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Criteria for the clinical use of immunoglobulin in Australia (the Criteria)

NEW CONDITION NAME  
FOR VERSION 3 CRITERIA

SUMMARY OF PROPOSED CHANGES TO HAEMATOLOGY CONDITIONS  
FOR VERSION 3 CRITERIA

NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Acquired hypogammaglobulinaemia 
secondary to haematological 
malignancies, or post-haemopoietic 
stem cell transplantation (HSCT) 

(formerly:  Acquired 
hypogammaglobulinaemia secondary 
to haematological malignancies chronic 
lymphocytic leukaemia [CLL], multiple 
myeloma [MM], non-Hodgkin lymphoma 
[NHL] and other relevant malignancies, 
and post-haemopoietic stem cell 
transplantation [HSCT])

 6 Existing patients will remain on the current arrangements until the next due review. At that 
time prescribers will need to select the appropriate specific condition fro m a dropdown list. For 
these patients, additional clinical information will be required, as a one-off during transition, to 
ensure the patient meets the new criteria.

 6 The diagnosing or reviewing specialists are limited to haematologists, immunologists, 
paediatricians, oncologists and general medicine physicians.

 6 Hypogammaglobulinaemia demonstrated on two separate occasions and a history of 
susceptibility to infection must be documented in order to qualify. IgG, IgM and IgA results 
must be provided and will be used to monitor adequacy of replacement and potential immune 
recovery. Ig use is not indicated in patients with disseminated enterovirus infection without 
hypogammaglobulinaemia.

 6 A description of the patient’s clinical response to Ig replacement is required after the first six 
months, and annually thereafter. Serum immunoglobulins and the number and severity of 
infections during the treatment period will be used to assess response.

 6 Cessation of Ig therapy should still be considered at least after each 12 months of treatment, 
unless contraindicated. If patients do require further Ig therapy after a trial off, a new request 
may be made.

 6 Dosing allows one loading dose of 0.4 g/kg in the first month of therapy (in addition to the 
maintenance dose) if the serum IgG level is <4g/L. One additional dose of 2g/kg at any stage 
is permitted in the management of disseminated enterovirus infection. A maintenance dose 
of 0.4 g/kg every four weeks or more frequently, to achieve IgG trough level of at least the 
lower limit of the age-specific serum IgG reference range is permitted. More frequent dosing 
to achieve IgG trough level of up to 9g/L is permitted if chronic suppurative lung disease is not 
adequately controlled. 

 6 Prevention of recurrent 
bacterial infections due to 
hypogammaglobulinaemia associated 
with haematological malignancies or 
post haemopoietic stem cell transplant.

Haematology conditions - Version 3 summary
The Criteria for Immunoglobulin Use in Australia (the Criteria) is changing to Version 3 from 22 October 2018. The Criteria has been extensively reviewed by expert haematologists via specialist 
working groups (SWG) under the auspices of the National Immunoglobulin Governance Advisory Committee (NIGAC) and the National Blood Authority.  All changes to the Criteria have also been 
subject to public consultation.  Following public consultation, the proposed changes were considered by SWG’s and endorsed by NIGAC prior to approval by the Jurisdictional Blood Committee 
(JBC). Through this process the Criteria have been significantly strengthened in a number of important respects. Changes to each of the haematological medical conditions within the Criteria 
are outlined below.
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NEW CONDITION NAME  
FOR VERSION 3 CRITERIA

SUMMARY OF PROPOSED CHANGES TO HAEMATOLOGY CONDITIONS  
FOR VERSION 3 CRITERIA

NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Immune thrombocytopenic 
purpura (ITP) - adult

 6 Existing patients will be managed in one of two ways depending on their current indication for 
Ig use:

 » Existing shorter-term authorisations that do not have continuing therapy will remain on current 
arrangements until authorisation expiry.

 » Existing authorisations that allow continuing treatment will remain on the current 
arrangements until the next due review. Prescribers will need to select the appropriate 
indication and specific condition from a drop down list. For existing patients, additional clinical 
information will be required, as a one-off during transition, to ensure the patient meets the new 
criteria.

 6 The diagnosing and reviewing specialists are limited to haematologists, paediatricians or 
general medicine physicians.

 6 Confirmation of thrombocytopenia and a description of clinically significant bleeding, or risk of 
bleeding, is required.

 6 Ig is reserved for patients who have demonstrated an inadequate response to alternative 
therapies, unless there is a contraindication or intolerable side effects to such therapies.

 6 Indications have been clearly defined to allow for the appropriate dosing. For indications where 
ongoing treatment is available, demonstration of clinical benefit is required every six months.

 6 Dosing controls have been set to encourage use of the minimal effective dose and depend 
on the indication for use. Generally, induction or initial doses are 0.8-2g/kg. Where required, 
maintenance dosing is set as 0.4–2g/kg at four to six weekly intervals titrated to symptoms 
and platelet count up to a maximum of 2g/kg/4 week period.

 6 Note: ITP now incorporates Evans syndrome where the predominant feature is ITP. In patients 
with Evans Syndrome where the predominant feature is Autoimmune haemolytic anaemia 
requests should be submitted under that medical condition.

 6 Newly diagnosed ITP - initial Ig therapy
 6 ITP in pregnancy - initial Ig therapy 
 6 ITP with life-threatening haemorrhage 

or the potential for life-threatening 
haemorrhage

 6 Newly diagnosed or persistent ITP - 
subsequent therapy (diagnosis < 12 
months).

 6 Refractory persistent or chronic ITP - 
splenectomy failed or contraindicated 
and second-line agent unsuccessful. 

 6 Subsequent or ongoing treatment for 
ITP responders during pregnancy and 
the postpartum period.

 6 ITP and inadequate platelet count for 
planned surgery.

 6 HIV-associated ITP.
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NEW CONDITION NAME  
FOR VERSION 3 CRITERIA

SUMMARY OF PROPOSED CHANGES TO HAEMATOLOGY CONDITIONS  
FOR VERSION 3 CRITERIA

NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Neonatal haemochromatosis (NH)  6 Existing patients will remain on current arrangements until authorisation expiry. 
 6 There are no restrictions on the type of specialist who can diagnose patients with Neonatal 

haemochromatosis. 
 6 Ig therapy is permitted for pregnant women who have had a previous neonate diagnosed with 

NH, or for neonates with confirmatory findings of high iron on biopsy or MRI. Treatment is 
designed to be in conjunction with exchange transfusion and short term while other treatment 
options such as liver transplantation are explored. 

 6 Maximum length of authorisation period is six months for both pregnant women and 
neonates. 

 6 Dosing in pregnant women is 1 g/kg (to a maximum body weight of 100 kg) weekly from the 
18th week until the end of gestation.

 6 Dosing for neonates is 1–2 g/kg following exchange transfusion in the first seven days and 
then up to 1 g/kg weekly, as required.

 6 Pregnant women who have had 
previous pregnancy affected by 
Neonatal haemochromatosis

 6 Neonate with Neonatal 
haemochromatosis
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NEW CONDITION NAME  
FOR VERSION 3 CRITERIA

SUMMARY OF PROPOSED CHANGES TO HAEMATOLOGY CONDITIONS  
FOR VERSION 3 CRITERIA

NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Autoimmune haemolytic anaemia (AIHA)  6 Existing patients will be managed in one of two ways depending on their current indication for 
Ig use:

 » Existing shorter-term authorisations that do not have continuing therapy will remain on current 
arrangements until authorisation expiry.

 » Existing authorisations that allow continuing treatment will remain on the current 
arrangements until the next due review. Prescribers will need to select the appropriate 
indication and specific condition from a drop down list. For existing patients, additional clinical 
information will be required, as a one-off during transition, to ensure the patient meets the new 
criteria.

 6 The diagnosing and reviewing specialists are limited to haematologists, general medicine 
physicians or paediatricians.

 6 Confirmation the patient is symptomatic with a current haemoglobin of less than 60g/L is 
required.

 6 Ig is reserved for patients who have demonstrated an inadequate response to alternative 
therapies, unless there is a contraindication or intolerable side effects to such therapies.

 6 Maintenance therapy is confined to patients where haemolysis persists and both 
immunosuppression and splenectomy are contraindicated and who have demonstrated a 
previous response to Ig therapy. Evidence of clinical benefit is required every six months prior 
to requesting continuing therapy.

 6 A one off dose of 0.8g-2g/kg is permitted in the first instance. An additional dose may be 
allowed 72 hours after the first dose, up to a total of 2g/kg. Maintenance therapy is set as 
0.8g-2g/kg, four to six weekly.

 6 Note: AIHA now incorporates Evans syndrome where the predominant feature is AIHA. In 
patients with Evans syndrome where the predominant feature is Immune thrombocytopenia 
purpura (ITP) requests should be submitted under that medical condition.

 6 To reduce haemolysis in patients with 
AIHA not responding to corticosteroid 
therapy

 6 Intermittent therapy for AIHA patients 
unsuitable for splenectomy or 
immunosuppression

 6 Maintenance therapy for AIHA in 
patients unsuitable for splenectomy or 
immunosuppression
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NEW CONDITION NAME  
FOR VERSION 3 CRITERIA

SUMMARY OF PROPOSED CHANGES TO HAEMATOLOGY CONDITIONS  
FOR VERSION 3 CRITERIA

NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Evans syndrome or Autoimmune 
haemolytic anaemia with immune 
thrombocytopenia (AIHA with ITP)
!no longer a stand-alone condition, see 
ITP – adult, ITP – Child or AIHA

 6 Evans syndrome is a very rare condition and manifests varying features over time of both 
Autoimmune haemolytic anaemia (AIHA) and/or Immune thrombocytopenia purpura (ITP). 
For this reason it has been decided that patients should be managed under either of those 
conditions according to the predominant clinical features of the disease at the time of request.

 6 Existing patients will remain on current arrangements until authorisation expiry. A new initial 
authorisation request will be required for further treatment through the relevant condition: 
Autoimmune haemolytic anaemia (AIHA), Immune thrombocytopenic purpura (ITP) – adult 
or Immune thrombocytopenic purpura (ITP) – in children 15 years and younger, see these 
conditions for more detail.

 6 See ITP – adult, ITP – Child or AIHA

Haemophagocytic lymphohistiocytosis 
(HLH) (formerly Haemophagocytic 
syndrome)

 6 Existing patients will remain on current arrangements until authorisation expiry.
 6 There are no restrictions on the type of specialist who can diagnose patients with HLH.
 6 To qualify, genetic, clinical and/or laboratory evidence supporting a diagnosis of 

Haemophagocytosis is required. 
 6 A one off dose description of 2g/kg is described.

 6 Management of severe 
haemophagocytic lymphohistiocytosis 
not responding to other treatment
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NEW CONDITION NAME  
FOR VERSION 3 CRITERIA

SUMMARY OF PROPOSED CHANGES TO HAEMATOLOGY CONDITIONS  
FOR VERSION 3 CRITERIA

NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Immune thrombocytopenic purpura (ITP) 
– in children 15 years and younger

 6 Existing patients will be managed in one of two ways depending on their current indication for 
Ig use:

 » Existing shorter-term authorisations that do not have continuing therapy will remain on current 
arrangements until authorisation expiry.

 » Existing authorisations that allow continuing treatment will remain on the current 
arrangements until the next due review. Prescribers will need to select the appropriate 
indication and specific condition from a drop down list. For existing patients, additional clinical 
information will be required, as a one-off during transition, to ensure the patient meets the new 
criteria.

 6 There are no restrictions on the type of specialist who can diagnose children with ITP.  
 6 Evidence of thrombocytopenia and clinically significant bleeding, or risk of bleeding, is required. 
 6 In patients with persistent ITP, Ig therapy is reserved for patients who have failed to respond 

to alternative therapies, unless there is a contraindication or intolerable side effects to such 
therapies.

 6 For patients requiring ongoing treatment review must be undertaken six monthly by a 
haematologist, paediatrician or general medicine physician.

 6 An Initial dose of 0.8 g/kg with one repeat dose at 24 to 48 hours may be given if response is 
inadequate and symptomatic thrombocytopenia recurs provided a total dose of 2g/kg is not 
exceeded. If required, maintenance therapy of 0.4–2g/kg at four to six weekly intervals titrated 
to symptoms and platelet count is permitted up to a maximum of 2g/kg/4 week period.

 6 Treatment of life threatening bleeding in 
a child with ITP

 6 Treatment of significant bleeding in 
newly diagnosed or persistent ITP with 
a platelet count less than 30  x 109/L

 6 Treatment of moderate to severe 
bleeding in chronic ITP in responsive 
patients with platelet count 
less than 30x109/L where other 
therapeutic options have failed or are 
contraindicated

 6 Treatment to elevate platelet count 
to haemostatically safe levels prior to 
surgery in responsive patients with 
chronic ITP

Post-transfusion purpura (PTP)  6 Existing patients will remain on current arrangements until authorisation expiry. 
 6 The diagnosing specialists are limited to haematologists or general medicine physicians. 
 6 In patients with confirmed or suspected PTP confirmation of a platelet count of less than 

30 x 109/L is required along with a description of life threatening bleeding, or the risk  
of bleeding.

 6 A dose of 1g/kg as a single dose, repeated if necessary, is described. 

 6 Post-transfusion purpura  (PTP) or 
suspected PTP with thrombocytopenia 
associated with a risk of life- 
threatening bleeding
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NEW CONDITION NAME  
FOR VERSION 3 CRITERIA

SUMMARY OF PROPOSED CHANGES TO HAEMATOLOGY CONDITIONS  
FOR VERSION 3 CRITERIA

NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Acquired haemophilia and congenital 
haemophilia with inhibitors (Coagulation 
factor inhibitors) 

(formerly Coagulation factor inhibitors 
[alloantibodies and autoantibodies], 
including acquired haemophilia, acquired 
von Willebrand syndrome, inhibitors 
to factor VIII in haemophilia A, and 
inhibitors to factor IX in haemophilia B)

 6 Existing patients will remain on current arrangements until authorisation expiry. If further 
treatment with Ig is required, a new initial authorisation request can be made.

 6 The diagnosing or reviewing specialist is limited to haematologists, and treatment must be in 
consultation with a Haemophilia Treatment Centre. 

 6 Ig is reserved for patients who have demonstrated an inadequate response to alternative 
therapies, unless there is a contraindication or intolerable side effects to such therapies.

 6 For patients who are part of Malmo tolerisation protocol replacement following 
immunoadsorption, confirmation that the patient has congenital haemophilia A or B with 
inhibitors or Acquired haemophilia A is required. 

 6 For patients who require Ig as adjunct therapy in the treatment of confirmed acquired 
coagulation factor inhibitors, or who require treatment of active bleeding in acquired von 
Willebrand disease associated with an IgG paraprotein, evidence of bleeding or risk of bleeding 
is required.

 6 A description of the clinical benefit of Ig therapy is required every six months for patients on 
the Malmo protocol or with active bleeding in acquired von Willebrand disease, in order to 
access ongoing therapy.

 6 A range of induction and/or maintenance dosing is described, and is tailored to the indication.

 6 As part of Malmo tolerisation 
protocol replacement following 
immunoadsorption 

 6 As adjunct therapy in the treatment of 
acquired coagulation factor inhibitors

 6 Treatment of active bleeding in acquired 
von Willebrand disease associated with 
an IgG paraprotein

Acute leukaemia in children
! no longer a stand-alone condition

 6 This condition will no longer be listed as a stand-alone condition. Patients may qualify for 
Ig therapy under the medical condition Acquired hypogammaglobulinaemia secondary to 
haematological malignancies or post haemopoetic stem cell transplant.

 6 Existing patients will transition automatically to the new criteria in the above mentioned 
condition. For these patients, additional clinical information will be required, as a one-off during 
transition, to ensure the patient meets the new criteria.

 6 See Acquired hypogammaglobulinaemia secondary to haematological malignancies or post-
haemopoietic stem cell transplantation (HSCT) for detailed information.

 6 N/A
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NEW CONDITION NAME  
FOR VERSION 3 CRITERIA

SUMMARY OF PROPOSED CHANGES TO HAEMATOLOGY CONDITIONS  
FOR VERSION 3 CRITERIA

NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Autoimmune neutropenia  6 Existing patients will remain on current arrangements until authorisation expiry. 
 6 The diagnosing specialist is limited to haematologists.  
 6 Confirmation that the patient’s current neutrophil count is less than 0.5x109/L is required. In 

addition, recurrent or severe bacterial infections and with a failure to respond to Granulocyte - 
colony stimulating factor (G-CSF) must be demonstrated. 

 6 Ig is reserved for patients who have demonstrated an inadequate response to 
immunosuppressant therapies, unless there is a contraindication or intolerable side effects to 
such therapies.

 6 Dosing has been set as up to 2g/kg weekly, for a maximum of four weeks in the first instance. 
While most patients will respond to a first course of treatment with Ig therapy, if symptoms 
return, a request for a further four weeks of Ig therapy can be made. The second indication 
must be used for this purpose.

 6 Severe autoimmune neutropenia 
unresponsive to treatment with G-CSF

 6 Relapse of severe autoimmune 
neutropenia in a patient demonstrated 
to have previously responded to Ig 
therapy
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NEW CONDITION NAME  
FOR VERSION 3 CRITERIA
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NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Fetal and neonatal alloimmune 
thrombocytopenia (FNAIT) (formerly 
Feto-maternal/neonatal alloimmune 
thrombocytopenia [FMAIT/NAIT])

 6 Existing patients will remain on current arrangements until authorisation expiry. 
 6 There are no restrictions on the type of specialist who can diagnose patients with FMAIT or 

NAIT. 
 6 The indications have been revised to align with current practice and the Patient Blood 

Management Guidelines Module 6 – Paediatric and Neonatal (2016).
 6 In pregnant women with no previous history for FNAIT, confirmation of evidence of fetal 

thrombocytopenia or spontaneous fetal haemorrhage is required. 
 6 In pregnant women with a history of previous unexplained fetal death or NAIT, confirmation of 

maternal platelet-specific alloantibodies is required.
 6 For the treatment of neonates with NAIT (confirmed or suspected), confirmation of 

thrombocytopenia is required. 
 6 Dosing is described as: 

 » for women with no previous history - 1 g/kg (up to a maximum maternal weight of 100 kg) 
weekly for the duration of the pregnancy. 

 » for pregnant women with a history of FNAIT - 1 to 2 g/kg (up to a maximum maternal weight of 
100 kg) for the duration of the pregnancy, with starting time and dose tailored to individual risk 
profile and history. 

 » for neonates with NAIT - 1 g/kg. Occasionally more than one dose is required if 
thrombocytopenia persists.

 6 Prevention or treatment of fetal 
thrombocytopenia or haemorrhage 
where no previous pregnancy affected 
by FNAIT

 6 Prevention or treatment of fetal 
alloimmune thrombocytopenia where 
unexplained previous fetal death or 
previous sibling affected by FNAIT

 6 Prevention or treatment of neonatal 
thrombocytopenia or haemorrhage

Haemolytic disease of the fetus (HDF) 
(formerly Haemolytic disease of the 
newborn [HDN])

 6 Existing patients will remain on current arrangements until authorisation expiry. 
 6 The diagnosing specialists are limited to haematologists, obstetricians, feto-maternal medicine 

specialists or general medicine physicians.
 6 Confirmation that the fetus is affected by haemolytic disease is required,  along with the 

antibody specificity and titre and a description of high risk of early fetal hydrops or death.   
 6 Ig therapy is reserved for fetal treatment in pregnant women meeting the qualifying criteria. 

Treatment for neonates is excluded, in line with recommendation 7, Patient Blood Management 
Guidelines (PBM) Module 6 - Paediatric and neonatal.

 6 Dosing is described as 1g/kg (up to a maximum weight of 100 kg) weekly throughout the 
pregnancy.

 6 Haemolytic disease of the fetus with 
high risk of early fetal hydrops or death
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NEW INDICATIONS FOR USE  
FOR VERSION 3 CRITERIA

Pure red cell aplasia (PRCA)  6 Existing patients will remain on current arrangements until authorisation expiry. If further 
treatment with Ig is required, a new initial authorisation request can be made.

 6 The diagnosing specialist is limited to haematologists.
 6 Confirmation of the bone marrow biopsy findings is required. 
 6 For autoimmune mediated aplasia, Ig is reserved for patients who have demonstrated an 

inadequate response to immunosuppressant therapies, unless there is a contraindication or 
intolerable side effects to such therapies.

 6 The dose is described as up to 2g/kg. Up to two subsequent doses are available at monthly 
intervals should bone marrow recovery be incomplete.

 6 Pure red cell aplasia (PRCA) 
associated with Parvo B19 infection 
in immunocompromised patients or 
autoimmune mediated refractory to 
immunosuppressant medication

Pure white cell aplasia (PWCA)
! no longer supported 

 6 The use of Ig therapy is not supported for pure White Cell Aplasia because there is insufficient 
evidence of benefit and preferable alternative therapies are available for the treatment of this 
condition. However, where neutropenia is related to an underlying autoimmune process, that 
condition (Autoimmune neutropenia) has been retained.

 6 There are no published randomised clinical trials in PWCA and the only published evidence 
remains single case presentations reporting vague associations of response to IVIg.

 6 Spontaneous resolution is expected following the removal of causal agents and treatment of 
underlying conditions with G-CSF (Granulocyte - Colony Stimulating Factor), Steroids or other 
immunosuppressant medications. 

 6 Existing patients will remain on current arrangements until authorisation expiry.

 6 N/A
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Haemolytic transfusion reaction 
(hyperhaemolysis syndrome)

 6 Existing patients will remain on current arrangements until authorisation expiry.
 6 The diagnosing specialist is limited to haematologists. 
 6 Confirmation of a drop in haemoglobin to below pre-transfusion levels reflecting haemolysis 

of both donor and recipient red blood cells is required. Ig therapy is given with concurrent high 
dose steroids and treatment is short term. Delayed haemolytic transfusion reaction caused by 
alloantibodies is excluded.

 6 Dosing is described as up to 2g/kg over 1-2 days for Ig treatment. An additional dose may be 
requested when the patient’s haemoglobin has not improved.

 6 Note: Sickle cell disease has been removed from ‘Conditions not supported’ as hyperhaemolysis 
syndrome can be seen in these patients, however Sickle cell disease alone does not qualify for 
Ig therapy in the absence of hyperhaemolysis syndrome.

 6 Haemolytic transfusion reaction not 
due to alloantibodies when haemolysis 
of both donor and recipient red cells is 
suspected (hyperhaemolysis syndrome)
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