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Table 1.

(coincidenta event)’,

3

(inection reaction)’,
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Type of reaction

Describe

Vaccine reaction

Programme error
Coincidental

Injection reaction
Unknown

Event caused or precipitated by the vaccine when given correctly, caused by the

inherent properties of the vaccine
Event caused by an error in vaccine preparation, handling, or administration
Event that happens after immunization but not caused by the vaccine - a chance

association
Event from anxiety about, or pain from, the injection itsef rather than the vaccine
Event‘s cause cannot be determined

; WHO WPRO, 1999.
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, , thrombocytopaenia, hypotonic hyporesponsive
episode,
(Table 1). ,
Table 1
6)
. Table 2
7)
2. 3.
(1oM)
1) 5
Teble 3 "
no evidence was availéble bearing on causdlity
evidence was inadequate to accept or rgect a
ceusal relationship
evidence favors rgection of a causd relation-
, ship
evidence favors a causd reationship
o, evidence established a causal relationship
2) )
Table 4 , 1994
Table 3.
( >38 ’
0 95%
Hib 5 15% 2 10%
B 5% 1 6%
5%
IMMR/MR 10% 5 15% 5%( )
<1% <1%
/DT/Td 10% 10% 25%
(DPT-whole cell) >50% >50% >55%
& S 50-85%
paracetamol 4 15 mg/kg 24 4
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Table 4. , ,
1 100
2 6 1 1000 100 1,000
1 12 3000 1 0.01 300
1 12 100 0.19 156
Hib
B 0 1 6 900,000 12
6 12 3,000 330
15 35 30,000 30
0 2 100,000 10
0 1 1,000,000 1
IMMR/MR' 6 12 < 1,000,000 <1
4 30 240 300 04
brachial neuritis 2 28 10 05 1 5 10
0 1 100,000 2,500,000 04 10
(DTP-whole cell) 3 0 24 15 1000 0.1 6%
1000 60,000
0 2 1750 12,500 80 570
0 24 1000 33,000 30 990
0 1 50,000 20
0 2 100 0 1 01
4 . VAPP 1
) Table 5
, , B
C

4) (programmetic error)
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Table 5.
1 [ , ) )
(HIv, B ,C )]
( )
BCG
DPT, DT, TT , ( -B )
( )
’ Table 6. Information Useful for Assessing
Causality in Individual Case Report
’ 1) Previous general experience with vaccine
2) Alternative causes
(Table 5). 3) Individua characteristics of the vaccines that
may increase the risk of the adverse event
4) Timing of events
5) Characteristics off the events
(e.g., laboratory findings)
6) Rechallenge
. Chen(1999
)
6 ?(Table 6).
(1999 )
5 1
10)
(1999 )
(unclassifiable)
(Teble 7).

2000
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Table 7.
(Definitely related, Definite) )
(Definitely related, Probable)
(Possibly related, Possible)
(Probably not related, Unlike) ,
(Definitely not related)
(Unclassifiable)
; , 1999, WHO WPRO, 1999
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EDI (electronic data exchange)
" Fig. 2 ,

(Fig.

2).
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2)
(case investiga-
tion)
(case-series study),
1. (case-
crossover study)
1)

lot

(lot)

e |

2 |

Fig. 3. ( ; WHO. Regional Office for the
Western Pacific. Manila, 1999).



(case investigation)

3)
. Fig. 3
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24
12)
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24
13)
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1)

Table 8.

- Lot

2)
Table 8
3)
Table 9
4) lot
lot
) lot
Table 9.
(
()
(
)
()
()
-1
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5)

6)

tional sudy)

MMR

(case investigation)

(observa
(experimental  study)
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@
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6 .
(definitely related, de-
finite)
(definitely related, probable)
(possibly related, pos-
sible)
(probably not
related, unlike)
(definitely not re-
lated)
(unclassifiable)
. Fig. 4

(case-series study)

- (case-control  study)
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