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Attached herewith is the latest guidelines on bevacizumab(Avastin@). 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 :

o Online - http://www.ssm.gov.mo/design/webservices/c_wservices_main.htm
o Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza,2no Floor, Macao S.A.R., China
o Fax to - 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 I-am at 8598-3517 ot 8598-3439
respectively from the Division of Pharmacovigilance and Pharmacoeconomics during office hours. ln
case of urgent situations during off hours, please page 85008068.

Thanking you in advance for your attention!
*w+tfr,ffi. ffi F

Chief, Department of Pharmaceutical Affairs
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Bevacizumab(Avastin@) R- ffi ts th ffi & ffiffi ffi,*1l:jnfl6wry*YZ, +@Frn h#+nEwffi
(usFDA)tfi_rEtHryjwEEE @MA)[tr#,HT E€KAvastin@,HK ?LffiW ffifi +fr1 I :
o usFDAe#j&)HAvastin@iHt\ihffi?LffiffiLwffircffi.

usFDAtt;+ifr ff 'fE€ BEAvastin@ thffi?]ffiffi Ltu1 ffi ftik, ;X..H-&W I g &R ffi LEl E
trtr4'fi ,IE^gF,K, M E.,FA€'H'F.qE ffi ffi ffi €T,R ffe, H + E,+f; ffi EEfiNE.'HtrN.
F . tr *ll4E E+Tl ., l,ffi )6-& tn, LjJ FW+ . {F +F E E"r €, Bfi .fF ffi Avastin@ i6,tr +g&,|+EL
)E B'! H++, usFDA;fl R'fF ffi # * H! lEl [AErt ̂ Hf]k " #i f A EE iF,H Avas tin@i6Fm&'E?L
)E)F,,tH'!,t6Ef+g4,rgfFffi Fffi ffi ft {EiE,D]i*€d-/vrg6ffi.frHl€ffi *Wktr,4d{,tr^H
,fdEAHlhtrf+"

. EMAfiE-lJ,ltrffi Avastin@fUpaclitaxoll6ffi?LlE,frlE!{f,trtKlElFA
EMAIEtqA*ffi mzl\, Avastin@,ft+,Epaclitaxoli6ffi F?f&'f+?Lffiffi ^, 4 1ERffi /.:WF.ffi

trf [+EE^H4.F4,Eqft rE-ifl ^HiiAErAlElFA,trHEtrif, triH'f 8.ft m,EMAfi Te#
Avastin@!fi-ldocetaxel/capecitabin eI*+ffi . EMA/effi ,q€)gf+84. :
I =*iKifi Hf{R.R {f F'! ?1,8,fr ̂, ffiMkHIr+ ffiAvasti n@f fipacl i taxet{F F' k ffi f, * ;
I {Frh.ffi,Hevastin@9fi-ldocetaxel/capecitabine$ffiW&I++Lffiffi ^.

ffi 6rft ,*wffifi\wHwtre#84's-f+E&ft ,fFffi Avasti"'ihffi+4&'l+?L,E/fi ,.\E+,,r9;+
{fi €'f Evtr-',l. H! IEIFA-fi AjHifi ,,ffi IF,UEH}^E "

*Yn\e:&tlEtrWffi

Bevacizumab(Avastin@) is an anticancer medicine. Latest guidelines from United States Food and
Drug Administration (USFDA) and European Medicines Agency (EMA) indicated new advices on
patients with breast cancer :
o USFDA recommends removing the breast cancer indication for Avastin@ :

After reviewing several studys about breast cancer patients using Avastin@, USFDA determined
that Avastin@ neither prolong patients' overall survival nor slow down their disease progression.
Moreover, patients experienced an increase in toxicity, which were reflected as a significant
increase in side effects namely severe high blood pressure, bleeding and hemorrhage,
development of nasal, gastro or intestinal perforations, heart attack or heart failure. On the basis
of all available data relating to the use of Avastin@ to treat metastatic breast cancer, the agency
has determined that the risks ofthe drug outweigh the benefits for this use. Oncologists cunently
treating patients with Avastin'for metastatic breast cancer should use their medical judgment
when deciding whether a patient should continue treatment with the drug or consider other
therapeutic options.
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o EMA confirmed concomitant use of Avastin@ and paclitaxol
Available data indicated Avastin@ with paclitaxol in patients with metastasized breast cancer
clearly prolonged survival free of disease progression and overall survival without prejudice.
This combination, therefore, continues to be a valid therapeutic option as the benefit exceeded the
risk. EMA negated the concurrent uses of bevacizumab with docetaxel/capecitabine. Advice for
the physicians:
I continue using Avastin@ and paclitaxel as a combination treafinent of metastatic breast

cancer and maintain current treahnent modalities on patients who are responding well;
I discontinue therapies combining Avastin@ with docetaxel/capecitabine for patients with

metastatic breast cancer.

In view light of above, Division of Pharmacovigilance and Pharmacoeconomics recommends that
oncologists treating patients with metastatic breast cancer evaluate individuals of risk and benefit to
decide whether to use Avastin'.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)

4€'HWlxeterences and websites :

http://www.fda.gov/downloads,/Drugs,{DrugSafetylPostmarketDrugSafetylnformationforPatientsand
Providers,{JCM237 17 l.p df
http://www.ema.europa.eu/ema/index jsp?curl=pages/news_and_events/news/2010/12inews-detail-
001166jsp&murl=menus/news_and_events/news_and_eventsjsp&mid=wcOb01ac058004d5c1
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