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o

Lymphoma Medicine is/Withdrawn Due to Safety/Concerns

AUDIENCE: Oncology, Patient,
Health Professional, Pharmacy

ISSUE: Due to safety concerns,
the FDA has withdrawn its approval
for the cancer medicine Ukoniq
(umbralisib).

Updated findings from the
UNITY-CLL clinical trial continued
to show a possible increased risk of
death in patients receiving Ukoniq.
As a result, the FDA determined
the risks of treatment with Ukoniq
outweigh its benefits. Based upon
this determination, the drug's
manufacturer, TG Therapeutics,
announced it was voluntarily
withdrawing Ukoniq from the market
for the approved uses in marginal
zone lymphoma and follicular
lymphoma.

For more information about
this alert, click on the red button
"Read Alert" below.

BACKGROUND: Ukoniq was
approved to treat two specific types of
lymphoma: marginal zone lymphoma
and follicular lymphoma.

RECOMMENDATIONS:

Health care professionals should
stop prescribing Ukoniq and switch
patients to alternative treatments.
Inform patients currently taking
Ukoniq of the increased risk of death
seen in the clinical trial and advise them
to stop taking the medicine. In limited
circumstances in which a patient may
be receiving benefit from Ukoniq, TG
Therapeutics plans to make it available
under expanded access.

Patients should talk to your
health care professionals about
alternative treatments and stop taking
Ukonigq. It is best to dispose of unused
Ukoniq using a drug take-back

location such as in a pharmacy, but if

one is not available, you can dispose

of Ukoniq in your household trash by

doing the following:

* Mix the medicine with an
unappealing substance such as dirt,
cat litter, or used coffee grounds; do

not crush them.

Place the mixture in a container

such as a sealed plastic bag.

Throw away the container in your

home trash.

Delete all personal information
on the prescription labels of
empty medicine bottles or
packaging, then throw away or
recycle them.

Read more about the
MedWatch Safety Alert, including
a link to the FDA Drug Safety
Communication, at: https://reurl.
cc/k1Dyo9
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1. Danford CJ, Lin SC, Smith MP, et al. Encapsulating

peritoneal sclerosis. World J Gastroenterol.
2018;24:3101-11.
2.Korte MR, Fieren MW, Sampimon DE, et al.
Tamoxifen is associated with lower mortality of
encapsulating peritoneal sclerosis: results of the Dutch
Multicentre EPS Study. Nephrol Dial Transplant.
2011;26:691-7.
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