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Report of Adverse Events with Human Swine Influenza Vaccination History

(B=2F FEMEHZA T H)
(as of 1 pm, 30 April 2010)
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An adverse event is a health problem that is reported after someone gets vaccinated. It may or may not
have been caused by the vaccine. Some of these events may occur by chance during the
post-vaccination period and are unrelated to vaccination, while others may be related to vaccination.
Report of adverse event does not mean that a vaccine caused the event.
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Table 1 Significant Adverse Events with Human Swine Influenza (HSI) Vaccination History
EBE | R | e | SRR | TR -
Date of Date of | - 2/l Pre-existing Adverse - E@*
L Age/ Sex " C nclusion marks
report vaccination conditions events

6/1/2010 | 24/12/2009 58/M | FjE PR AL R aL gﬁefr Il 15 (I A A< i ol IO Il ol 0 e SO S |
Known Lower limb A K: Januarv 7 Expert Group Statement
chronic weakness The Expert Group has issued conclusion e o AN AT e
illnesses statement on the case (28 January). January 28, E)epert Group Statement

BT
January 28, Press Release
13/1/2010 | 4/1/2010 91M | - R AT Mf‘[ L AT S I 3 [ g i W L i T
Lower limb IF’?E E{@* SN TEN I '—? 'JE# January 13, Press Release
weakness | i (= T LG G - = U 4
Latest review of his clinical condition by February 1, Press Release
neurologists, all findings did not indicate
GBS.

18/1/2010 | 24/12/2009 66/F ?J;‘%ﬁijvﬁjﬂt TR It g | AR PR 7—{4«"“ N R T %}TE — | P
Known d Forensic examination confirmed the cause | January 18, Press Release
chronic Unexpected of death was ischemic heart disease.
illnesses death
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http://www.chp.gov.hk/files/pdf/Expert_Group_Statement_on_GBS_case%20_Jan%2028_%20final.pdf
http://www.info.gov.hk/gia/general/201001/28/P201001280313.htm
http://www.info.gov.hk/gia/general/201001/28/P201001280313.htm
http://www.info.gov.hk/gia/general/201001/28/P201001280312.htm
http://www.info.gov.hk/gia/general/201001/13/P201001130335.htm
http://www.info.gov.hk/gia/general/201001/13/P201001130335.htm
http://www.info.gov.hk/gia/general/201001/13/P201001130334.htm
http://www.info.gov.hk/gia/general/201002/01/P201002010214.htm
http://www.info.gov.hk/gia/general/201002/01/P201002010214.htm
http://www.info.gov.hk/gia/general/201002/01/P201002010216.htm
http://www.info.gov.hk/gia/general/201001/18/P201001180204.htm
http://www.info.gov.hk/gia/general/201001/18/P201001180203.htm

18/1/2010 | 23/12/2009 67/F R L IEVEIRE AR E N 'P§Jt SN S SR R i Bl b AL i 2K ¢
Known FEe gTFJVﬁ]Bp@ F'[Er’;ﬁf January 18, Press Release
chronic 53 The expert group considered it unlikely - FlZ A - P
illnesses Generalised | that the illness had been caused by HSI January 21, Press Release
weakness, vaccine ZORIpap A
fever, February 4, Press Release
headache N AR S
and vomiting. February 10, Expert Group Statement
= PR
February 10, Press Release
20/1/2010 | 28/12/2009 37/F WH}:)FE fl,”] J ulﬁ:h[—fi Ffrﬁzré"—‘“ P N I P b v 1% -
Known ntrauterine [ﬁg{ it % T kLA ZTFIE?F' January 20, Press Release
chronic death 1Ere |55 o e e AN A S
illnesses The Expert Group has reviewed the cases | January 28, Expert Group Statement
and concluded that it is unlikely that the | — F] = - 7 P 8
two observed IUD cases were caused by | January 28, Press Release
previous HSI vaccination.
23/1/2010 | 31/12/2009 33/F =P ﬁuﬁ f” [§] i s ISl A iy I B2 &
Gestat|onal ntrauterine January 23, Press Release
diabetes death e e AN A e
mellitus January 28, Expert Group Statement

BT

January 28, Press Release
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http://www.info.gov.hk/gia/general/201001/20/P201001200272.htm
http://www.info.gov.hk/gia/general/201001/20/P201001200269.htm
http://www.chp.gov.hk/files/pdf/Expert_Group_Statement_on_two_cases_of_IUD%20_Jan_28.pdf
http://www.chp.gov.hk/files/pdf/Expert_Group_Statement_on_two_cases_of_IUD%20_Jan_28.pdf
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http://www.info.gov.hk/gia/general/201001/28/P201001280313.htm
http://www.info.gov.hk/gia/general/201001/28/P201001280312.htm
http://www.info.gov.hk/gia/general/201001/23/P201001230180.htm
http://www.info.gov.hk/gia/general/201001/23/P201001230180.htm
http://www.info.gov.hk/gia/general/201001/23/P201001230184.htm
http://www.chp.gov.hk/files/pdf/Expert_Group_Statement_on_two_cases_of_IUD%20_Jan_28.pdf
http://www.chp.gov.hk/files/pdf/Expert_Group_Statement_on_two_cases_of_IUD%20_Jan_28.pdf
http://www.chp.gov.hk/files/pdf/Expert_Group_Statement_on_two_cases_of_IUD%20_Jan_28.pdf
http://www.info.gov.hk/gia/general/201001/28/P201001280313.htm
http://www.info.gov.hk/gia/general/201001/28/P201001280313.htm
http://www.info.gov.hk/gia/general/201001/28/P201001280312.htm

2/2/2010 6/1/2010 46/M - SRR I 9t o %iii@ﬁ%@& bi :E{le RSN Rk U {5 S ) I 5 5 1B -
o [J—g}’%&“&ﬁ ) ‘5 [—iiﬁﬁﬁfﬁ * ngff 1if. | Eebruary 2, Press Release
Unexpected @f’ = Fix%
death ForenS|c xamination found evidence of
acute myocardial infarction. Available
evidence does not indicate any causal
relationship between the HSI vaccination
and the case.
12/2/2010 | 21/12/2009 28/F - FH [§] LA F§J IASFE SEIcals @fﬁﬁ'ﬁ?ﬁ’@“ﬁ =R O
ntrauterine F'[*El;ﬁf February 12, Press Release
death The expert group considered it unlikely ZOR T A TR AT R
that the case had been caused by HSI February 25, Expert Group Statement
vaccine ST A S
February 25, Press Release
17/2/2010 | 31/12/2009 75/F WHHT%E N 7Jr s ’§Jtn l?}? ¥k F&@*',j ,Hé-ﬁif[ SR S IEY
Known Lower limb ' '{’%Jj_&[[—fi BropTaLE F45| February 17, Press Release
chronic weakness The expert group conS|de ed that HSI ZOR T A TR AT R
illnesses vaccination is not associated with February 25, Expert Group Statement
increased incidence of GBS R A S
February 25, Press Release
23/2/2010 | 21/12/2009 34/M - EEJP’J ~ Hi! T4 ’f?% IH%JF“ E= zfglffffjﬁ R P SNt i 1B &
Headache B R February 23, Press Release
and double The expert group considered it unlikely o s B e e
vision that the illness had been caused by HSI February 25, Expert Group Statement

vaccine
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February 25, Press Release
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http://www.chp.gov.hk/files/pdf/expert_group_statement_feb_25.pdf
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http://www.info.gov.hk/gia/general/201002/25/P201002250276.htm
http://www.info.gov.hk/gia/general/201002/17/P201002170231.htm
http://www.info.gov.hk/gia/general/201002/17/P201002170231.htm
http://www.info.gov.hk/gia/general/201002/17/P201002170230.htm
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http://www.info.gov.hk/gia/general/201002/23/P201002230230.htm
http://www.info.gov.hk/gia/general/201002/23/P201002230224.htm
http://www.chp.gov.hk/files/pdf/expert_group_statement_feb_25.pdf
http://www.chp.gov.hk/files/pdf/expert_group_statement_feb_25.pdf
http://www.chp.gov.hk/files/pdf/expert_group_statement_feb_25.pdf
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23/2/2010 | 29/12/2009 80/M NHF)F EA IREEZ ErIE N %‘( I AE A EU FEIREEICEREE | 2 A S R
Known A }Fﬁﬂﬂ%i—?qﬁ IJ[‘FWI%'P * i%l%f Jﬁf T February 23, Press Release
chronic Limb PPN R o Z DA SRV AT R
illnesses paralysis and The expert roup stated that to date, the February 25, Expert Group Statement
loss of voice | WHO had found no evidence suggestinga | = *| =~ o =i [ 4] T ¥
causal relationship between these February 25, Press Release
neurological conditions and HSI
vaccination
2/4/2010 | 28/12/2009 70/M - ’jﬁﬂﬂﬁ ‘%qrﬂ’?k = £ V;[; Eﬁﬁ Iﬁ'fﬁ z’?ﬁrﬁi}/‘ el E | YR R
ﬁF%ﬁ*&r l%z IR | %; (s ’i“twffj April 2, Press Release
Leg pain and EJI??M Sﬂﬂ%ﬁ‘ RIFH B R | PU A = TR Y
numbness April 13, Expert Group Statement
Th expert group considered that in view PYE]H = It
of the fact that these patients had HSI April 13, Press Release
vaccination about eight weeks and nine
8/4/2010 31/12/2009 73IF - pusE -7 s ~ = | weeks before onset of symptoms, it is PUE] T E I
’iﬁﬂ’%}@i[ unlikely that their illnesses are related to April 8, Press Release
L|mb HSI vaccination. PUEIA = FITEISE A A R
weakness, April 13, Expert Group Statement
numbness of PYE]H = I
hands and April 13, Press Release
feet
9/4/2010 | 29/12/2009 65/M "\EF)F’ EA ﬁi’ﬁﬁ’%{a‘;l PUEIA [ R
Known L|mb April 10, Press Release
chronic numbness PHUEIA = PRI ] A Ak pr]
illnesses April 13, Expert Group Statement

A = P

April 13, Press Release
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http://www.info.gov.hk/gia/general/201004/10/P201004100203.htm
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http://www.info.gov.hk/gia/general/201004/10/P201004100205.htm
http://www.chp.gov.hk/files/pdf/expert_group_statement_on%20three_cases_of_neurological_symptoms_20100413.pdf
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http://www.info.gov.hk/gia/general/201004/13/P201004130231.htm
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Table 2 Other Adverse Events with HSI Vaccination History
R R EE!

Adverse Events Number of reports

IR 7+

Spontaneous abortion

Geot (SIHIRLE PP 1

Death (known terminal illness)

= 11

Miscellaneous health problems

C IR R R

*  The table below shows the details of spontaneous abortion cases

HE T Fd g o WAL | Fi | ErREE Eﬁ’fw [=d T VIR F U
Date of Reportin Ei:]siitution Reported date| Age | Gestational Date of confirmation of
report P 9 of vaccination weeks IUD/Spontaneous abortion

AP IR
22/1/2010| Queen Elizabeth 6/1/2010 28 19-20 22/1/2010
Hospital
AR (e =5 1Y
22/1/2010| Queen Elizabeth | 29/12/2009 33 First 22/1/2010
Hospital trimester
T
23/1/2010 . 23/12/2009 36 8 22/1/2010
Private doctor
AR (e
24/1/2010| Queen Elizabeth 4/1/2010 31 9 21/1/2010
Hospital
FoH ZlER e
25/1/2010| Princess Margaret | 24/12/2009 39 12 21/1/2010
Hospital
FFR DI g
29/1/2010| Queen Elizabeth 5/1/2010 29 10 27/1/2010
Hospital
2 R
27/2/2010| Maternal and Child | 20/1/2010 32 10 9/2/2010

Health Centre

PR B RO E*Lf'E'F'FF'%J ’ [E Ty B (R LRI T HFJ);F’TIL['?;I
i B PP LI e g B
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Spontaneous abortion is a very common condition. It is estimated that one in
in first trimester) may result in
spontaneous abortion. Please refer to Table 5 for the local number of
spontaneous abortion and stillbirth recorded by the Department of Health

five pregnancies (especially those

over the past few years.
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Table 3 The table below shows the number of deaths by age group in

Hong Kong over the past few years (all causes):

F
Age Groups
s = - AT
Year <=5 6-11 12-18 19-64 >=65 Total
2001 197 54 114 7695 25213 33305
2002 166 53 96 7766 26220 34316
2003 162 47 87 7991 28099 36423
2004 148 46 78 8034 28965 37321
2005 184 34 97 7998 30318 38683
2006 160 46 81 7932 29155 37415
2007 156 35 65 8211 31449 39963
2008 179 41 73 8347 32875 41530
P4 T RLR A Y r?, H IR P PP IREE (2000 =+ = 2009
=)
Table 4 The table below shows the monthly number of newly admitted
Guillain-Barré Syndrome (GBS) cases in Hong Kong from 2000
to 2009
FI Ty
2000 | 2001 | 2002 | 2003 | 2004 | 2005 | 2006 | 2007 | 2008 | 2009
Month Average
1 3 5 6 4 3 5 7 10 7 4 5.4
2 6 6 6 4 2 6 8 3 5 3 4.9
3 8 4 5 3 4 8 6 8 8 5 5.9
4 6 7 6 3 4 4 2 3 1 2 3.8
5 10 4 7 3 1 5 4 4 2 5 4.5
6 6 7 1 4 7 3 6 1 1 5 4.1
7 4 3 4 4 5 4 2 2 2 6 3.6
8 3 2 1 3 3 2 3 3 2 3 2.5
9 1 2 1 3 2 2 3 2 1 1 1.9
10 5 7 3 6 3 3 2 8 4 5 45
11 2 4 4 5 7 2 7 5 1 7 4.4
12 6 4 5 2 0 5 4 5 6 4 4.1
AR
il 60 55 49 44 41 49 54 54 40 50 49.6
Total

+ ZF- HE - L TR R
+ Updated figures of Hospital Authority on 28 January 2010

PR IR BB
Source: Hospital Authority
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Table 5 The table below shows the number of spontaneous abortion
(this figure does not include spontaneous abortions who were
not admitted to hospitals) and stillbirth in Hong Kong recorded
by the Department of Health over the past few years:

- SIELL P S ELL N ’[ NI NE /&Qu[\ ¢ S G

o | R | A (2a ) | FURTEEELY (S243E)
0 ’ o Total number of

Total number of | Total number of stillbirth .
Year live birth (>24-week) spontaneous abortion

(£24-week)

2003 46965 189 3033
2004 49796 164 3439
2005 57098 218 3334
2006 65626 152 3053
2007 70875 176 3308
2008 78822 169 3372
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Latest WHO update on HSI vaccines safety:

- PRBETE C RIREIR RV 1 g RVE AR
- Outcomes of studies completed to date suggest that pandemic
vaccines are as safe as seasonal influenza vaccines.
- 1 Er'f‘ PImIRE 5T HEHH T %a—“IERWJB%?@%%ﬁE R Y] SRR
BE > =RV = lﬁ?’?
- No new safety signals have arisen with more than 570 million doses
distributed worldwide, and 350 million doses administered.

s -

Summary:

*Uiﬁﬁt bib o MR RVE rElfJT Ell@%?}i’ﬂ?ﬂﬂl > BH " BIEHER R
HEETD ~ PR "‘%ﬁ‘/ - USRI FIRH -

To date, common side effects of HSI vaccines are usually mild and HSI

vaccines have not been found causally related to deaths, spontaneous

abortion, stillbirth or GBS.

BRI 4 155 ) SR EIRREF RLA 2 B -
Review of the surveillance data so far continues to support the safety of
HSI vaccines.



