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The United States Food and Drug Administration (USFDA) notified healthcare professionals
about the added Boxed Warning on the label of propylthiouracil (PTU), an antithyroid medication.
Reports of severe liver injury and acute liver failure, some of which have been fatal, in adult and
pediatric patients using this medication were included into this section. The new warning also
states that for patients being started on treatment for hyperthyroidism it may be appropriate to
reserve use of propylthiouracil for those who cannot tolerate other treatments such as methimazole,
radioactive iodine or surgery.

With the above information, USFDA reminded healthcare professionals to be aware of this new

safety information and adhere to the recommendation on the drug label. In congruence with the

Agency’s additional advice, the Department of Pharmaceutical Affairs, Health Bureau would like

to re-iterate the following information for our local physicians and pharmacists:

® be aware that severe liver injury and acute liver failure, including fatal cases, that have been
reported in adult and pediatric patients taking PTU.

® Dbefore initiating a patient on hyperthyroid treatment, PTU should be reserved for patients
who cannot tolerate methimazole or for patients for whom radioactive iodine therapy or
surgery is not an appropriate treatment.

® PTU may be the treatment of choice when an antithyroid drug is needed during and just prior
to the first trimester of pregnancy. Fetal abnormalities have been seen with methimazole use
during the first trimester of pregnancy.

® PTU is not recommended for use in pediatric patients, except in rare instances during which
other alternative treatments are inappropriate.

® review the updated information on the drug label and understand the complete information
on the use of PTU so that you can counsel the patients or care-takers when they are picking
up the prescription :

i remind them to follow the direction of use as given.

il for female patients notify them that PTU may be the treatment of choice during and
just before the first trimester of pregnancy (weeks 1-12). Consult with their
prescribing physician for advice if they are pregnant or have plan to become pregnant
while on PTU or other antithyroid medicines.
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iii  instruct them to contact their physician or pharmacist if they experience fever, loss of
appetite, nausea, vomiting, tiredness, itchiness, dark-colored urine, or yellowing of
your skin or eyes while on PTU.

iv  educate and familiarize the patients to notifying their attending physician and
pharmacist about any medication they are taking or the medical conditions they may
have.

v notify them NOT to stop taking PTU or any antithyroid medication without talking
with their physician or pharmacist.

If physicians, pharmacists or other healthcare professionals suspect any kind of adverse reaction
subsequent to the use of propythiouracil or any antithyroid medication, please report through any
of the following methods : .

® Online - http://www.ssm.gov.mo/design/webservices/c_wservices_main.htm

® Mailto- 51 Avenida do Sidonio Pais, Edificio China Plaza, 2" Floor, Macao S.A.R., China
® Faxto - 853-28524016

The report form can be collected in person at Department of Pharmaceutical Affairs or
downloaded from the website designated as http://www.ssm.gov.mo/design/services/serpt_chn.pdf.
Should you have any query, please contact Ms. Beatrice Young or Mr. Jeffrey Lam at 8598-3517
or 8598-3439 respectively from the Division of Pharmacovigilance and Pharmacoeconomics
during office hours. In case of urgent situations during off hours, please page 8§5008068.

Thanking you in advance for your attention!

EVMEGEER
Chief, Department of Pharmaceutical Affairs

CDC.—{-Q

£ 1 i
Choi Peng Cheong

%3 /Reference and website for downloading the PTU Medication Guide :
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
ucm?209023.htm

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM208533.pdf
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