.gov/ForPatients/Other/ExpandedAccess/ucm20041768.htm


1/26/2018 Press Announcements > FDA approves new treatment for certain digestive tract cancers

https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm594043.htm 2/3

Patients initially enrolled in the study received Lutathera as part of an expanded access program. Expanded
access is a way for patients with serious or immediately life-threatening diseases or conditions who lack
therapeutic alternatives to gain access to investigational drugs for treatment use.

Common side effects of Lutathera include low levels of white blood cells (lymphopenia), high levels of enzymes in
certain organs (increased GGT, AST and/or ALT), vomiting, nausea, high levels of blood sugar (hyperglycemia) and
low levels of potassium in the blood (hypokalemia).

Serious side effects of Lutathera include low levels of blood cells (myelosuppression), development of certain
blood or bone marrow cancers (secondary myelodysplastic syndrome and leukemia), kidney damage (renal
toxicity), liver damage (hepatotoxicity), abnormal levels of hormones in the body (neuroendocrine hormonal crises)
and infertility. Lutathera can cause harm to a developing fetus; women should be advised of the potential risk to
the fetus and to use effective contraception. Patients taking Lutathera are exposed to radiation. Exposure of other
patients, medical personnel, and household members should be limited in accordance with radiation safety
practices.

Lutathera was granted Priority Review (/ForPatients/Approvals/Fast/ucm405405.htm), under which the FDA’s
goal is to take action on an application within six months where the agency determines that the drug, if approved,
would significantly improve the safety or effectiveness of treating, diagnosing or preventing a serious condition.
Lutathera also received Orphan Drug (http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseases‐
Conditions/HowtoapplyforOrphanProductDesignation/default.htm) designation, which provides incentives to
assist and encourage the development of drugs for rare diseases.

The FDA granted the approval of Lutathera to Advanced Accelerator Applications.

The FDA, an agency within the U.S. Department of Health and Human Services, protects the public health by
assuring the safety, effectiveness, and security of human and veterinary drugs, vaccines and other biological
products for human use, and medical devices. The agency also is responsible for the safety and security of our
nation’s food supply, cosmetics, dietary supplements, products that give off electronic radiation, and for regulating
tobacco products.
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FDA: Office of Hematology and Oncology Products
(/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm091745.htm)

FDA: Approved Drugs: Questions and Answers (/Drugs/ResourcesForYou/Consumers/ucm054420.htm)

FDA: Fast Track, Breakthrough Therapy, Accelerated Approval, Priority Review
(https://www.fda.gov/ForPatients/Approvals/Fast/default.htm)

NIH: Gastrointestinal Carcinoid Tumors (https://www.cancer.gov/types/gi-carcinoid-tumors)

NIH: Pancreatic Neuroendocrine Tumors (https://www.cancer.gov/types/pancreatic/patient/pnet-treatment-pdq)

Follow FDA

Follow @US_FDA (https://twitter.com/US_FDA) 
(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

Follow FDA (https://www.facebook.com/FDA) 
(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

Follow @FDAmedia (https://twitter.com/FDAMedia) 
(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)
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