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Glaxosmithkline Biologicals notified us of the presence of DNA originating from PCV 1 virus
(porcine circovirus 1) strain in batches of its oral Rotarix vaccines. Data reviewed that PCV 1
virus exists commonly in meat for human consumption in general. This virus is not known to
cause discomfort or lead to any other illnesses in humans. In respective to this incident, United
States Food and Drug Administration (USFDA) will conduct further tests on the product. In the
interim, the USFDA advised physicians to temporarily suspend the use of Rotarix as a
precautionary measure, if required the use of Rotarix can be substituted with another rotavirus
vaccine named RotaTeq.

As Rotavarix was contaminated with the PCV type 1 virus, it is impossible to completely
eliminate the risk of using this vaccine onto our infant population at this present stage. Meanwhile,
the USFDA is conducting further tests on the .product and an alternative source of rotavirus
vaccine, RotaTeq can be used as a substitute in Macao. Coupling the above issues and balancing
the risk and benefit evaluation on Rotarix, before the risk of Rotarix is clarified, Health Bureau
would request local hospitals, clinics and pharmacy to temporarily suspend the use and supply of
Rotarix. Similarly, we will continue to closely monitor the safety concerns on Rotarix and will
issue appropriate measure(s) if deemed necessary.

If physicians, pharmacists or heaithcare professionals suspect any kind of adverse reaction
subsequent to the use of Rotarix or other drugs, please report through any of the following
methods :

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

® Maiito- 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 85008068.

Thanking you in advance for your attention!

BYMBEBEEEBEER
Chief, Department of Pharmaceutical Affairs
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