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TRANSFUSION ABSTRACT
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SP79
Consecutive Monitoring Of Dissolved Oxygen Consumption By DOX™
To Evaluate Bacterial Contamination In Platelet Concentrates

H Otsubo (otsubo @jikei.ac.jp), E Tsuchitani, S Hoshina, Jikei Univ, Tokyo,
Japan; § Miyahara, DAIKIN Environmental Laboratory, Lid, Tsukuba, Japan;
Y Hoshi, Jikei Univ, Tokyo, Japan

Consecutive monitoring of dissolved oxygen consumption by DOX™ to eval-
uate bacterial contamination in platelet concentrates Background: Bacier-
ial contamination of platelets remain a very serious problem. In Japan,
apheresis derived platelet concentrates (PC) have only 3 day storage period.
Therefore, the rapid automated method to detect bacterial contamination is
required. We evaluated a potential of DOX™ system of DAIKIN Environ-
mental Laboratory, Co. Ltd, Tsukuba to detect bacterial contamination in PC.
DOX™ system is a commercially available system that has developed to
detect a contaminated food by measuring oxygen potential. Methods: Bac-
terial suspension were prepared by overnight plate culture. The turbidity of
the suspension was adjusted to correspond to a 0.5 of McFarland standard.
Standard strains of Serratia marcescens, Staphylococeus epidermidis and
Staphylococcus aureus were used with inoculation size of 10" and 102
CFU/mL into PC. PC was obtained from the Japan Red Cross Blood Center
with the permission of the committee of medical ethical problems, and incu-
bated at 20-24°C. One mL of each sample from contaminated PC test bag
was set to a DOX™ cell at the beginning of inoculation. Samples without
inoculation were used as a control. The cell was incubated at 35°C for 24
hours and then oxygen potential was measured consecutively. We can
detect the turning point of a curve that shows decrease of oxygen potential
as a bacterial contamination in PC. Results: Sematia marcescens (10°
CFU/mL) were detected in 760 min. by DOX™, and the colony counts of this
test bag showed 107 CFU/mL at same time, while those (10" CFU/mL) were
not detected in 24 hours by DOX™ and by the colony count assay. S. aureus
(10" and 10 CFU/mL) were detected in 1200 min. and 500 min. respectively,
and each colony count showed 10"CFU/mL. S. epidermidis (10" and 107
CFU/mL) were not detected by both methods. Conclusion: The DOX™
system can detect the growth of Serratia marcescens and S.aureus in PC
that were contaminated at a concentration of 10°CFU/mL only after 12
hours. We failed to detect S. epidermidis, probably because of the growth
inhibition of some antibacterial agents in plasma. Monitoring of oxygen
potential in PC up to 12 hours by the DOX™ system may inform us the pres-
ence of bacterial contamination. This system already has been commer-
cialized for the rapid and inexpensive detection system for contaminated
foods in Japan. DOX™ system may be suitable method to detect contami-
nated PC as strategy for improving the current safety of platelet transfusions.
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MINIMUM STANDARDS FOR INVESTIGATION OF
TRANSFUSION RELATED ADVERSE REACTIONS

(SHOT i x)

This document has been developed by SHOT, in the absence of a definitive guideline, and
is intended to provide a checklist of investigations to support the differential diagnosis and
assessment of transfusion related adverse reactions. The standards are endorsed by the
Transfusion Taskforce of the British Committee for Standards in Haematology, and it will be
expected that, when reactions are reported to SHOT and to MHREA, the following
Investigations will have been carried out, as a minimunn.

All severe transfusion reactions must be reported immediately to the hospital transfusion
laboratory and the implicated blood pack returned to them.

ZoXEL, HiinEMESBLEERORERELITOHBEOT =y 7 VA MERLIELOT
Y BEETD Serious Hazards of Transfusion (SHOT): . MINIMUM STANDARDS FOR
INVESTIGATION OF TRANSFUSION RELATED ADVERSE REACTIONS
(http//www.shotuk.org) \Z¥EHLL /-, BEERBMBEROMIEYE v & —~OHiE ., BEEFEE ~
DOEBERE . BMAERESFHAE~OREEIL., ZNULLOHEB ORI RIND Z L BHIFEF
&h b, EEARKMLEERZE B ICEEEmESFIIHRE S 2dhide biev, Fe, FERA
PR A SR T IE R B 7R,

Fe BIEHBREFIT 5 BANTITEERE ((1361) EEEMEL~n ((1£2) 200 Thbed
PR L REZTT Do

(R - )

1. Major Transfusion reaction

1-1. Acute hemolytic transfusion reaction

1-2. Delayed hemolytic transfusion reaction (DHTR)

1-3. Anaphylactic/severe allergic reaction

1-4. Hypotensive transfusion reaction

1-5. Transfusion associated dyspnea (TAD)

1-6. Transfusion related acute lung injury (TRALD

1-7. Transfusion associated circulatory overload (TACO)
1-8. Suspected transfusion transmitted bacterial infection
1-9. Transfusion —transmitted viral & parasitic infection
1-10. Post-transfusion graft-versus-host disease

1-11. Post-transfusion purpura

Y. Minor Transfusion reaction

9-1. Febrile non hemolytic transfusion reaction (FNHTR)
2-2. Minor allergic reaction
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Japanese society of transfusion and cell therapy

University hospirtal working group for transtfusion adverse reactions

1. Major Transfusion reaction  (BZELUmAIERS)

1-1. Acute hemolytic transfusion reaction (ZH:-75tERER)
(SHOT /7 x)

Definition-:

Fever and other symptoms/signs of haemolysis within 24 hours of transtfusion. Confirmed by
a fall in Hb, rise in LDH, positive DAT and positive crossmateh.

Investigations:

Check correct identification of patient, blood unit and laboratory samples.

Repeat blood group determination, antibody screen, DAT cross-match using pre-and post
transfusion samples

Look for evidence of increased red cell destruction; fall in Hb, rise in LDH, bilirubin (LFTs)
Hburia

Look for evidence of disseminated intravascular coagulation’ coagulation screen including
fibrinogen level and thrombin time, FDPs or equivalent.

Assess renal function; U&FE, creatinine

Urinalysis

Blood cultures to exclude bacterial contamination.

B
it 24 BERIANIC . ZERC 2 OO ILIZfE O FERSPFT R 2788, Hb 0K T, LDH o
EH B — A ARBRGE, SERBBEIC Lo THRENA Z &,
FER%E :
1) BF - "WHOmEVORR (BE., MR, REREORE) 2175,
2) BERME, @il Sy 7 oMiEEOBFRE, SNEAEDOMEFEN 2R CRERPEA 27 Y
—= 7 EEEY — ARER, SR AT R QMG ORI X B e ERER)
3) BlomE:R ; HbEMET, LDHE - £V A fE - iR EED L5, ~E/ oy
FR. BIVER % M = 7= 13 iE oA B
4) FRFEM A NEREEEEOIC) DR RO ; BEAERE
(fibrinogen and thrombin time, FDPs T/ IXFERMEEB 25T0)
5) BHREOFE ; BikRE, ERE
6) Rird
7) MIEREIOMEFERERIAT A0, BE MRS & HRIERROMEREL2ITY,
8) FEFHSEZHG L A RS TS e 00T, S v 2 E il s D F = — I DR
BT SR3OS T D, 7 ML B S D DB HE, R D[] —s— f 6 DEE
DEHEIZ D0 THER T3,

(7 : B EZ)
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Japanese society of transfusion and cell therapy

University hospital working group for transfusion adverse reactions

1-2. Delayed hemolytic transfusion reaction (DHTR) (Esttisimtta/1ER)

(SHOT i)
Definition-
Fever and other symptoms/signs of haemolysis more than 24 hours after transfusion.
Confirmed by fall in Hb, rise in bilirubin, positive DAT and positive crossmatch not
detectable pre-transfusion. Simple serological reactions (development of antibody without
pos DAT or evidence of haemolysis) are excluded.
Investigations:
Antibody screen, DAT cross-match using pre-and post transfusion samples if available.
Consider refer to reference lab.
Look for evidence of increased red cell destruction; fall in Hb, rise in LDH, bilirubin
B

Bl % 24 BRI AREIS . FERLZ OMOEMICHE S FERPHTR 28 ®, Hb EHOET, vy
YO LR, BEEG a7 ) R BRGM, %MWwﬁﬁﬁ%Ti%ikbfﬁﬁf%ﬁw bl Rl
S>THERIND, BMARIEFORS (BEH S 07 U BB £ 72 13 L O FERLA 722 W ik
FEAE) BRSNS D,
JREBRE
1) iR YV —= 7
2) BEEpis a7 Y B B (DAT)
3) EAM AT Oif % ORiEE AV iz R =R
4) V77 VAT AR~DOREEEER
5) BMOMR - Ho EOIK T, LDH- vV A E>D R

(R - EEEE—R)

1-3. Anaphylactic/severe allergic reaction (r7= ., 5+:—gi w7 o r+—mm

(SHOT fix)

Definitions-

Anaphylactic reaction’ Hypotension with one or more of rash, dyspnoea, stridor, wheezing,
angioedema, pruritus, urticaria, during or within 24 hrs of transfusion.

Severe allergic reaction’ A severe allergic reaction with immediate risk to life occuring during
or within 24 hours of transfusion, characterised by bronchospasm causing hypoxia, or
angioedema causing respiratory distress .

Investigations’

Ifpatient is dyspnoeic, CXR to exclude TRALI

Blood gases if patient is clinically hvpoxic

IgA level and anti-IgA

Mast-cell tryptase, if available, can be useful in differentiating anaphylactic from allergic

reactions.

EFE

TF T 4T % — G Bl E 7o i % 24 BER DANICIRILEZ LT O —2> F 7213 O
WEES O 35, MEREE, EJEMEWE (stridor) TREMERTS (wheezing) . [L&METE
fE, BRERL. HERZ,

BHET VXS @il FE 7z idEim g 24 B LUINICRAET 2 EG TR EERTAIEERT
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Uirversity hospital working group for transfusion adverse reactions

LAF—RIGTH Y, EBRIELLZ TREEHECPEREER (NE 25 &8 2+ g HmE
BRI E T 5,
JRRRBR

MR REEA TR D A5 13, TRALL 2 R4 2 - OIS X BRE421T S,
FRRBOICREBR R MAE DS SR 25 &8, MEY ARE L Eind 5,

T I T4 TR IAT BT L Tl X MR SFEDM S P Y 75 —E DB E SRS TB
Y, BIEHRAERE L L U 58 - 742 770 THET 3,

v A bHifEER ) FE—POMERST T 7 4 TR RIS EREERT LVX RS Ll
OFEWER & DERNCZISEOBEENH Y £,

BEMADGNT N 22 B, Tgd Hitk, #ksE% (4, C9) 247 3 ALk E, Zhb
DRIBIZ OV THEZ ET 3,

(R : JFEHEEZ)
1-4. Hypotensive transfusion reaction
(ISBT [F7ix)

This reaction 1s characterized by hypotension defined as a drop in systolic and/or diastolic
blood pressure of > 50 mm Hg. Most reactions do occur very rapidly into the transfusion
(within minutes). The reaction responds rapidly to cessation of transfusion and supportive
treatment. In some instances other symptoms like dyvspnea or abdominal cramps were
reported but usually hypotension is the sole manifestation.

Discussion points-

Should we extend to 4 hours post-transfusion?
Should we have a level for BP (systolic <80)?
Should we exclude when there are other signs and symptoms besides hypotension?

1-5. Transfusion associated dyspnea (TAD)
(ISBT [ X)

TAD is characterized by respiratory distress within 6 hours of transfusion with no evidence
of TRALI TACO, or allergic reaction.

Discussion point-
Should we add cases that look like TRALI but occur more than 6 hours after transfusion?

1-6. Transfusion related acute Iung injury (TRALL (8 B3 & s =)
(ISBT J# )

Definition’
In patients with no evidence of acute lung injury (ALID prior to transfusion, TRALI is
diagnosed if'a new AL/ is present:
= Acute onset
= Hypoxenia
o Pa0:/Fi0:> 300 mm Hg or
o Oxygen saturation is < 90% on room air or
o Orother clinical evidence
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Japanese society of transfusion and cell therapy

University hospital working group for transfusion adverse reactions

s Brlateral infiltrates on frontal chest radiograph
= No evidence of left atrial hypertension (i.e. circulatory overload)
s No temporal relationship to an alternative risk factor for ALI
during or within 6 hours of completion of transfusion.
Alternate risk factors for ALI are’
s Direct Lung Injury
o Aspiration
o Pneumonia
o Toxic inhalation
o Lung contusion
o Neardrowning
s [ndirect Lung Injury
o Severe sepsis
Shock
Multiple trauma
Burn injury
Acute pancreatitis

o 0o O O O

Cardiopulmonary bypass
o Drug overdose
Discussion point:
Should we add possible TRALI as a new ATE in the presence of an alternative risk
factor for ALI  like 1t 1s suggested in the Transfusion paper?
EE
REASR MUE, TS ORBEEZZ D . SVErER REE C, i H £ 72 138 6 R LI s 4ET
5, EL, TERANBIOCZOMOFERIZEEIND Z &,
2 EYE - TRALI Consensus Conference (23N TIEE S 7- WL ¥ LT 5,
F1. 2HEE

1. TRALI
a. BENEE
11 TR
PaO«/FiO2= 5300 mmHg, or SpOs2 < 90% on room air
111, B9E8 X 3R TRy iR
v, JERAMREITERD L
b, B il AT EE 2 7R 20
e Hll 1 3E 7= 12 B £ 6 RERTLU DFIE
| BRI B T B B LISk DI R 5 aR D 20 1
2. Possible TRALI
a. BIEAEE
b. B il BIEATEE 258020
c. B FE 75 LB 6 BETLLP DFSE
d. S SEATEZ I BT T S Bl LIS DIE IR 7 27840 5
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# 2. BPEMIEZE DB #F 3 TRALI THEDLAD
& DM DEEFAEL 70 &
EBERNEE TR E
IR LR
el FEERACIIE FEHL
A Ve 4 i/ F
YR BRI E SEIF
Y iz i HENE
Bk B TR ST E IR 5]
LN A 2N R BEFERG DD EFFEIT L BN TIFW
TR TS H i 5 2 FEFRT LAY D FAE

Toward an understanding of transfusion-related acute lung injury’ statement of a consensus
panel. Transfusion. 2004;44(12):1774-89.

R BRER -

JR R B D (B o OB R BR LA HT HLA Fiff (classll L2 & de) OFEIZ OV THRETT 5,
IR OOFEPBEE INEEE, BE Y oSk FRRIER & O ERER,

BEO HLA JUR, BRERFURRE L B2,

1-7. Transfusion associated circulatory overload (TACO)

(ISBTH X)
TACO is characterized by any 4 of the following:
s Acute respiratory distress
s Jachycardia
= [ncreased blood pressure
s Acute or worsening pulmonary edema on frontal chest radiograph
= Kvidence of positive fluid balance
occurring within 6 hours of onset of transfusion.
Discussion point-
TACO is supported by findings of an elevated BNP?

1-8. Suspected transfusion transmitted bacterial infection gz )

(BaCon Study iz & #1706 70l
Definitions
The presence of any of the following signs or symptoms within 4 hours of transfusion’

L Fever (i.e., temperature >39°C or >2°C increase™)

2 Rigors (Shaking Chills)

3 Tachycardia (.e., heart rate >120 beats/min or >40 beats/ min increase®)

4. Change in systolic blood pressure (i.e., >30 mmHg rise or drop in systolic blood
pressure®)

*From pre-transtusion values.
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University hospital working group for transfusion adverse reactions

Supportive Symptoms (not necessary for definition, but may be associated with the
reaction )

Nausea & vomiting

Shortness of breath

Lumbar (lower back) pain

Investigations-

Post-transtusion recipient blood cultures and endotoxin

Bacterial investigation of the implicated pack® (Gram stain, culture, species identification,
and endotoxin

“Save and refrigerate the blood product bag and intravenous administration set in an aseptic
manner.

MmAREHISME - MEREICERE L3, AR ONBOREOFELHRT S, Blo, Rk
AT, BREDPDLEEAE~OENED SN A GE T EREED TREES BV,

EE  BE - MERTELFEFR2ERBOONEEATMEBERLEL SRS . BIEERICOWT
Id Bacon Study OB ERFAEIZERNT D,

Bacon Study fEFIERIEHE (HIERRILE D2 Hr)

WOFERON, Equn 1 2L EnEfk 4 BRILINICE Z > 72384
- BEL (39CLLE, 2CU L ER)
- HEE
- SR
- IHEHA = D2 bk (30mmHg LA BN E 7= 13HD)
ZEBER WATIERVD, LIEUIERD SN AER) « K - IErE, Rl R, R
2. BEMEK & BRUSOMESE (F—0E BE ENT-Ba 0N EEZEF)

Transfusion-transmitted bacterial inféction in the United States, 1998 through 2000.
Transtfusion. 2001;41-1493-99.

IR :
SRS T LYtE, HIERE, = PV HIEERTT D,
FREKIIFREZR IR Y . CREVZVER A W) CEMY L, BEERAET 5. GIEEE 1 5388)
BEMBEOMBEEEE, = RV VHERERITH,

(R . BEHFEE)
1-9. Transfusion —transmitted viral & parasitic infection
WRFAEDOHTA RZ7 A TS,  To be provided.
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1-10. Post-transfusion graft-versus-host disease (%Mi# GVHD)
(ISBT 7 )

Definition’

TA-GVHD is a clinical syndrome characterised by symptoms of fever, rash, liver dysfunction,
drarrhoea and pancytopenia occurring 1-6 weeks following transfusion with no other
apparent cause.

The diagnosis of TA-GVHD is supported by findings of characteristic histological
appearances on biopsy and by demonstration of chimerism.

Suggested imputability for TA-GVHD is’

Possible above clinical symptoms but no supporting evidence from biopsy or
demonstration of chimerism.

Probable above clinical symptoms with diagnostic skin/bone marrow biopsy
appearances.

Definite above plus evidence of chimerisn.

B

Bl S MRICE ENHHMEO Y L ERB PR SN TICAES L, ZMEORE, AT
G, B, EEESOREMREIE, EETAI LI > TALAEERBNASHECTH D, &
Mmo> 1~ 2 @M BICHE - ABEAHE L, THICEEWCHREE - TH - TSN AT, BRKAIC
BRI - LBV ELZ 2 L CZIEeN BN i 2 /- &5, REVNBICIT, EBHRE
W21 TEBN T LAV X—, PEERFETE (TEN) 2L ERTI0IIRETH B,

e Ei

FEEHR DO M OB Pt BF B3R Y VS EROGFEELER T3, FkE LT, <
A7 a%TT 4 DNA LEM@EH RS- &b — B THD, REDOEMHIZ OV TR+ FEE
VE =BT D, EIMATE X ORER O BE MK E EHT 5, BMmeifEs 2 ulBEom
FROMEZANDIN, MAOTIMELLRWVE I IZERR N I 2ERT 5, BERENSHIH
L7- DNA Z#H#Eig L, BMATEOWKEIF — 2 F B L Tx A U XL ZEEHT 5,
KRS - BEROLEORE :

RIEH DBEREIZT A Y XAPRRD 5NHEICIE, MiEE Y & — IR STV A S
NI-MEOBEEZRNCA 7 0%T7 T4 NERER 21T, BEREOKEI S — o Ll L
THRRMEZFRET 5,

(FE : 2—f%)

1-11. Post-transfusion purpura  (#i# 5H55)

(ISBT /5 X)

Definition’

Thrombocytopenia within 12 days after transfusion of red cells, associated with presence in
patient of antibodies directed against the HPA systems.

Investigations’

Platelet count

Coagulation screen to exclude DIC as a cause of thrombocytopenia

HPA typing and HPA antibodies

EFE
BEMFPOMPMREUR (HPA) VA7 AT 20RO HIC, RLEKEGmO 12 BHELN
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\ZRIE T B I/ NI,

BROK Cld HLA-1a [BEDIIREE D & 2 W TRIENHE SN THD, LML, 1FEAFDEEK
NI HLA-laBBETH Y, ERNTO®REFII/2,
JRRRE

/R

M/ RIBAD DJRIR & 72 5 DIC & R4 5 72 O ERE R A

HPA # A4 ¥ 7, HPA Bk

2. Minor Transiusion reaction (B2 EIEH)

OIS e TR S s o] O AT S BT g MO de LA TN B e el R IR AT 07 BT L A Z §52 JEH Tk sl At
SAIEES LA CHER i 2 1 3 B DO Tt IR AL & R AR o,

2-1. Febrile non hemolytic transfusion reaction (FNHTE)

(GER Ul 1% 5 A i A TEAT)
(ISBT 70

There is a FNHTR in the presence of one or more of:
o fever (38 C and a change of >1°C from pretransfusion value),
o chills
e sensation of cold
o pIgor
o accompanied or not by headache and nausea
occurring during or within four hours following transfusion without any other cause such as
hemolytic transfusion reaction or bacterial contamination.
FNHTR could be present in absence of fever.
Discussion points
Two or four hours?
Does a (true) rigor denote a (full) FNHTR/NHTR, even if there is little or no rise in
temperature?
Should we have subcategories — serious and minor?
Mild fever: < 39°C or an increase of 1-2°C' (TRIP collects these as mild febrile reactions)
Serious fever: > 39°C or an increase of > 2°C or (TRIP) chills/rigor

EE
38CLLEFE /i, EmATL Y 1 CULEDOEIE EH
B CEREEA LT LIS, R - HEREEOGE LSS
i L. P~ i 0 1% 250 P A L C A
AMEnEVER. MEBRYER EOMOBEDFF 2 RBD 0
JHEA -
BEIMIRF OFLE MERFUE, Fui/ MRt L
MEHAI NS TNTEESISNTYA bhA vipd
(FE : BHEE)

2-2. Minor allergic reaction (57 1/bF—RU5)
(ISBT JF X&)

_30_



List for adverse (ransfusion reaction 2006/12/01
i i HH i 37 B LR D 5 P S B 25 BB
Japanese sociely of transfusion and cell therapy

I miversity hospital working group for transfusion adverse reactions

There is a minor allergic reaction in the presence of any of:
e Rash
o Urticaria
e Prurilus
e Wheezing
occurring during or within 4 hours of transfusion, without immediate risk (o life and responding quickly to
symptomatic Ireatment.
Discussion points:
Should we extend io 24 hours?
Should wheezing be part of major allergic reaction?
What about localized angioedema?
B
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Hi il FIE/ B0 75 2 Z B
1. B BYIEH D73

1)Categories of adverse events
(SHOT)
- Incorrect blood/component transfused ABCT)
Acute transfusion reaction (ATRE)
Delayed transfusion reaction (DTR)
Transfusion-associated graft-versus-host-disease (TA-GVHD)
Transfusion-related acute Iung injury (TRALI)
Post-transfusion purpura (PTP)
Transfusion transmitted infection (TT)
Near miss events

(US)

e Acute hemolysis

s  Delayed hemolysis

s Allergic reaction (minor/severe)

+  Febrile non-hemolytic reaction

o TA-GvHD

s  TRALI

s Circulatory overload

e  Post-transfusion purpura

¢  Transfusion-transmitted infection
e Hemochromatosis

2) DEFINITIONS FOR SURVEILLANCE OF ADVERSE TRANSFUSION EVENTS
(ISBT)

s Acute hemolytic reaction (AHTR)

s Delayed hemolytic reaction (DHTR)

s Delayed serologic reaction (DSTR)

o Febrile non hemolytic transfusion reaction (FNHTR)

o Minor allergic reaction

e Major allergic reaction

e Anaphylactic reaction

o Transfusion associated graft-versus-host disease (TA-GVHD)
s Post transfusion purpura (PTP)

s Transfusion-related acute lung injury (TRALIL

s Transfusion associated dyspnea (TAD)

o Transfizsion associated circulatory overload (TACO)

¢+ Hypotensive transfusion reaction

= Other transfusion reactions

o Transfusion-transmitted infections
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2. B BER D EIEE

(ISBT)
Severity
Grade 1 (Non-Severe):
-~ the recipient may require medical intervention (e.g. symptomatic treatment) but lack
of such would not resull in permanent damage or impairment of a body function.
Grade 2 (Severe):
-~ the recipient requires in-patient hospitalization or prolongation of hospitalization
directly attributable to the event,
-~ the adverse event results in persistent or significant disability or incapacity: or
—  the adverse event necessitates medical or surgical intervention (o preclude permaneit
damage or impairment of a body function.
Grade 3 (Life-threaiening):
—  the recipient required major intervention following the transfusion (vasopressors,
intubation, transfer to intensive care) lo prevent decath

Grade 4 (Death)

—  the recipient died as consequence of a transfusion

x2. BIEROERE

EEE LU B

B, TEE | - ERRALESLEREA ChoCh. NELE. ANEBREOEE
NonSereve | FETHY | Kt S EHIEOEE - BEEFR2ZBHRNHO

q5E c NBELENME L -T2 O, ABRBHMOIERNMLEIZ/Z>T2H O
Severe C KRR B SRR DIEE - BEER 2L RO Db D

Life-threatening cEMEENTLO
Death cFHIZEDHD

(BAR=EhkE & —FEER L v) (ISBT-working party ; not confirmed)
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3. BELIHE L~

(ISBT)

Imputability
This 1s, once the investigation of the adverse transfusion event is completed. the assessment
of the strength of relation to the transfusion of the ATE.

Definite (certain)-

Probable (likely):

Possible:

Unlikely (doubtful):

FExcluded-

2006/12/01
B . 1] 178 & TR TR B D 52 Fo D1 45 W E B
Japanese society of transfusion and cell therapy
{nsversity hospital working group for transfusion adverse reactions

when there is conclusive evidence beyond reasonable doubt that the

adverse event can be attributed to the transfusion

when the evidence is clearly in favor of attributing the adverse event

to the transfusion

when the evidence is indeterminate fio attributing the adverse event

to the transfusion or an alternate cause

when the evidence is clearly in favor of attributing the adverse event

to causes other than the transfusion

when there is conclusive evidence beyond reasonable doubt that the

adverse event can be attributed to causes other than the transfusion

Only possible, probable and definite cases should be used for reporting internationally

K3, BERVASIGETHET 272D 0ERME L~

R L o
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’ B BRI R E 7= IR DRRIC £ 5 b0 Th 5
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1 FIREMED 1

BERIGHMES U < XMEEFIC X 55, B0 EE
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2| DRV FREMED Y

BERGCPMEE 2 IXMEHANC L2 50 THD 2 & ZHHL
PAREICEMT TV AES

3 =

BEAEVORMZ S HERGH MK E 72 X mREAIC L 5
&V D IRERRFELY & D56

(BRI ML #4575 2002/98/EC #i2 £ &L V)
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1. 2RE7RHEIE
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2. BN _E& BRREE
2 — 1. BERYIELISOBIWERTIED = ORI TR ARE & BIWER A% o BE L
2—2. TFI747F%v—avlERTOR - NI T7F—EREDOHREREDEHED

B
2—3. BWERoEEE, FEBEKERT-FLEE ¥ —~DOREEBRREEL XOEAEY

BB ~DOEERE
3. FHEMICHREINEE LWEIE
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1—1. BERELEEEHOWR

TR 1T 4 9 A OREDHEYEE CORMBE Kb EET S &, BEHS OB I
FR L OCUEARN OV THIEEICHRT D2 EREENRD,

2. BT~ & BERREE
2— 1. BRYUELS ORWERRED = ® Ol AR RS & BIERARAR O BREED
<HEfh>
BYUELAOBMEEROFREEA S RO EITA L EZONDLN, BLFEEED
BASFEFZ 2 b OBRMEIZOWTHRTRETH D, YHEHAEEE 285 L LTRT,
#1. BMRAEREOBMNEE GHEEEHER
(B hEas DIz BT A0 L MEBICTRTOER 2 EE2EH I ENEE LV,)
O EMATCH S CORERORBAEIHA T, RERRELER L., MKE2F
FLTRBLLZE,
O @i ICBERSIRBA LZGEAICE, Wiins Pk L, RREFICLERBRED
e DM EEAT I AR DD Z &, ZOHEIL, REIERENTIT S 72 T4
HRMEE & —ITKBETHALERS D &,

<E>
T EfEDOZ T, 2. WEOWRE, 3) S LEE) OXLEAREE [(6) B
FEARE & BRGRE | O%IC_T IR H) RERRAROIEKREHO - d O] %80,
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x 2. BWEHORRKERR Y R b GAEERHR)

1-3. Anaphylactic/severe allergic reaction
EFE

T 7 4 RN Bl E i3 Eim g 24 R UPNICEIIEIC LT O—2>F 21308
BOERZFED b0 55, HRHEE, EKEMEWE (stridor) FRUETERTE (wheezing)
M MEVERE, RREERK. HRRD,
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EEENT 5,
f7*74?%9wyay7/£ﬁ7vw¥wmm

PHIAHSR PV 72— Y ORMEST S 7 4 X% —Va v 7 2 G EERT L
w%w&fkﬂmﬂﬁJ&@WJ &mvozémmn g A R L ORGE 408
ST 7 TCRIEST A EN, RN A,

_37_.





