2-4. Transfusion associated circulatory overload (TACO) (11 5EERAR)
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(Skeate et al. Curr Opin Hematol 14: 682, 2007)
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34 Transfusion associated circulatory overload (TACO)

TACO is characterized by any 4 of the following:
= Acute respiratory distress
= Tachycardia
= Increased blood pressure
= Acute or worsening pulmonary edema on frontal chest radiograph
= Evidence of significant positive fluid balance

occurring within 6 hours of completion of transfusion.

An elevated BNP is supportive of TACO.
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2-5. Transfusion associated dyspnea (TAD)
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3.6  Transfusion associated dyspnea (TAD)

TAD is characterized by respiratory distress within 24 hours of transfusion that do not meet
the criteria of TRALI, TACO, or allergic reaction. Respiratory distress should not be explained
by the patient’s underlying condition.

FEBFEIVX L 19

—63-




2-6. Hypotensive transfusion reaction (i /E/ERlRr)
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3.5 Hypotensive transfusion reaction

This reaction is characterized by hypotension defined as a drop in systolic and/or diastolic
blood pressure of > 30 mm Hg occurring during or within one hour of completing transfusion.

Most reactions do occur very rapidly after the start of the transfusion (within minutes). This
reaction responds rapidly to cessation of transfusion and supportive treatment.

All other categories of adverse reactions presenting with hypotension must have been
excluded together with underlying conditions that could explain hypotension. .
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2-1. Post-transfusion graft-versus-host disease (#ii# GVHD)
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3.8 Transfusion associated graft-versus-host disease (TA-GVHD)

TA-GVHD is a clinical syndrome characterised by symptoms of fever, rash, liver dysfunction,
diarrhea, pancytopenia and findings of characteristic histological appearances on biopsy
occurring 1-6 weeks following transfusion with no other apparent cause.

The diagnosis of TA-GVHD is further supported by the presence of chimerism.
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2-8. Post-transfusion purpura  (f5 &555)
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3.7  Post transfusion purpura (PTP)

PTP is characterized by thrombocytopenia arising 5-12 days following transfusion of cellular
blood components with findings of antibodies in the patient directed against the Human
Platelet Antigen (HPA) system.
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2-9 Other transfusion reactions
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3.9 Other transfusion reactions

a) Hemosiderosis
Transfusion-associated hemosiderosis should be defined as a blood ferritin level
of 2 1000 micrograms/l, with or without organ dysfunction in the setting of

repeated RBC transfusions.

b) Hyperkalemia

Any abnormally high potassium level (> 5 mmV/l, or >1.5 mml/l net increase) within an hour

of transfusion can be a transfusion- associated hyperkaliemia.

c) Unclassifiable Complication of Transfusion (UCT)

Occurrence of an adverse effect or reaction temporally related to transfusion, which cannot be
classified according to an already defined ATE and with no risk factor other than transfusion.

RERRYA+ 27

_71_




3 Transfusion transmitted infection

3-1 Suspected transfusion transmitted bacterial infection wwgreog )
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Suspected transfusion transmitted bacterial infection

(BaCon Study FZEE #1265 1)
Definitions
The presence of any of the following signs or symptoms within 4 hours of transfusion’

1 Fever (i.e., temperature >39°C or >2°C increase*)

2 Rigors (Shaking Chills)

3. Tachycardia (i.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-transfusion values.

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

Shortness of breath

Lumbar (lower back) pain

Investigations:

Post-transfusion 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.
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3-2 Transfusion —transmitted viral & parasitic infection
BRAEDOTA RF7 A4 VIZ#ET B, To be provided.
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Transfusion —transmitted viral & parasitic infection
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4 Severity

Grade 1 (Non-Severe):

- the recipient may have required medical intervention (e.g. symptomatic
treatment) but lack of such would not result in permanent damage or
impairment of a body function.

Grade 2 (Severe):

— the recipient required in-patient hospitalization or prolongation of

hospitalization directly attributable to the event;
and/or

— the adverse event resulted in persistent or significant disability or
incapacity; or
— the adverse event necessitated medical or surgical intervention to preclude

permanent damage or impairment of a body function.

Grade 3 (Life-threatening):

— the recipient required major intervention following the transfusion

(vasopressors, intubation, transfer to intensive care) to prevent death

Grade 4 (Death)

— the recipient died following an adverse transfusion reaction

Grade 4 should be used only if death is possibly, probably or definitely related to
transfusion. If the patient died of another cause, the severity of the reaction should be
graded as 1, 2 or 3. ‘
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5 Imputability

This is, 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):

Excluded:

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 for 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 international comparisons.
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