&

WP R 1T BB N Nod
Governo da Regido Administrativa Especial de Macau
wm £ &’
Servicos de Saude
L2RB4ERE  0278/DAF/11 HH#E:  10/03/2011
N° ref. . Data/Date:
F
De/From: ZEF/Dept.: ZE87/ZEF5EE Department of Pharmaceutical Affairs
%E ¥/ Ass./Signat.: 2NN EEE Dr. Choi Peng Cheong — Department Chief
{5 Ef/Fax: (853)-28524016
L6 B4, ERERHMEEEEAL
Para/To: Physicians, pharmacists and other healthcare professionals
¥ & BRI E T I HIHI Fabacavirde £ MR R EA
Ass./Subject: Latest safety updates on proton pump inhibitors(PPIs) and abacavir
H & 1/3
N° folhas/N.pages:

Ba bt E—RIRRHYE A ANE B Fabacavirke S RIS & A, GHEEZE . BRI b Hoqth e
A HENT2H, NEmERER_ B e = EEY)5 [BEER R RECE, 5520 N HE— Tl A58
B
® [ LB - http://www.ssm.gov.mo/design/webservices/c_wservices_main.htm
o HE - WFILZ RIS S19% L T

— ® fHE — 28524016

AR A A S Y E RS EE AR H Ek /E http://www .ssm.gov.mo/design/services/serpt_chn.pdfffg
ik BN EGER R . AVEETRER, A AR IERE 85983517 885983439 H £z ) i | R TR
B 1 RS SRR R HE BERRITINGRA5, A3 B2 AT, JRAT AR A IR {E 85008068 -

. A%l

Attached herewith are latest safety updates on proton pump inhibitors(PPIs) and abacavir. If
physicians, pharmacists or other healthcare professionals suspect any kind of adverse reaction
subsequent to the use of the above or any other medication, please report through any of the following
methods * '

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

® Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, g 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 85008068.

Thanking you in advance for your attention!

EVMEGEER

T Chief, Department of Pharmaceutical Affairs
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Prolonged treatment with proton pump inhibitors(PPIs) and hypomagnesemia

United States Food and Drug Administration(USFDA) completed the review over cases of

hypomagnesemia in patients after prolonged treatment with proton pump inhibitors (PPIs). Result of

the above suggests a positive association between prolonged use(longer than 1 year) of protein pump

inhibitors and development of hypomagnesemia in patients which can be serious and is characterized

by patients experiencing tetany, arrhythmias, and convulsions. To remedy this condition magnesium

supplements should be prescribed to the vulnerable patients. If replenishment of magnesium

supplementation alone does not improve the serious adverse symptoms of low serum magnesium

level, the PPIs should be discontinued. In light of the above, we advise physicians, pharmacists and

other healthcare professionals:

i)  to be familiar with the signs of hypomagnesemia and the causes(including drugs) that may lead
to this condition; :

ii)  to recognize hypomagnesemia may be associated with patients who are also concurrently taking
PPIs with medications such as digoxin, diuretics or drugs that may cause hypomagnesemia;

iii) to consider obtaining serum magnesium levels before initiating and periodically during the
course of long and extended PPIs treatment;

iv) to consider PPIs as a possible cause of hypomagnesemia, particularly in patients who are
clinically symptomatic;

v)  to be cognizant that patients who develop hypomagnesemia may require PPI discontinuation in
addition to magnesium replacement;

vi) to educate patients about the signs of hypomagnesemia, e.g. irregular heart beats, muscle
spasm, tremors, or seizures while taking PPIs and to seek for immediate medical care while the

above symtoms occur. Ad SARHIES 1009 &2 12 5
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® Abacavir and risk of myocardial infarction ,

As conflicting results about whether abacavir treatment may increase the risk of developing
myocardial infarction emerged between the postmarketing observation and the manufacturer’s
database, the United States Food and Drug Administration(USFDA) conducted a meta-analysis
evaluation of 26 randomized clinical trials relating to the use of abacavir which did not show an
increased risk of myocardial infarction associated with abacavir treatment. At this moment,
physicians are advised to continue prescribing abacavir according to the professional label and to
inform those patients being treated with abacavir, not to stop taking the medication without first
talking to their physicians.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)

& /Reference and website -
http://www .fda.gov/Drugs/DrugSafety/ucm245011.htm
___ http://www.fda.gov/Drugs/DrugSafety/ucm245164.htm
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