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Figure 4: Microbial Infection by Implicated Blood Product, FY2005 through FY2008
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Red Blood Cells microorganisms: S, marcescens (1), E. coli (1), Y. enterocolitica (1), B. microti (9), B. MOI(1)
Pooled Platelets microorganisms: S. aureus (1), E. coli (1), Streptococcus dysgalactiae (1)

Platelets Pheresis microorganisms: S. aureus (4), S. marcescens (1), S. lugdunensis (1), S. epidermidis (2),

E. limosum (1), E. coli (1), M. morganii (1), K. oxytoca (1)

Figure 5: Bacterial Infection by Apheresis Platelets, FY2001 through FY2008
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E. Transfusion Not Ruled Out as Cauée of Fatality

In these reported fatalities, the reporting facilities were unable to identify a specific complication
of transfusion as the cause of death. Often, these patients had multiple co-morbidities, and after
review of the investigation documentation, our medical reviewers could neither confirm nor rule
out the transfusion as the cause of the fatality (Table 5). We did not include these reported
fatalities in the analysis in Sections II. A through I1.D (transfusion-related fatalities), above.
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Combining the transfusion related fatalities with those that our medical officers could nof rule
out, there was a decrease in total reported fatalities from 63 in FY2007 to 55 in FY2008.

E. Not Tr‘ansfusion. Related

After reviewing the initial fatality reports and the investigation documentation, we categorized a
number of reported fatalities as “Not Transfusion Related.” Our medical reviewers concluded
that, while there was a temporal relationship between transfusion and subsequent death of the
recipient, there was no evidence to support a causal relationship (Table 5). Thus, we did not
include these reported fatalities in the analysis in Sections IL.A through IL.D (transfusion-related
fatalities), above.

Table S: Fatalities Not Related to Transfusion or Transfusion Not Ruled Qut, FY2005 through FY2008

FYQ5 FYQ6 FYQ7 FYo0s -
Not Transfusion Related 21 8 13 18 7
Not Ruled Out 14 10 11 8
Totals | ' 35 18 24 26

G. Post-Donation Fatalities

There was a small decrease in FY2008 in the number of reported fatalities following Source
Plasma donation, and one fatality following donation of Apheresis Red. Bloed Cells (Table 6). In
all of these cases, our medical reviewers concluded that, while there was a-temporal link between
the donations and the fatalities, there was.no evidence to support 2 causal relatlonshlp between
the donations and subsequent death of the donors.

In Y2008, we received reports-of two fatalities followiné Whole Blood denation collected by
manual methods. In both cases, our medical reviewers found no evidence to supporta causal
- relationship between the donation and subsequent death of the donor.

R

TaBle 6: Post-Donation Fatality Reports by Donated Product, FY2005 through FY2008

Donated Product FYO0S5 FYO06 FY07 | FY08
Source Plasma 2 10 13 7
Whole Blood | 6 4* 2** 2
-1 Apheresis Platelets Q 0 2 0
Apheresis Red Blood Cells 0 0 0 1
Total 8 14 17 10

*Includes 2 autologous donations
**Autologous donations

.86
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Figure 6; Post-Donation Fatality Reports, FY2005 through FY2008
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*Includes 2 autologous Whole Blood donations
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JIE — World animal health situation — No. of reported cases of B... http://oie.int/eng/info/en_esbmonde.ht

undefined JRC2009T-020

% Number of cases in the United Kingdom
= Number of reported cases worldwide (excluding the United Kingdom) = Cases in imported animais only
a# Annual incidence rate

Number of reported cases of bovine spongiform encephalopathy {BSE)
in farmed cattle worldwide*{exciuding the United Kingdom)

Country/Year 1989 1930 1991 1592 1993 1934 1995 1996 1957 1998 998 2000 2001 2002 2003 2004 2005 2006 2007 2008

Austria o o o 6 ©6 0 6 0 0 0 0 © 1 ©0 0O © 2 2 1.0
Belgium o 0 o o o0 ©o 0 0 1 6 3 9 46 38 15 1 2 2 o0 0O
Canada O o 0 0 i O © 0 0 O O O O O 2@ 1 1 5 3 4

Czech Republic o 0 0 0 0 0 0 0 0 0 0 O 2 2 4 7 8 3 2 0
Denmark o 0 o0 1K ¢ O 0 0 0 © o 1 6 3 2 1 1.0 Q0 0O
Finland © o0 0 0 0 o 0 0 0 O6 © 0 1 O 0 0 0 0 0 ©
France 0 0 5 0 1 4 3 12 6 18 3i(a) 161(D 274(e) 29 137(x) 54 3 B 9 8
Germany " 0 0 o0 i®» 0 3» O 0 2 0 0 7 125 16 54 6 32 16 4 2
Greece ' © 0 a © 0 0 o 0o 0 © 0 6 1 0 0 0 0 0 0 0 ¥ }
treland - 15(0) 14(2) 17(2) 18(2) 16 19(a) 16(2) 73 80 83 91 149(c) 246(e) 333(f) 183(g) 126(h) 690) 41Q) 250 2300
Israel 0 0o o 0 o 0o 0 0 6 0 6 -0 ©O 1 ©0 ©0 0 O 0 O

leaty © o0 0 0 0 2 © 0 0 O O 0 48 3@ 20 7 8 7 2 1

Japan 6o ¢ 0 0 @ 0 0 0 0 0 0 0 3 2 4 5 7 10 3 1
Liechtenstein ©® 0 0 0 o0 O 0 ©0 ©0 290 0 ©0 O0 ©0O 0 ©0 0 0 O
Luxembourg © o 0 6 0o 0o 0o o 1 6 o o ©O0 1 © ©0 1 0 0 O
Nethedands - . © ©0 O 0 0 © 0 0 2 2 2 2 20 24 1@ 6 3 2 2 1
Poland o.0 0 0 0o O © 0 0 O 0O ©O © 4 5 11 19 0. 8 5 .
Portugal 0 () 1 ) A 12 15 3 0 127 150 149() 110 86 133 S2(a) 46 3B 14 18
Slovakia © 0 o0 0.0 0 6 0 0 0 0 0 5 & 2 7 3 0 1.00
Slovenia o 0 0.0 0 0 0 o0 6 0o 0 6 1 t 1 2@ 1 1 1 0
Spain "0 0 0 O 0 0 0 6 0 0 ©0 2 & 127 167 137 % 6 36 25
Sweden ©o © 0 0 0 O O 0 O ©O ©0 ©0 ©0 o ©0 0 0 1 0 o) v’)
Switzerland 0 2 8 15 29 64 68 45 3B 14 50 (D) 4 24 2g 3 3 5 0 0 7
Urited Kingdom o see particular mble '

i};ﬂai_m o 0o o © 0 0o © 0 0 O 0 o O O O 0 1 1 0 0

* Cases are shown by year of confirmation.
.. Not available

(a) Canada: 1 case dlagnesed in Canada in May 2003 + 1 case diagnosed in the United States of America i in
December 2003 and. confirmed as having been imported from Canada.
Finland: date of confirmation of the case: 7 December 2001,
France: includes 1 imported case (confirmed on 13 August 1399),
Ireland: includes imported cases: 5 in 1989, 1 in 1990, 2in 1991 and 1992, 1 in 1994 and 1995,
Httaly: includes 2 imported cases.
Liechtenstein : date of the last confirmation of a case: 30 September 1998
Portugal: includes 1 imported case. -
Slovenia: includes 1 imported case. C _ ’ N

"{b) Imported case(s). . _
(c) Ireland - Data as of 31 March 2009..Cases detected by the active surVeiI[ance programme- 4;: A




OIE — World animal health situation — No. 6f reported cases of B...

Lux;embourg - Data as of 28 February 2009.

(d) France year 2000 - Clinical cases = 101. Cases detected within the framework of the research

programme launched on 8 June 2000 = 60,

Ireland year 2000 - Clinical cases = 138, Cases identified by acfive surveillance of at risk cattie

http://oie.int/eng/info/en_esbmonde.ir

populations = 7, Cases identified by examination of depopulated BSE positive herds, birth cohorts and

progeny animals = 4,

Switzerland year 2000 - Clinical cases = 17. Cases detected within the framework of the investigation

programme = 16.

(e} France year 2001 - Clinical cases = 91. Cases detected at rendering (bovines at risk) = 100 (6ut of

139,500 bovines tested). Cases detected as result of routine screening at the abattoir = 83 (out of

2,373,000 bovines tested).

lreland year 2001 - Clinical cases = 123. Cases idenfified by systematic active surveillance of all aduit

bovines = 119, Cases identified by examination of depopulated BSE positive herds, birth cohorts and

progeny animals = 4,

Japan year 2001 - Clinical cases = 1. Cases detected as result of sereening at the abatioir = 2.
() France year 2002 - Clinical cases = 41. Cases detected at rendering {bovines at risk) = 124 (out of

274,143 bovines tested). Cases detected as result of systematic screening at the abattoir = 74 {out of
2,915,103 bovines tested). The active BSE surveillance programmes implemented in France in 2002 led to
routine examination of cattle aged over 24 months, which were slaughtered for consumpfion purposes,

were euthanised or died due to other reasons.

Ireland year 2002 - Clinical cases = 108. Cases detected by the active surveillance programme = 221.
Cases identified by examination of depopulated BSE positive herds, birth cohorts and progeny animals = 4.
Poland year 2002 - Clinical cases = 1. Cases detected as result of routine screening at the abattoir (catfle

over 30 months) = 3.

(g} France year 2003 - Clinical cases = 13. Cases detected.at rendering (bovines at risk) = 87. Cases

detected as result of systematic screening at the abattoir = 37,
Japan year 2003 - The 9th case was a bullock aged 21 months,

* lreland year 2003 - Clinical cases = 41. Cases detected by the active surveillance programme = 140,

Switzerland year 20603 - Clinical cases; 8. Cases detected within the framework of the official surveillance
pragramme: 11. Cases detected through voluntary testing following routine slaughter: 2.

(M) France year 2004 - Clinical cases = 8: Cases detected at rendering (bovines at risk) = 29. Cases

detected as result of systemnatic screening at the abattoir = 17.

Irefand year 2004 - Clinical cases = 31. Cases detected by the active surveiliance programine = 94

Cases identified by examination of depopulated BSE positive herds, birth cohorts and progeny animals = 1.

() Ireland year 2005 - Cases detected by the passive surveillance programme = 13. Cases detected by the

active surveillance programme = 56.

Switzerland year 2005 - Cases detected by the passive surveillance programme = 1. Cases detected
within the framework of the official surveillance programme: 1. Cases detected through voluntary testing

following routine slaughter = 1.

@) fretand year 2006 - Cases detected by the passive surveillance programme = 5. Cases detected by the

active surveillance programme = 36.

(K) Ireland year 2007 - Cases detected by the passive strveillance programme = 5. Cases detected by the

active surveillance programme = 20,

() Ireland year 2008- Cases detected by the passive surveillance programme = 3. Cases détected_ by the

active surveillance programme = 20.
Slovakia - Data as of 30 June 2008,
Sweden - Data as of 30 June 2008.
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