Annex № 18 - art. 15, par. 6
NOTIFICATION FORM FOR SERIOUS ADVERSE REACTIONS

Patient:

Sex:  М ⁯ F ⁯
age: ………..

Patient Medical History Form №: ……………………….



Date of transfusion: …………………………….




Time of  reaction after transfusion: ............... min./............... hours/

............... days/ ............... years.

(other information is confidential- it is kept only in hospital)


Transfused component:    Type:
⁯ erythrocytes
  ⁯ platelets
⁯ plasma
⁯ granulocytes 

⁯ allogeneic

⁯ autologous



⁯ whole blood


⁯ apheresis

Characteristic:

⁯ leucocyte-depleted

⁯ radiated 



⁯ quarantine

               ⁯ CMV negative



⁯ antigens compatible
               ⁯ others: ……………………………



Place:      ⁯ Blood establishement    ⁯ Hospital based Blood Center         ⁯  Blood Transfusion Laboratory

Symptoms and clinical/biological characteristic of the reaction 
Characteristic

Before
After
Symptoms(1)

Symptoms(2)



Biological



Temperature °С

……..
…….
⁯ discomfort

⁯ back pain



⁯ positive DAT
Blood pressure

…….
……      ⁯ fever

               ⁯ chest/abdominal pain

              ⁯ hyperbilirubinemia
Pulse


……..
…….
⁯ itching

⁯ queasiness/emesis


⁯ ALT > 2N
Hemoglobinuria
   ⁯
   ⁯
              ⁯ urticaria

⁯ dyspnea



⁯ others: ………………..
Cardiac arrhythmia
   ⁯
   ⁯
⁯ erythema

⁯ acute renal insufficiency
Others:

……………………….
⁯ rash


⁯ shock


⁯ icterus

⁯ loss of consciousness


⁯ others: …………….
⁯ others: …………………………..

Conclusion or syndrome (only one for each form)
Immunological 








  ⁯ haemolysis АВ0


  ⁯ haemolysis (irregular antibodies)

  ⁯ immunization against:

⁯ erythrocyte antigens
⁯ granulocytes antigens

⁯ HLA


⁯ IgA

⁯ platelets antigens
  ⁯ Post-transfusion purpura
  ⁯ Allergy
  ⁯ Anaphylactic shock
  ⁯ Transfusion related acute lung injury
Infectious  
⁯ Bacterial contamination
Microorganism …………………………..

  ⁯ HIV

  ⁯ HBV

  ⁯ HCV

  ⁯ CMV

  ⁯ Other
Other serious reactions
  ⁯ Non haemolytic febrile transfusion reaction
  ⁯ Blood transfusion related GVHD
  ⁯ Pulmonary edema  (cardiac insufficiency)
  ⁯ Hemosiderosis 

Transfusion:


⁯ surgery

⁯ emergency department
   ⁯ID
⁯ PD
⁯ OGD
         ⁯ SD


Place:
                            ⁯ dispensary

⁯ other …………………………………………………………………..





Time:

               ⁯ working time
                 ⁯ night working time

                       ⁯ holiday
Incorrect blood component
Where is  the mistake in the process?
transfused:   ⁯ yes    ⁯ no

…………………………………………………………………………………………………………

…………………………………………………………………………………………………………

…………………………………………………………………………………………………………




(in laboratory, in blood establishment, in hospital based blood center, during the delivery, etc.)
Related difficulties:

⁯ materiovigilance
⁯ pharmacovigilance
⁯ problem with reagents in the laboratory
Severity of the reaction





⁯ 0. without complcations


⁯ 1.  non-life threatening


⁯ 2. life-threatening


⁯ 3.prolonged illness


⁯ 4. death





Imputability level





⁯ excluded


⁯ possible


⁯ probable


⁯ certain











