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Immune thrombocytopenic purpura (ITP) —adult - Yersion 3.2

Criteria

Name Indication/Section Changes Date change made | Changed in
| C in this document BloodSTAR date

_ Qualifying Criteria 4 — Comment section added to Qualifying criteria 4 for evidence item 'There\s a risk of 04/08/2023 30/11/2023

inability to leave clinically significant bleeding'

| comment

_ Indication BSS release 3 2024 introduced the functionality to automatically approve Ig requests 22/11/2024 08/12/2024

for the listed indication. This was done via data fix so no change to criteria version.
Version 3.2 Criteria Comments

Condition Name

Immune thrombocytopenic purpura (ITP) — adult

Condition Short Name

Immune thrombocytopenic purpura (ITP) - adult

Specialty Haematology

Keywords Evans; persistent; Acute; Chronic; Newly diagncsed; thrombocytopenia; idiopathic; HIV; haematology;
autoimmune.

Chapter 5 - Established therapeutic role

Specific conditions

o Newly Diagnosed immunezhrombocytopenic purpura (ITP)

Persistent immune threivibocytopenic purpura (ITP)

Chronic immune thrambocytopenic purpura (ITP)

e  Evans syndrome~ with significant immune thrombocytopenic purpura (ITP) — adult

Level of Evidence

Evidence of probable benefit (Category 2a).

Description and
Diagnostic Criteria

Immune thrombocytopenic purpura (ITP) is a reduction in platelet count (thrombocytopenia) resulting from
shortened platelet survival due to anti-platelet antibodies, reduced platelet production due to immune induced
reduced megakaryopoiesis and/orimmune mediated direct platelet lysis. When counts are very low (less than 30
x 10%L)bleeding into the skin (purpura) and mucous membranes can occur. Bone marrow platelet production
(megakaryopoiesis) is morphologically normal. In some cases, there is additional impairment of platelet function
retated to antibody binding to glycoproteins on the platelet surface.

Itis acommon finding in patients with human immunodeficiency virus (HIV) disease, and while it may be found
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at any stage of the infection, its prevalence increases as HIV disease advances.

Around 80 percent of adults with ITP have the chronic form of disease. The highest incidence of chronic ITP is sy
women aged 15 to 50 years, although some reports suggest increasing incidence with age.

Chronic ITP may relapse and remit spontaneously and the course may be difficult to predict. If the platetet count
can be maintained at a level that prevents spontaneous bleeding or bruising, the outlook is good.

The terminology from the ITP International Consensus Report (Provan et al, 2010) for the phases and severity of
ITP disease are used in these Criteria.

Newly diagnosed is used for all cases within three months of diagnosis; Persistent ITP retates to patients not
achieving spontaneous remission within 3 to 12 months from diagnosis or not maintaining a response to
treatment during this time; chronic ITP indicates patients with ITP lasting greater than 12 months. Severe ITP
relates to patients with clinically relevant bleeding mandating treatment or new.bleeding mandating a change in
therapy. In the context of these Criteria, refractory refers to patients where splenectomy has failed to correct the
ITP or splenectomy is contraindicated and second line therapy has been utisuccessful.

Evans syndrome is a rare but serious autoimmune disease defined by.the simultaneous or sequential
occurrence of autoimmune haemolytic anaemia (AIHA) and ITP without underlying aetiology. As such, itis a
diagnosis of exclusion and other disorders, such as collagen vascular diseases, especially systemic lupus
erythematosus (SLE) and scleroderma should be ruled out.

The 2005 review by Norton and Roberts provided perspective on diagnosis, clinical features and management.

Justification for Evidence
Category

Five small prospective studies, including three randomised studies, demonstrated equivalent efficacy of
intravenous immunoglobulin (IVIg) in comparisonto prednisone 1 mg/kg/day and high-dose dexamethasone
regimen. Overall, the studies found a dose response with more rapid increment in platelet counts at scheduling
greater than or equal to 0.8 g/kg on day one'compared with 0.4 g/kg/day for three days.

A small, controlled study (10 patientsih each arm) of HIV-positive patients with severe thrombocytopenia
reported possible benefit for the restoration and maintenance of platelet count for the duration of the
haemorrhagic disorder (Biotext:2004).

An international consensusStatement from January 2010 (Provan et al 2010) reported on new data and provided
consensus-based reconiinendations relating to diagnosis and treatment of immune thrombocytopenic purpura
(ITP) in adults, in childien, and during pregnancy. This statement concluded that few randomised controlled
trials (RCTs) have been conducted and that multi-centre, prospective RCTs are required.

A 2005 review.on the management of Evans syndrome, based on Massachusetts Hospital data and a literature
review, showed a transient response in all patients unless IVIg was given every three weeks (Norton and Roberts
2006). The review concluded that the data supported a role for IVIg in first-line therapy. It was not clear whether it
was inportant for steroids to be given at the same time, although this is common practice. A total dose of 2g/kg
in ¢ivided doses appeared to be sufficient.
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The review also stated that there might be a role for IVIg in preference to steroids in the acute setting in very
young children.

Arecent meta-analysis of low to medium quality evaluated outcomes of 13 small RCTs comparing high dos¢
(2g/kg) to lower dose (1g/kg) IVIg in acute ITP. The analysis demonstrated equivalent efficacy for all endpéints
studied including platelet responses and control of bleeding (Qin YH et al 2010) in both high dose and.iow dose
groups.

Diagnosis is required

Yes By which speciality | Haematologist, Paediatrician or General Medictine Physician

Diagnosis must be verified

No By which speciality

Exclusion Criteria

Evans syndrome — where predominant feature is AIHA (link)

Indications

Newly diagnosed ITP — initial Ig therapy
ITP in pregnancy — initial Ig therapy

ITP with life-threatening haemorrhage or the potential for life-threaiening haemorrhage
- Can be auto approved

Newly diagnosed or persistent ITP — subsequent therapy:{dgiagnosis < 12 months)

Refractory persistent or chronic ITP - splenectomy failed or contraindicated and second-line agent unsuccessful
Subsequent or ongoing treatment for ITP resp&nders during pregnancy and the postpartum period

ITP and inadequate platelet count for platined surgery

HIV-associated ITP
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Indication 1 Newly diagnosed ITP — Initial Ig therapy
Qualifying Criteria 1 Newly diagnosed ITP — Initial Ig therapy
Qualifying Criteria 1 Preamble

This indication should be used to request one-off treatment in patients who have been diagnosed.\¥th ITP in the
last three months.

For patients requiring subsequent or ongoing therapy, where the diagnosis was made in thg\ast 3 to 12 months,
use indication: Newly diagnosed or persistent ITP — subsequent therapy (diagnosis <02 months).

For refractory or chronic ITP patients use indication: Refractory persistent or chrqgiiC ITP —splenectomy failed
or contraindicated and second-line agent unsuccessful.

[Group 1]
Current platelet count is less than 30x10°%/L

e Current platelet count (Number) [EI-2]
Internal evaluation: compliance with qualifying range
Unit: x 10%/L
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 29
Prompt for a date: single
Date prompt text: date of assessment
Allow attachments upload
Attachment prompt text: tJpload results
Allow commentary
Decision support text™“...current platelet count”.
Assessment Instructions: To qualify the current platelet count must be less than 30x10°%/L

AND
[Group 2]
There issevidence of clinically significant bleeding

% Clinically significant bleeding (Multi-LOV) [EI-1]
Internal evaluation: count of qualifying values
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Qualifying Criteria 1

Newly diagnosed ITP — Initial Ig therapy

Minimum qualifying count required: 1
Minimum selection of count required: N/A
i Skin bruising or petechiae (qualifies)
ii. Mucosal bleeding (oral, GIT) (qualifies)
iii. Frank haemorrhage multiple sites (qualifies)
iv. Other, please specify in comments (qualifies)
Allow commentary
Decision support text “...a description of the clinically significant bleeding”.
Assessment Instructions: To qualify clinically significant bleeding must be present. Any from the list will
qualify, use judgement with other.

OR

There is a risk of clinically significant bleeding

AND

Please describe the risk of bleeding (Multi-LOV) [EI-3]
Internal evaluation: count of qualifying values
Minimum qualifying count required: 1
Minimum selection of count required: 1
i Trauma (qualifies)
ii. Recent surgery (qualifies)
iii. Other, please specify in comments (qualifies)
Allow commentary
Decision support text “...a descriptioh of the risk of clinically significant bleeding”.
Assessment Instructions: To gualify there must be a risk of clinically significant bleeding. Any from the
list will qualify, use judgementwith other.

[Group 3]

No improvement in r&sponse to conventional doses of corticosteroid therapy for at least 14 days (unless a valid
reason is provided).

Corti¢osteroid treatment period and if less than 14 days please state reason in comments (Number)
Unit: days

internal evaluation: compliance with qualifying range

Lowest valid value: 0

Highest valid value: 1000

Lowest qualifying value: 14
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Qualifying Criteria 1

Newly diagnosed ITP — Initial Ig therapy

Highest qualifying value: 1000

Prompt for a date: N/A

Allow commentary

Decision Support text “...the number of days corticosteroid therapy was trialled or a valid
contraindication reason”

Assessment instructions: Corticosteroid treatment must be greater than or equal to 34 days unless a
valid reason is provided. Use judgement with the reason if less than 14 days.

OR

Corticosteroid therapy is contraindicated.

e Please select the contraindication reason (Multi-LOV) [El-7]
Internal evaluation: count of compliance with qualifying values
Minimum qualifying count required: 1
Minimum selection count required: 1

i Unstable diabetes (qualifies)
ii. Psychosis or mood disorder (qualifies)
iii. Significant infection including sepsis (gu&tifies)

iv. Severe osteoporosis (qualifies)
V. Myopathy (qualifies)
Vi. Active gastrointestinal bleeding{qualifies)
vii. History of avascular necrosisiqualifies)
viii. Other, please specify in comments (qualifies)

Allow commentary
Assessment instructions: Tatgualify any from the list must be selected. Use judgement with other.

Review Criteria 1

Newly diagnosed ITP — Initial Ig therapy

Review Criteria 1

Initial authorisation ,c-e}iod (max): 7 days
Review can be coripleted: Yes
Continuing Treaiiment is permitted: No

Review preamble
Reviewgsnot mandated for this indication however the following criteria may be useful in assessing the

effectveness of therapy.

Resolution of active bleeding, or a reduction in evidence of bleeding correlating with a doubling of platelet

count or an increment in platelet count greater than 10x10%L within seven days
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Review Criteria 1

Newly diagnosed ITP — Initial Ig therapy

e Please select the type of bleeding resolved or reduced (Multi-LOV) [EI-9]
Is mandatory: No
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1
i. Mucosal bleeding (oral, GIT) reduced / resolved
ii. Intracranial bleeding reduced or resolved
iii. Wound or other active skin bleeding resolved

iv. Mild bruising or petechiae resolved

V. Mucosal bleeding reduced / resolved

Vi. Wound or other active bleeding resolved
Vii. No change in bleeding
viii. Other, please specify in comments

Allow commentary
Decision support text: N/A
Assessment instructions: N/A

. Platelet count and response following (within sevgn days) Ig therapy (Number)
Is mandatory: No
Internal evaluation: Interpretation complianee
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 560
Prompt for a date: singl&
Date prompt text: date of assessment
Show interpretatigh of results: Yes
Interpretation gPResults values:
i Dobibling of baseline platelet count (qualifies)
ii. ficrement in platelet count of greater than 10x10°%L (does not qualify)
iii. Increment in platelet count greater than 10x10°%L and doubled (does not qualify)
Allew attachments: Upload results
Allow commentary: yes
Decision support text: Not required
Assessment instructions: Not required

. Please describe the date of, and response to the most recent Ig infusion (Text) [EI-12]
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Review Criteria 1

Newly diagnosed ITP — Initial Ig therapy

Is mandatory: No

Max characters: 2500

Max lines: 5

Assessment instructions: Not required.

OR

In patients without active bleeding a doubling of baseline platelet count and a rise in platglet count to greater
than 30x10%/L was demonstrated within seven days of Ig therapy

. Platelet count and response following (within seven days) Ig therapy (nuiaber)

Is mandatory: No

Internal evaluation: Interpretation compliance

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: 0

Highest valid value: 500

Lowest qualifying value: 0

Highest qualifying value: 500

Prompt for a date: single

Date prompt text: date of assessment

Show interpretation of results: Yes

Interpretation of results values:
i Double from baseline platetet count but not above 30x10%L (qualifies)
ii. Double from baseline platélet count and above 30x10°%/L (does not qualify)

iii. Did not double from b&aseline but was above 30x10°%/L (does not qualify)

Allow commentary: yes

Allow attachments: Uplead results

Decision support texi: Not required

Assessment instiuctions: N/A

e Please provide the date of, and response to the most recent Ig infusion (Text) [El-12]
Is mandatory: No
Max chfaracters: 2500
Maxtines: 5
Assessment instructions: N/A
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Dose 1

Newly diagnosed ITP — Initial Ig therapy

Dose 1

Max dose per authorisation period per kg: 2.0 g/kg

Initial dose
Dose text 0.8 - 2g/kg in a single or divided dose
Infusion method IVIg
Dose type One off dose
Requests at which this dose may be proposed Initial
Dose may be requested during the course of Yes
authorisation «
Max number of additional doses allowed during | 99

the course of an authorisation period

Conditions for additional dose

The remainder of the Slg—/kg dose may be requested
provided the total (ose of 2g/kg is not exceeded.

Min Dose per kg

0.8 g/kg

Max Dose per kg 2.0 g/kg
Max Total per Dose N/A
Administer in a divided dose Yes

Min divisions 2

Max divisions 5
Assessment instructions N/A
Dose type postscript N/A

Dose Postscript

The objective of IVIg therapy in ITP.is%to maintain a safe platelet count while other therapeutic options are

explored.

The aim should be to use th&towest dose possible that achieves the appropriate clinical outcome for each

patient.

Refer to the curreng pfoduct information sheet for further information on dose, administration and

contraindicationsz
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Indication 2

ITP in pregnancy - Initial Ig therapy

Qualifying Criteria 2

ITP in pregnancy - Initial Ig therapy

Applies to not male

Qualifying Criteria 2

Qualifying preamble

IVIg therapy is used to avoid corticosteroids, immunosuppressive agents and splenectomy during @egnancy. A
total dose up to 2g/kg is available under this indication. If a response is achieved but not maintained with this
initial Ig therapy, a subsequent induction dose prior to impending procedure or delivery or a p@aintenance dose
titrated to maintain a platelet count above 30x10°L may be administered every three to foslr weeks throughout
pregnancy. To access the subsequent induction or maintenance dose use the indicatio’Subsequent or
ongoing treatment for ITP responders during pregnancy and the postpartum peri@d.

Pregnant patient and current platelet count represents potential risk:
o Lessthan 30x10%/L with risk of haemorrhage
o Less than 80x10°%L with life-threatening haemorrhage
o Lessthan 100x10%L and impending delivery.

e  Estimated date of confinement (Date) [EI-14]
Internal evaluation: compliance with qualifying range
Earliest valid date 5 days before request
Latest valid date 42 weeks after request
Earliest qualifying date 5 days before request
Latest qualifying date 42 weeks after request
Allow commentary
Decision support text: “...estimated dafe of confinement”
Assessment Instructions: The expected date of confinement will indicate the potential cessation date.
Any date within a current pregnaficy will qualify e.g. less than 42 weeks from date of request.

e  Current platelet count (Nuimber) [EI-15]
Internal evaluation: interpretation compliance
Unit: x 10%/L
Number of decimgls: 0
Lowest valid yafire: 0
Highest valigl value: 500
Lowest gtialifying value: 0
Highest-qualifying value: 100
Prempt for a date: single
Diate prompt text: date of assessment
Show interpretation of results: Yes
Interpretation of results values:

i. <30x10°%/L with risk of haemorrhage (qualifies)
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Qualifying Criteria 2

ITP in pregnancy - Initial Ig therapy

Applies to not male

ii. <80x10°%/L with life threatening haemorrhage (qualifies)
jii. <100x10%L and impending delivery (qualifies)
iv. Other, please specify in comments (qualifies)
Allow commentary
Allow attachments: Upload results
Decision support text: “...platelet count and bleeding risk”
Assessment Instructions: To qualify the platelet count should fall into one of the liste&categories. Please
use judgement with other. Platelet counts above 100 should not qualify.

Review Criteria 2

ITP in pregnancy - Initial Ig therapy

Review Criteria 2

Initial authorisation period (max): 7 days
Review can be completed: Yes
Continuing Treatment is permitted: No

Review preamble
Review is not mandated for this indication however the folloMng criteria may be useful in assessing the

effectiveness of therapy.

Resolution of active bleeding, or a reduction in evideéhce of bleeding correlating with a doubling of platelet
count or an increment in platelet count greater than 10x10%L within seven days

e Please select the type of bleeding resoived or reduced (Multi-LOV) [EI-9]
Is mandatory: No
Internal evaluation: count of sel@cted values
Minimum qualifying count regdired: N/A
Minimum selection of couft required: 1
i No evidence af'bleeding prior to Ig
ii. Mucosal bleeding (oral, GIT) reduced / resolved
iii. Intracranial bleeding reduced or resolved

iv. Wouné or other active skin bleeding resolved
V. Mitd bruising or petechiae resolved
Vi. Mucosal bleeding reduced / resolved
vii. Wound or other active bleeding resolved
Viil. No change in bleeding
ix. Other, please specify in comments

Allow commentary
Decision support text: N/A
Assessmentinstructions: N/A
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Review Criteria 2

ITP in pregnancy - Initial Ig therapy

e Platelet count and response following (within seven days) Ig therapy (number)
Is mandatory: No
Internal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: O
Highest qualifying value: 500
Prompt for a date: single
Date prompt text: date of assessment
Show Interpretation of results: Yes
Interpretation of results values

i. Doubling of baseline platelet count (qualifies)

ii. Increment in platelet count of greater than 10x10°%/L (dées not qualify)
iii. Increment in platelet count less than 10x10°%/L anddid not double (does not qualify)
Allow commentary:

Allow attachments: Upload results
Decision support text: N/A
Assessment Instructions: N/A

e Please provide the date of, and respons&:to most recent Ig infusion (Text) [EI-12]
Is mandatory: No
Max characters: 2500
Max lines: 5
Assessment Instructions: M/A

OR

In patients without active bleeding a doubling of baseline platelet count and a rise in platelet count to greater
than 30x10%/L was dérnonstrated within seven days of Ig therapy

e  Platelet count and response following (within seven days) Ig therapy (humber)
Is magpdiatory: No
Intgrnal evaluation: Interpretation compliance
Bnit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: 0
Highest valid value: 500
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Review Criteria 2

ITP in pregnancy - Initial Ig therapy

Lowest qualifying value: 0

Highest qualifying value: 500

Prompt for a date: Date of assessment

Show interpretation of results: Yes

Interpretation of results values
i. Double from baseline platelet count but not above 30x10%L (qualifies)
ii. Double from baseline platelet count and above 30x10°%/L (does not qualify)
iii. Did not double from baseline but was above 30x10°/L (does not qualify)

Prompt for a date: single

Date prompt text: date of assessment

Allow commentary

Allow attachments: Upload results

Decision support text: Not required

Assessment Instructions: N/A

e Please provide the date of, and response to most recent Ig treatment (Text) [EI-12]
Is mandatory: No
Max characters: 2500
Max lines: 5
Assessment Instructions: N/A

Dose 2

ITP in pregnancy - Initial Ig therapy

Dose 2

Max dose per authorisation period per'zg: 2.0 g/kg

Induction dose

Dose text 0.8 - 2g/kg as a single or divided dose
Infusion method IVIg

Dose type One off dose

Requests at which tiiis dose may be proposed Initial

Dose may be reGuested during the course of Yes

authorisation

Max numbier of additional doses allowed during | 99
the course of an authorisation period

Congiitions for additional dose The remainder of the 2g/kg dose may be requested
L~ provided the total dose of 2g/kg is not exceeded.
Min Dose per kg 0.8 g/kg

Max Dose per kg 2.0 g/kg
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Dose 2

ITP in pregnancy - Initial Ig therapy

Max Total per Dose N/A

Administer in a divided dose Yes Q7|
Min divisions 2

Max divisions 5 C
Assessment instructions N/A

Dose type postscript

A total dose up to 2g/kg is available under this indication.
If a response is achieved but not maintaitied with this
initial Ig therapy, a subsequent induction dose prior to
impending procedure or delivery ar-a maintenance dose
titrated to maintain a platelet ¢éunt above 30x10%/L may
be administered every threeio four weeks throughout
pregnancy. To access the subsequentinduction or
maintenance dose usgiine indication -Subsequent or
ongoing treatmengdor ITP responders during
pregnancy and ihe postpartum period.

Dose Postscript

The aim should be to use the lowest dose possible thaftachieves the appropriate clinical outcome for each

patient.

Refer to the current product information sheetfor further information on dose, administration and

contraindications.
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Indication 3

ITP with life-threatening haemorrhage or the potential for life-threatening haemorrhage

Qualifying Criteria 3

ITP with life-threatening haemorrhage or the potential for life-threatening haemorrhage

Qualifying Criteria 3

[Group 1]
Life threatening bleeding or the potential for life threatening bleeding

e Please select the bleeding risk (Multi LOV) [EI-16]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1

i. Severe mucosal or GIT haemorrhage (qualifies)
ii. Multiple sites frank haemorrhage (qualifies)
iii. Intracranial bleeding (qualifies)

iv. Trauma (qualifies)
V. Recent surgery (qualifies)
Vi. Other, please specify in comments (qualifies)

Prompt for a date: no
Allow commentary
Decision support text “...the bleeding risk”.

Assessor Instructions: Any from the list will qualify. Please use judgement with other. You will need to use

this in conjunction with the platelet coufit to determine appropriate cut-off
AND

Current platelet count is:
o Lessthan 100 x 10%L ipatients with intracranial haemorrhage
o Lessthan 50x 10%Iin patients with life-threatening haemorrhage
o Lessthan 30 x 16%L in patients with a risk of haemorrhage.

e  Current platelet’count (Number) [EI-15]
Internal eygtuation: Interpretation compliance
Unit of nieasure: x 10%/L
Number of decimals: 0
Lowest valid value: O
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 100
Prompt for a date: single
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Qualifying Criteria 3

ITP with life-threatening haemorrhage or the potential for life-threatening haemorrhage

AND

Date prompt text: date of assessment
Show interpretation of results: Yes
Interpretation of results values:
i. <30x10%L with risk of haemorrhage (qualifies)
ii. <50x10%L with life threatening haemorrhage (qualifies)
iii. <100x10°%L and intracranial haemorrhage (qualifies)
iv. Other, please specify in comments (qualifies)
Allow attachments upload
Attachment prompt text: Upload results
Allow commentary
Decision support text: “...platelet count and bleeding risk”
Assessment Instructions: To qualify the platelet count must fall into one of the categories listed. You can
use the response from the previous evidence item to help determine-he risk.

[Group 2]

Arapid response is required

Please provide the reason for rapid response {Fext*) [El-17]

Max characters: 2500

Max lines: 5

Decision support text “...confirmation that a rapid response is required”.
Assessment Instructions: A valid Yeason for a rapid response must be provided.

OR

Conventional doses of corticosteroids have failed to improve count (unless a valid reason is provided).

Corticosteroid tréatment period and if less than 14 days please state reason in comments (Number) [EI-5]
Internal evaluation: compliance with qualifying range

Unit of meaSure: days

Numbegiof decimals: 0

Lowestvalid value: O

Highest valid value: 1000

fzowest qualifying value: 14

Highest qualifying value: 1000

Prompt for a date: N/A

Allow commentary
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Qualifying Criteria 3

ITP with life-threatening haemorrhage or the potential for life-threatening haemorrhage

Decision Support text “...the number of days corticosteroid therapy was trialled or a valid contraindicatién
reason

Assessment instructions: Corticosteroid treatment must be greater than or equal to 14 days unless a
valid reason is provided. Use judgement with the reason if less than 14 days.

OR
Corticosteroid therapy is contraindicated.

e  Corticosteroid contraindication reason (Multi-LOV) [EI-7]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection count required: 1
i Unstable diabetes (qualifies)
ii. Psychosis or mood disorder (qualifies)
iii. Significant infection including sepsis (qualifies)

iv. Severe osteoporosis (qualifies)

V. Myopathy (qualifies)

Vi. Pregnancy (qualifies)

vii. Active gastrointestinal bleeding (qualifies)
Viii. History of avascular necrosis (qualifies)

ix. Other, please specify in comments {gualifies)

Prompt for a date: N/A

Allow commentary

Decision support text “...the contraindications to corticosteroid therapy”.
Assessment instructions: Anyfiom the list will qualify. Use judgement with other.

Review Criteria 3

ITP with life-threatening haemorrhage or the potential for life-threatening haemorrhage

Review Criteria 3

Initial authorisation pgiiod: 7 days
Review can be corapleted: Yes
Continuing treatiment is permitted: No

Review pre@mble
Review inot mandated for this indication however the following criteria may be useful in assessing the

effectiveness of therapy.
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Review Criteria 3

ITP with life-threatening haemorrhage or the potential for life-threatening haemorrhage

Resolution of, or a reduction in evidence of bleeding correlating with a doubling of platelet count or an
increment in platelet count greater than 10x10°%/L within seven days of Ig therapy

e Please select the type of bleeding resolved or reduced (Multi-LOV) [EI-9]
Is mandatory: No
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1
i. No evidence of bleeding prior to Ig
ii. Mucosal bleeding (oral, GIT) reduced / resolved
iii. Intracranial bleeding reduced or resolved

iv. Wound or other active skin bleeding resolved
V. Mild bruising or petechiae resolved
Vi. Mucosal bleeding reduced / resolved
vii. Wound or other active bleeding resolved
viii. No change in bleeding
iX. Other, please specify in comments

Allow commentary
Decision support text: N/A
Assessment Instructions: N/A

e Platelet count and response following (within'seven days) Ig therapy (number)
Is mandatory: No
Internal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: O
Highest valid value: 500
Lowest qualifying value:"0
Highest qualifying vatue: 500
Prompt for a dategdsingle
Date prompttext: date of assessment
Show intergzetation of results: Yes
Interpretation of results values:
i Doubling of baseline platelet count (qualifies)
. Increment in platelet count of greater than 10x10%L (does not qualify)
fii. Increment in platelet count less than 10x10%L and did not double (does not qualify)
Allow attachment upload
Attachment prompt text: Upload results
Allow commentary




OFFICIAL

Review Criteria 3

ITP with life-threatening haemorrhage or the potential for life-threatening haemorrhage

Decision support text: Not required
Assessment Instructions: N/A

e Please provide the date of, and response to most recent Ig infusion (Text) [EI-12]
Is mandatory: No
Max characters: 2500
Max lines: 5 lines
Assessment Instructions: N/A

OR

In patients without active bleeding a doubling of baseline platelet count and a fise in platelet count of greater
than 30x10%L was demonstrated within seven days of Ig therapy

e Platelet count and response following (within seven days) previgus Ig therapy (Number)

Is mandatory: No

Internal evaluation: Interpretation compliance

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: O

Highest valid value: 500

Lowest qualifying value: O

Highest qualifying value: 500

Prompt for a date: single

Date prompt text: date of assessment

Show interpretation of results: Xes

Interpretation of results valus$
i. Doubling of baselitie platelet count but not above 30x10°%L (qualifies)
ii. Double from basgline platelet count and above 30x10°%/L (does not qualify)
iii. Did not doubte from baseline but was above 30x10°%/L (does not qualify)

Allow attachments

Attachment pré&mpt text: upload results

Allow commentary

Decision.support text: N/A

Asseg®ment Instructions: N/A

e _Please provide the date of, and response to the most recent Ig infusion (Text) [EI-12]
Is mandatory: No
Max characters: 2500
Max lines: 5
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Review Criteria 3

ITP with life-threatening haemorrhage or the potential for life-threatening haemorrhage

Assessment Instructions: Not required.

Dose 3

ITP with life-threatening haemorrhage or the potential for life-threatening haemorrhage

Dose 3

Max dose per authorisation period per kg: 2.0 g/kg

Induction dose

course of an authorisation period

Dose text 1 -2g/kg as a single or divided dose
Infusion method IVIg

Dose type One off dose R

Requests at which this dose may be proposed Initial ¢

Dose may be requested during the course of Yes

authorisation

Max number of additional doses allowed during the 99

Conditions for additional dose

The remainder of the 2g/kg dose may be requested
provided the total dose of 2g/kg is not exceeded.

Min Dose per kg < 1.0 g/kg
Max Dose per kg 2.0 g/kg
Max Total per Dose N/A
Administer in a divided dose Yes

Min divisions 2

Max divisions 5
Assessment instructions N/A
Dose type postscript N/A

Dose Postscript

The aim should be (g dse the lowest dose possible that achieves the appropriate clinical outcome for each

patient.

Refer to the gldrrent product information sheet for further information on dose, administration and

contraindigations.
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Indication 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

Qualifying Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

Qualifying Criteria 4

Preamble

This indication should be used to request maintenance therapy for patients who have been diagnoggd within the
past 12 months. Where the diagnosis was made greater than 12 months ago a request should be,Submitted
using the indication Refractory Persistent or Chronic ITP— splenectomy failed or contrainditated and
second-line agent unsuccessful

[Group 1]
A diagnosis of ITP has been made within the last 12 months

e Please provide the date of initial ITP diagnosis (text) [EI-26]
Max characters: 2500
Max lines: 5
Prompt for a date: No
Decision support text: “...date of diagnosis”
Assessment Instructions: To qualify generally diagng$sis should be within the last 12 months. If greater,
the authorisation may qualify under Refractory Petsistent or Chronic ITP— splenectomy failed or
contraindicated and second-line agent unsuccessful.

AND
The current platelet count is less than 30x30°%/L

e  Current platelet count (Numbg¥)[EI-2]
Internal evaluation: compligtice with qualifying range
Unit: x 10%/L
Lowest valid value: 0
Highest valid valug:500
Lowest qualifyingvalue: 0
Highest qualifying value: 29
Prompt faxa date: single
Date prampt text: date of assessment
Allowrattachments upload
Attachment prompt text “Upload results”
Allow commentary
Decision support text “...current platelet count”.
Assessment Instructions: To qualify the current platelet count must be less than 30x10%/L
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Qualifying Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

AND

[Group 2]

There is evidence of clinically significant bleeding

Please select the type of clinically significant bleeding (Multi-LOV) [EI-1]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1
i. Skin bruising or petechiae (qualifies)
ii. Mucosal bleeding (oral, GIT) (qualifies)
iii. Frank haemorrhage multiple sites (qualifies)
iv. Other, please specify in comments (qualifies)
Allow commentary
Decision support text “...a description of the clinically significant bleeding”.
Assessment Instructions: To qualify clinically significantthteeding must be present. Any from the list will
qualify, use judgement with other.

(®
Py

There is arisk of clinically significant bleeding

AND

Please select the type of bleeding risk'{Multi-LOV) [EI-3]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count r&qjuired: 1
i Trauma (qualifies)
ii. Recent surgery(gualifies)
iii. Other, please specify in comments (qualifies)
Allow commentapy
Internal evaluation: count of selected values
Decision support text: “...a description of the risk of clinically significant bleeding.”
Assessment Instructions: To qualify there must be a risk of clinically significant bleeding. Any from the list
will quatify, use judgement with other.

[Gioup 3]
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Qualifying Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

No improvement in response to conventional doses of corticosteroid therapy for at least 14 days (unless a
valid reason is provided).

e  Corticosteroid treatment period and if less than 14 days please state reason in comments (Nurriber) [EI-5]
Internal evaluation: compliance with qualifying range
Unit: days
Lowest valid value: O
Highest valid value: 1000
Lowest qualifying value: 14
Highest qualifying value: 1000
Allow commentary
Decision support text: “...the number of days corticosteroid therapy wasdtialled or a valid reason
provided.”
Assessment instructions: Corticosteroid treatment must be greatér than or equal to 14 days unless a
valid reason is provided e.g. unacceptable side effects or significant toxicity. Use judgement with the
reason if less than 14 days.

OR
Corticosteroid therapy is contraindicated.

e  Please select the contraindication reason {Multi-LOV) [EI-7]
Internal evaluation: count of selected vaiiles
Minimum qualifying count required: N/&
Minimum selection count requiredy-
— Unstable diabetes (qualifies)
—  Psychosis or mood disgt@er (qualifies)
—  Significant infectionkibicluding sepsis (qualifies)
—  Severe osteoporgsis (qualifies)
—  Myopathy (quatifies)
— Active gastrointestinal bleeding (qualifies)
—  History®favascular necrosis (qualifies)
—  Otheréplease specify in comments (qualifies)
Allow cgfnmentary
Decigion support text: N/A
Assessment instructions: To qualify one of the following must be selected. Use judgement with other.

AND

[Group 4]
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Qualifying Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

At least one second line agent has been unsuccessful in raising the platelet count above 30x10°8/L

e Please select the second line agent trialled (Multi -LOV) [EI-18]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1
i. Azathioprine (qualifies)
ii. Danazol (qualifies)
iii. Dapsone (qualifies)

iv. Rituximab (qualifies)
V. Thrombopoietin receptor agonist (qualifies)
Vi. Other, please specify in comments (qualifies)

Allow commentary

Decision support text: “...the second-line agent(s) that have beenunsuccessful in raising the platelet
count above 30x10°%/L.

Assessor instructions: Any agent from the list will qualify;\Please use judgement with other.

Qualifying Postscript
Review must be undertaken six monthly by a haematstogist, paediatrician or general physician.
Documentation of clinical effectiveness is necessary for continuation of 1VIg therapy.

Ongoing use of IVIg should be primarily to prevent bleeding while other treatment options are explored,
including splenectomy.

Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

Review Criteria 4

Initial authorisation geriod: 6 months

Review can be comipleted: Yes

Continuing treatfment is permitted: Yes

Continuing authorisation period: 6 months

Total treativient period for an authorisation (max): 12 months

Initial rgview to be undertaken by: Specialist — Haematologist, Paediatrician, General Medicine Physician
Contiinuing review to be undertaken by: Specialist — Haematologist, Paediatrician, General Medicine Physician
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Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

Review preamble

Review must be undertaken six monthly by a haematologist, paediatrician or general physician.
Documentation of clinical effectiveness is necessary for continuation of 1VIg therapy.

Ongoing use of IVIg should be primarily to prevent bleeding while other treatment options are explored, including
splenectomy.

On review of the initial authorisation period:
[Group 1]
Current platelet count is less than 30x10°%/L

e  Current platelet count (Number)
Is mandatory: Yes
Internal evaluation: compliance with qualifying range
Unit of measure: x 10"9/L
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 29
Prompt for a date: single
Date prompt text: date of assessment
Allow attachments upload
Attachment prompt text: Uploadresults
Allow commentary
Decision support text: N/A
Assessment Instructions: To qualify the current platelet count must be less than 30x10°/L.

AND
[Group 2]
Ig therapy resulted in a resolution of active bleeding or a reduction in evidence of bleeding correlating with a

doublingof baseline platelet count or an increment in platelet count of greater than 10x10%L within seven days of
Ig thejapy

e Please select the type of bleeding resolved or reduced (Multi-LOV) [EI-19]
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Review Criteria 4 Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

Is mandatory: Yes
Internal evaluation: compliance with qualifying values
Minimum qualifying count: 1
Minimum selection count: N/A
i Mucosal bleeding (oral, GIT) reduced /resolved (qualifies)
ii. Intracranial bleeding reduced or resolved (qualifies)
iii. Wound or other active skin bleeding resolved (qualifies)

iv. Mild bruising or petechiae resolved (qualifies)

V. Mucosal bleeding reduced /resolved (qualifies)

Vi. Wound or other active bleeding resolved (qualifies)
vii. No change in active bleeding (does not qualify)
viii. Other, please specify in comments (qualifies)

Prompt for a date: None

Allow commentary

Decision support text N/A

Assessment Instructions: To qualify there must be a reductien in bleeding with Ig therapy, if bleeding was
presentinitially. Please use judgement with other.

e Platelet count and response following (within seven:glays) Ig therapy (Number)
Is mandatory: Yes
Internal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 500
Prompt for a date: single
Date prompt text: datexof'assessment
Show interpretation@fresults: Yes
Interpretation of rgsults values
i Doubligg of baseline platelet count (qualifies)
ii. Increment in platelet count of greater than 10x10%/L (qualifies)
iii. Inctement in platelet count less than 10x10°%L and did not double (does not qualify)
iv. Other, describe in comments (does not qualify)
Allow attachment upload
Attachment prompt text: Upload results
Allow commentary: Yes
Decision support text: N/A
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Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

Assessment Instructions: To qualify at least one qualifying value must be selected. Assessors to check ’
qualifying platelet count value.

e Please provide date of, and response to most recent Ig infusion (text) [EI-22]
Is mandatory: Yes
Max characters: 2500
Max lines: 5
Prompt for a date: single
Date prompt text: date of most recent Ig infusion
Decision support text: N/A
Assessment Instructions: The post treatment platelet count must have b&eh within 7 days of the date of
the most recent Ig infusion. See previous evidence item for post-treatment platelet date. There must be a
demonstrated response to Ig therapy including a reduction or resolution in bleeding and a post treatment
platelet count rise of >10x10°%/L or double the pre-treatment count-{i.e. if <10x10°/L pre-treatment) within 7
days of previous Ig therapy.

OR

In patients without active bleeding a doubling of baseline ptatelet count and a rise in platelet count to greater
than 30x10%/L was demonstrated within seven days of ig'therapy

e  Platelet count and response following (within'seven days) previous Ig therapy (Number)

Is mandatory: No

Internal evaluation: Interpretation coampliance

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: 0

Highest valid value: 500

Lowest qualifying value:"0

Highest qualifying vatue: 500

Prompt for a datedsingle

Date promptte%t: date of assessment

Show intergretation of results: Yes

Interpretation of results values:

— _Double from baseline platelet count but not above 30x10%L (does not qualify)
—& “Double from baseline platelet count and above 30x10%L (qualifies)

= Did not double from baseline but was above 30x10°/L (does not qualify)

Allow commentary

Decision support text: N/A

Assessment Instructions: To qualify at least one qualifying value must be selected.
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Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

e Please provide date of, and response to most recent Ig infusion (text) [EI-22]
Is mandatory: Yes
Max characters: 2500
Max lines: 5
Prompt for a date: single
Date prompt text: date of assessment
Decision support text: N/A
Assessment Instructions: The post treatment platelet count must have been within 7 days of the date
of the most recent Ig infusion. See previous evidence item for post-treatment.glatelet date. There must
be a demonstrated response to Ig therapy including a doubling of baseline ptatelet count and arise in
platelet count to greater than 30x10°%/L within 7 days of previous Ig therapy.

On review of a transitioning authorisation
[Group 1]

Group preamble
Severity of disease prior to Ig therapy

Prior to Ig therapy, the platelet count was less than30x10°%/L

e  Platelet count prior to Ig therapy (Numbgi;[EI-2]
Interpretation evaluation: compliance with qualifying range
Unit: x 10%/L
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: @

Highest qualifying value>29

Prompt for a date: single

Date prompt textidate of assessment

Allow attachmeénts upload

Attachmentprompt text: “Upload results”

Allow corimentary

Decision support text: N/A

Assessment Instructions: To qualify the platelet count must be less than 30x10%/L

AND

Prior to Ig therapy, there was actual, or risk of, clinically significant bleeding
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Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

e Please select the type of clinically significant bleeding or bleeding risk prior to Ig therapy (Multi-LOV){Ei-1]

Internal evaluation: count of selected values

Minimum qualifying count required: N/A

Minimum selection of count required: 1

—  Skin bruising or petechiae (qualifies)

— Mucosal bleeding (oral, GIT) (qualifies)

— Frank haemorrhage multiple sites (qualifies)

—  Trauma (qualifies)

—  Recent surgery (qualifies)

—  Other orunknown, please describe in comments (qualifies)
Allow commentary

Decision support text: N/A
Assessment Instructions: To qualify clinically significant bleeding must have been present or a risk prior
to therapy. Any selection will qualify, use judgement with otheryYWhile the patient may have been under
the care of a different TMS at the time of diagnosis, every enfeavour should have been made to confirm
the key elements of the diagnosis, for example the cliniciah may reference a referral letter that confirms
the original diagnosis.

AND

Prior to Ig therapy, there was no improvement n response to conventional doses of corticosteroids (unless
unacceptable side effects, significant toxicity)6r contraindicated)

. Please describe the response to corticosteroid treatment including the treatment period, or provide details
as to why any treatment may have been less than 14 days (Text) [El-5]
Is mandatory: Yes
Max characters: 2500
Max lines: 5
Decision support tekxt: N/A
Assessment instructions: Corticosteroid treatment must be greater than or equal to 14 days unless a
valid reason {s'provided e.g. unacceptable side effects or significant toxicity or contraindicated. Use
judgementwith the reason if less than 14 days. This may be unknown if the patient was under the care of a
different TMS at the time of diagnosis.

AND
Prior to Ig therapy, at least one second line agent was unsuccessful in raising the platelet count above 30x10%/L.

e Please select the second line agent(s) trialled (Multi-LOV) [EI-18]
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Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

Internal evaluation: count of selected values
Minimum qualifying count required: N/A

Minimum selection of count required: 1

—  Azathioprine (qualifies)

— Danazol (qualifies)

— Dapsone (qualifies)

— Rituximab (qualifies)

— Thrombopoietin receptor agonist (qualifies)

—  Other, please specify in comments (qualifies)
Allow commentary

Decision support text: N/A
Assessor instructions: Any unsuccessful agent from the list will qualify. Please use judgement with other.

AND
[Group 2]

Group preamble
Current requirement for continued Ig therapy

Current platelet count is less than 30x10°%/L

e Current platelet count (Number) [EI-2]
Internal evaluation: compliance with:qualifying range
Unit: x 10%/L
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: G
Highest qualifying value: 29
Prompt for a date: sitigle
Date prompt texti-date of assessment
Allow attachmient upload
Attachmen®prompt text: Upload results
Allow cginmentary
Decision support text: N/A
Assessment Instructions: To qualify the current platelet count must be less than 30x10%/L

AND

[Group 3]
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Review Criteria 4 Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

Group preamble
Response to Ig therapy

Ig therapy resulted in a resolution of active bleeding or a reduction in evidence of bleeding, correlating with a
doubling of baseline platelet count or an increase in platelet count increment of greater than 16x10%L within

seven days of Ig therapy

e Please select the type of bleeding resolved or reduced (Multi-LOV) [EI-19]

Is mandatory: Yes
Internal evaluation: count of compliance with qualifying ranges
Min qualifying count: 1
Min selection count: N/A

i. Mucosal bleeding (oral, GIT) reduced / resolved (qualifigs)

ii. Intracranial bleeding reduced or resolved (qualifies)

iii. Wound or other active skin bleeding resolved (qualifies)

iv. Mild bruising or petechiae resolved (qualifies)

V. Mucosal bleeding reduced / resolved (qualifies)

Vi. Wound or other active bleeding resolved\(gualifies)
Vii. No change in active bleeding (does noZqualify)
viii. Other, please specify in commentsy{dqualifies)

Allow commentary
Decision support text N/A
Assessment Instructions: To qualify'there must be a reduction in bleeding with Ig therapy, if bleeding was

present. Please use judgement with other.

e  Platelet count and responséfollowing (within seven days) Ig therapy (Number)
Internal evaluation: Intetpretation compliance
Unit of measure: x 1%L
Number of decimats: 0
Lowest valid vatide: O
Highest valid¥alue: 500
Lowest gu@tifying value: 0
Highestdqualifying value: 500
Prompt for a date: single
Date prompt text: date of assessment
Show interpretation of results: Yes
Interpretation of results values
i. Doubling of baseline platelet count (qualifies)
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Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

ii. Increment in platelet count of greater than 10x10°%L (qualifies)
iii. Increment in platelet count less than 10x10°%/L and did not double (does not qualify)
Allow attachment upload
Attachment prompt text: Upload results
Allow commentary
Decision support text: N/A
Assessment Instructions: To qualify at least one qualifying value must be selected.

e Please provide the date of, and response to most recent Ig infusion (text) [EI-22]
Is mandatory: Yes
Max characters: 2500
Max lines: 5
Prompt for a date: single
Date prompt text: date of assessment
Decision support text: N/A
Assessment Instructions: The post treatment platelet cour{-must have been within 7 days of the date of
the most recent Ig infusion. See previous evidence item fgi'post-treatment platelet date
There must be a demonstrated response to Ig therapy to-qualify: a reduction or resolution in bleeding and
a post treatment platelet count rise of >10x10°%/L or:dguble the pre-treatment count. i.e. if <10x10%/L pre-
treatment within 7 days of previous Ig therapy.

OR

In patients without active bleeding, a doubling of baseline platelet count and a rise in platelet count to greater
than 30x10%/L was demonstrated within §&even days of previous Ig therapy

e Platelet count following (withifi seven days) Ig therapy
Is mandatory: Yes
Internal evaluation: Interpretation compliance
Unit of measure: x 10%7L
Number of decimats: 0
Lowest valid ydtue: O
Highest valid value: 500
Lowest gualifying value: O
Highestqualifying value: 500
Premipt for a date: single
Bate prompt text: date of assessment
Show interpretation of results: Yes
Interpretation of results values
— Double from baseline platelet count but not above 30x10%L (does not qualify)
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Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

—  Double from baseline platelet count and above 30x10°/L (qualifies)
— Did not double from baseline but was above 30x10°/L (does not qualify)
Allow attachments
Attachment prompt text: Upload results
Allow commentary
Decision support text: N/A
Assessment Instructions: To qualify the platelet response must be both double fromdsaseline AND
greater than 30x10°%/L.

e Please provide the date of, and response to the most recent Ig infusion (texi)[EI-22]
Max characters: 2500
Max lines: 5
Prompt for a date: None
Decision support text: N/A
Assessment Instructions: The post treatment platelet coumi-must have been within 7 days of the date of
the most recent Ig infusion. See previous evidence item f@i"post-treatment platelet date. There must be a
demonstrated response to Ig therapy to qualify: a reduétion or resolution in bleeding and a post treatment
platelet count rise to >30x10°%/L and double the pre=treatment count

On review of a continuing authorisation request
[Group 1]
Current platelet count is less than 30x10%L

e Current platelet count (Number) [El-2]
Internal evaluation: compitiance with qualifying range
Unit: x 10%/L
Lowest valid value: @
Highest valid valle: 500
Lowest qualifyifg value: 0
Highest quaiifying value: 29
Prompt for a date: single
Date grompt text: date of assessment
Allew attachment upload
Aftachment prompt text: Upload results
Allow commentary
Decision support text: N/A
Assessment Instructions: To qualify the current platelet count must be less than 30x10%/L




OFFICIAL

Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

AND
[Group 2]

Ig therapy resulted in resolution of active bleeding or a reduction in evidence of bleeding, corretating with a
doubling of baseline platelet count or an increment in platelet count of greater than 10x10%1cWithin seven days of
Ig therapy

e Please select the type of bleeding resolved or reduced (Multi-LOV) [EI-19]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1
i. Mucosal bleeding (oral, GIT) reduced / resolved (qualifies)
ii. Intracranial bleeding reduced or resolved (qualifies)
iii. Wound or other active skin bleeding resolved (qualifigs)

iv. Mild bruising or petechiae resolved (qualifies)

V. Mucosal bleeding reduced / resolved (qualifies}

Vi. Wound or other active bleeding resolved (quatifies)
vii. No change in active bleeding (does not guatify)
viii. Other, please specify in comments (qualifies)

Prompt for a date: None

Allow commentary

Decision support text: N/A

Assessment Instructions: To qualiy for ongoing Ig there must have been a response within 7 days of
previous Ig therapy. Bleeding must have either reduced or resolved. Please use judgement with other.

e  Platelet count within sevefdays post Ig therapy (Number)
Internal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimats: 0
Lowest valid yatue: 0
Highest valid value: 500
Lowest gualifying value: O
Highest qualifying value: 500
Progmipt for a date: single
Pate prompt text: date of assessment
Show interpretation of results: Yes
Interpretation of results values:
— Doubling of baseline platelet count (qualifies)
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Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

— Increment in platelet count of greater than 10x10”°%/L (qualifies)
— Incrementin platelet count greater than 10x10"%/L and doubling of baseline (qualifies)
—  Other-describe in comments (does not qualify)

Allow attachments upload

Attachment prompt text: Upload results

Allow commentary

Decision support text: N/A

Assessment Instructions: To qualify any qualifying value must be selected.

e Please provide the date of, and response to, most recent Ig infusion (text) [El:22]
Max characters: 2500
Max lines: 5
Prompt for a date: single
Date prompt text: date of most recent Ig infusion
Decision support text N/A
Assessment Instructions: The post treatment platelet courni'must have been within 7 days of the date of
the mostrecent Ig infusion. See previous evidence item fay'post-treatment platelet date.
There must be a demonstrated response to Ig therapy46 qualify: a reduction or resolution in bleeding and a
post treatment platelet count rise of >10x10%L or distible the pre-treatment count (i.e. if <10x10%L pre-
treatment).

OR

In patients without active bleeding, a doubtling of baseline platelet count and a rise in platelet count to greater

than 30x10°%L was demonstrated within seven days of previous Ig therapy

e Platelet count and responsefollowing (within seven days) most recent Ig therapy (Number)
Internal evaluation: Interfi:étation compliance
Unit of measure: x 10%4.
Number of decimals:0
Lowest valid valuye: 0
Highest valida/atue: 500
Lowest qualifying value: 0
Highest gualifying value: 500
Promgt'for a date: single
Dalte prompt text: date of assessment
Show interpretation of results: Yes
Interpretation of results values
—  Double from baseline platelet count but not above 30 x 10%L (does not qualify)
—  Double from baseline platelet count and above 30x10°/L (qualifies)
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Review Criteria 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

— Did not double from baseline but was above 30x10°%/L (does not qualify)
— Did not double from baseline and was below 30x10%L (does not qualify)

Allow attachments upload

Attachment prompt text: Upload results
Allow commentary

Decision support text: N/A

Assessment Instructions: To qualify the platelet response must be both double fromdsaseline AND

greater than 30x10°%/L.

e Please provide the date of, and response to, the most recent Ig infusion (text){El-22]

Max characters: 2500
Max lines: 5

Prompt for a date: None
Decision support text: N/A

Assessment Instructions: The post treatment platelet count must have been within 7 days of the date of
the mostrecent Ig infusion. There must be a demonstrated response to Ig therapy to qualify: a reduction or
resolution in bleeding and a post treatment platelet couritrise to >30x10%L and double the pre-treatment

count.

Dose 4

Newly diagnosed or persistent ITP — subsequent therapy (diagnosis <12 months)

Dose 4

Maintenance dose

Dose text

0.4 - 2g/kg as a single or divided dose at 4 to 6 weekly
intervals titrated to symptoms and platelet count, up to a
maximum of 2g/kg/4 week period

Infusion method

IVig

Dose type

Maintenance dose

Requests at which this dose may be proposed

Initial, continuing

Min Dose per kg 0.4 g/kg
Max Dose perkg 2.0 g/kg
Max Total perDose N/A
Administerin a divided dose Yes
Min divisions 2

| Max‘divisions 5
Minimum frequency 2
Maximum frequency 6
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Dose 4

Newly diagnosed or persistent ITP —subsequent therapy (diagnosis <12 months)

Frequency unit Weeks

Max dose per period per kg 2.0 g/kg every 4 weeks ol
Assessment instructions n/A

Dose type postscript N/A

Dose Postscript

The objective of IVIg therapy in ITP is to maintain a safe platelet count while other therapeuti¢ options are
explored.

The aim should be to use the lowest dose possible that achieves the appropriate cli§ical outcome for each
patient.

Refer to the current product information sheet for further information on dqsg, administration and
contraindications.
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Indication 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Qualifying Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agerit
unsuccessful

Qualifying Criteria 5

Preamble

This indication should be used to request maintenance therapy for patients where a diagnosis was made greater
than 12 months ago. For patients who have been diagnosed within the past 12 months a request should be
submitted using the indication Newly diagnosed or persistent ITP —subsequent therapydiagnosis <12
months)

[Group 1]
Date of initial ITP diagnosis is greater than 12 months in the past.

e Date of initial ITP diagnosis (text) [EI-26]
Max characters: 2500
Max lines: 5
Decision support text: “...date of diagnosis”
Assessment Instructions: To qualify generally diagriosis should be at least 12 months previously. If less
authorisation should be under Newly diagnosede persistent ITP - subsequent therapy (diagnosis <12
months).
AND

Current platelet count less than 30x10%L in‘a‘patient with persistent or chronic ITP

e Please provide the current platetat count (Number) [EI-2]
Internal evaluation: complian@e with qualifying range
Units: x 10%/L
Lowest valid value: 0
Highest valid value: 560
Lowest qualifying-yalue: 0
Highest qualifyvinig value: 29
Prompt for g date: single
Date prorivpt text: date of assessment
Allow aitachments upload
Attachment prompt text: Upload results
Atow commentary
Decision support text “...current platelet count”.
Assessment Instructions: To qualify the current platelet count must be less than 30x10°/L.
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Qualifying Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

AND
[Group 2]
There is clinically significant bleeding

e Please select the type of clinically significant bleeding (Multi-LOV) [EIl-1]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1
i. Skin bruising or petechiae (qualifies)
ii. Mucosal bleeding (oral, GIT) (qualifies)
iii. Frank haemorrhage multiple sites (qualifies)
iv. Other, please describe in comments (qualifies)
Allow commentary
Decision support text “...a description of the clinically sigoificant bleeding”.
Assessment Instructions: To qualify clinically significant bleeding must be present. Any from the list will
qualify, use judgement with other.

OR
There is arisk of clinically significant bleeding

e  Please select the type of bleeding risk (Multi-LOV) [EI-3]
Internal evaluation: count of sete’cted values
Minimum qualifying count rggquired: N/A
Minimum selection of cotifit required: 1
i. Trauma (qualifias)
ii. Recent surgery (qualifies)
iii. Other, plegase specify in comments (qualifies)
Allow commeritary
Decision stigport text “...a description of the risk of clinically significant bleeding”.
Assessmient Instructions: To qualify there must be a risk of clinically significant bleeding. Any from the list
will qzalify, use judgement with other.

AND

[Group 3]
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Qualifying Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Previous Ig therapy resulted in a resolution of active bleeding or a reduction in evidence of bleeding, correlating
with a doubling of baseline platelet count and/or an increase in platelet count increment of greater than 10x10%/L

within seven days

e Please select the type of bleeding resolved or reduced (Multi-LOV) [EI-19]
Internal evaluation: count of compliance with qualifying values
Minimum qualifying count required: 1
Minimum selection of count required: N/A
i Mucosal bleeding (oral, GIT) reduced or resolved (qualifies)
ii. Intracranial bleeding reduced or resolved (qualifies)
iii. Wound or other active skin bleeding resolved or reduced (qualifies)

iv. Mild bruising or petechiae resolved or reduced (qualifies)

V. Mucosal bleeding reduced or resolved (qualifies)

Vi. Wound or other active bleeding resolved or reduced (quélifies)
Vii. No change in bleeding (does not qualify)
viii. Other, please specify in comments (qualifies)

Allow commentary
Decision Support text: “...a description of the responseo Ig therapy”
Assessment Instructions: To qualify for ongoing lgthere must have been a response within 7 days of

b

previous Ig therapy. Bleeding must have either reduced or resolved. Please use judgement with other.

o  Please provide the pre-treatment platelet.cgunt (Number)
Internal evaluation: compliance with qUétifying range
Unit: x 10%/L
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value:29
Prompt for a date: singie
Date prompt text: date of assessment
Allow attachmenis upload
Attachment prompt text: Upload results
Allow comgtentary
Decisiopi'support text “...pre-treatment platelet count”.
Asse§sment Instructions: To qualify the current platelet count must be less than 30x10°/L

e <Platelet count and response following (within seven days) of Ig therapy (Number)
Internal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
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Qualifying Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 500
Prompt for a date: single
Date prompt text: Date of assessment
Show interpretation of results: Yes
Interpretation of results values
i Doubling of baseline platelet count (qualifies)
ii. Increment in platelet count of greater than 10x10°%L (qualifies)
iii. Doubling of baseline platelet count and increment of greater tham,10x10%L (qualifies)
iv. Other, please specify in comments (does not qualify)
Allow attachments
Attachment prompt text: Upload results
Allow commentary
Decision support text: “...the platelet response within 7 daysof most recent Ig therapy”
Assessment Instructions: To qualify the platelet resporise must be one of the first three in the list. Use
judgement with other.

e Please describe date of, and response to the mast recent Ig infusion (text) [EI-22]
Max characters: 2500
Max lines: 5
Decision support text “...date of, and response to the most recent Ig infusion”
Assessment Instructions: The post:itreatment platelet count must have been within 7 days of the date of
the most recent Ig infusion. See prévious evidence item for post-treatment platelet date.
There must be a demonstrateditesponse to Ig therapy to qualify including: a reduction or resolution in
bleeding and a post treatmeiit platelet count rise of >10x10°%/L or double the pre-treatment count (i.e. if
<10x10%/L pre-treatment):6t an increase in platelet increment by at least 10x10%/L.

OR

In patients without.active bleeding, a doubling of baseline platelet count and arise in platelet count to greater
than 30x10%/L wagzdemonstrated within seven days of previous Ig therapy

e Pleaseprovide the pre-treatment platelet count
Internal evaluation: compliance with qualifying range
Bnit: x 10%/L
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
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Qualifying Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

AND

Highest qualifying value: 29

Prompt for a date: single

Date prompt text: date of assessment

Allow attachments upload

Attachment prompt text: Upload results

Allow commentary

Decision support text “...pre-treatment platelet count”.

Assessment Instructions: To qualify the pre-treatment platelet count must be less-than 30x10°%/L

Platelet count and response following (within seven days) Ig therapy (Numbei)
Internal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: O
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 500
Show interpretation of results: Yes
Interpretation of results values
i. Double from baseline platelet count AND above 30x10%L (qualifies)
ii. Other (does not qualify)
Date of assessment: single
Date prompt: date of test
Allow commentary:
Allow attachments: Upload resulis
Decision support text: “...the plételet response within 7 days of Ig therapy”
Assessment Instructions: To qualify the platelet response must be both double from baseline AND
greater than 30x10°%/L.

Please describe theidate of, and response to the most recent Ig infusion (text) [EI-22]
Max characters: 2500

Max lines: 5

Decision sglpport text: “...date of, and response to the most recent Ig infusion”

Assessgent Instructions: The post treatment platelet count must have been within 7 days of the date of

the most recent Ig infusion. See previous evidence item for post-treatment platelet date.
There must be a demonstrated response to Ig therapy to qualify including: a reduction or resolution in
Bleeding and a post treatment platelet count rise to >30x10%L and double the pre-treatment count
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Qualifying Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

[Group 4]

Splenectomy has failed to correct thrombocytopenia.

e  Please comment regarding the patient’s thrombocytopenia post-splenectomy (Text*) [EI-27]

73

Max characters: 2500

Max lines: 5

Decision support text: “...the response to splenectomy.”

Assessment instructions: Avalid comment is required regarding the failed corprection of
thrombocytopenia following splenectomy.

OR

Splenectomy is contraindicated.

e Please select the splenectomy contraindication reason (Multi -£LOV) [EI-28]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1

Extra-medullary haematopoiesis (qualifies)
Surgically contraindicated (qualifies)
Other, please specify in comments (qlialifies)

Allow commentary
Decision support text “...the splenectorsy contraindication reason.”
Assessment instructions: Any reasen from the list will qualify. Please use judgement with other.

AND

[Group 5]

Therapy with a second-liné agent has been unsuccessful in raising the platelet count above 30x10°%/L.

e Please selecithe second line agent trialled (Multi -LOV) [EI-18]
Internal evatuation: count of selected values
Minimugh qualifying count required: N/A
Minimium selection of count required: 1

1S
il.
iii.
iv.
V.

Azathioprine (qualifies)
Danazol (qualifies)
Dapsone (qualifies)
Rituximab (qualifies)
TPO (qualifies)
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Qualifying Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Vi. Other, please specify in comments (qualifies)

Allow commentary

Decision support text “...the second-line agent that has not been successful in raising the platelet.count
above 30x10°%/L.

Assessment instructions: Any unsuccessful agent from the list will qualify. Please use judgsment with
other.

Qualifying Postscript
With ongoing therapy, IVIg may be administered to achieve a platelet count of greatsr than 30x10°%/L.
Review must be undertaken six monthly by a haematologist, paediatrician, or ggneral physician.

Documentation of clinical effectiveness is necessary for continuation of |\{(lg therapy.

Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed 6®contraindicated and second-line agent
unsuccessful

Review Criteria 5

Initial authorisation period: 6 months

Review can be completed: Yes

Continuing Treatment is permitted: Yes

Continuing authorisation period (max): 6 months

Initial review to be undertaken by: Specialist~ Haematologist, Paediatrician, General Medicine Physician
Continuing Review to be undertaken by: Specialist - Haematologist, Paediatrician, General Medicine Physician

Review preamble
Review must be undertaken six mghthly by a haematologist, paediatrician, or general physician.
Documentation of clinical effeggiveness is necessary for continuation of 1VIg therapy.

On review of an initial authorisation request
[Group 1]
The platelet cgunt responds to Ig therapy but cannot be maintained above 30x10°%/L
e Lowest maintenance platelet count (Number) [EI-2]
ifiternal evaluation: compliance with qualifying range
Unit: x 10%/L

Lowest valid value: 0
Highest valid value: 500
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Lowest qualifying value: 0

Highest qualifying value: 29

Prompt for a date: single

Date prompt text: date of assessment

Allow attachments upload

Attachment prompt text: Upload results

Allow commentary

Decision support text: N/A

Assessment Instructions: To qualify the lowest maintenance platelet count cannot be maintained above
30x10°%/L

AND
[Group 2]

Ig therapy resulted in resolution of active bleeding or a reduction irvevidence of bleeding, correlating with a
doubling of baseline platelet count or an increase in platelet céint by an increment of greater than 10x10%/L
within seven days of Ig therapy

e Please select the type of bleeding resolved or reduced (Multi-LOV) [EI-19]

Internal evaluation: count of compliance with*gualifying values

Minimum qualifying count required: 1

Minimum selection of count required: ISfA

—  Mucosal bleeding (oral, GIT) reguced / resolved (qualifies)

— Intracranial bleeding reduced or resolved (qualifies)

—  Wound or other active skitibleeding resolved (qualifies)

— Mild bruising or petectiiae resolved (qualifies)

—  Mucosal bleedingweduced / resolved (qualifies)

— Wound or other @ctive bleeding resolved (qualifies)

— No change incactive bleeding (does not qualify)

—  Other, plegse specify in comments (qualifies)

Prompt for a date: None
Allow corashentary

Decisigft support text: N/A

Assessment Instructions: To qualify for ongoing Ig there must have been a response within 7 days of
pfevious Ig therapy. Bleeding must have either reduced or resolved unless no active bleeding was evident
at diagnosis. Please use judgement with other.

e Please provide the platelet count and response following (within seven days) Ig therapy (Number)
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Internal evaluation: Interpretation compliance

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: 0

Highest valid value: 500

Lowest qualifying value: O

Highest qualifying value: 500

Prompt for a date: single

Date prompt text: date of assessment

Show interpretation of results: Yes

Interpretation of results values
—  Doubling of baseline platelet count (qualifies)
— Increment in platelet count of greater than 10x10%L (qualifies)
— Incrementin platelet count greater than 10x10%L and doubting of baseline (qualifies)
—  Other-describe in comments (does not qualify)

Allow attachments upload

Attachment prompt text: Upload results

Allow commentary: yes

Decision support text: N/A

Assessment Instructions: To qualify any qualifying value must be selected. Use judgement with other.

e Please provide the date of, and responserio'the most recent Ig infusion (text) [EI-22]
Max characters: 2500
Max lines: 5
Prompt for a date: single
Date prompt text: date of mosirecent Ig infusion
Decision support text: N/A

Assessment Instructioms: The post treatment platelet count must have been within 7 days of the date of
the most recent Ig infusion. See previous evidence item for post-treatment platelet date. There must be a
demonstrated respdnse to Ig therapy to qualify including: a reduction or resolution in bleeding and a post

treatment platelet’ count rise of >10x10%/L or double the pre-treatment count (i.e. if <10x10°%/L pre-
treatment)

OR

In patiests without active bleeding, a doubling of baseline platelet count and arise in platelet count to greater

than,30x10%/L was demonstrated within seven days of the most recent Ig therapy

e Please provide the platelet count and response following (within seven days) the most recent Ig therapy

(Number)
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Internal evaluation: Interpretation compliance

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: 0

Highest valid value: 500

Lowest qualifying value: O

Highest qualifying value: 500

Prompt for a date: single

Date prompt text: date of assessment

Show interpretation of results: Yes

Interpretation of results values

—  Double from baseline platelet count AND above 30x10%L (qualifies)
—  Other (does not qualify)

Allow attachments

Attachment prompt text: Upload results

Allow commentary

Decision support text: N/A

Assessment Instructions: To qualify the platelet resgonse must be both double from baseline AND
greater than 30x10°%/L.

e Please provide the date of, and responseto-the most recent Ig infusion (text) [EI-22]
Max characters: 2500
Max lines: 5
Prompt for a date: None
Decision support text: N/A
Assessment Instructions: The post treatment platelet count must have been within 7 days of the date of
the most recent Ig infusigii” See previous evidence item for post-treatment platelet date. There must be a
demonstrated respongge to Ig therapy to qualify including: a reduction or resolution in bleeding and a post
treatment platelet gount rise to >30x10°%L and double the pre-treatment count

On review of a trarnsitioning authorisation
[Group 1]

Group pfeamble
Prior#¢’lg therapy

Prior to Ig therapy, there was actual, or risk of, clinically significant bleeding
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

e Please select the type of clinically significant bleeding or bleeding risk prior to Ig therapy (Multi-LOV) [Ei<7]

Internal evaluation: count of selected values

Minimum qualifying count required: N/A

Minimum selection of count required: 1

—  Skin bruising or petechiae (qualifies)

— Mucosal bleeding (oral, GIT) (qualifies)

— Frank haemorrhage multiple sites (qualifies)

—  Trauma (qualifies)

— Recent surgery (qualifies)

—  Other or unknown, please describe in comments (qualifies)

Prompt for a date: None
Allow commentary

Decision support text: N/A
Assessment Instructions: To qualify clinically significant bleedifig must be present or a risk. Any
selection will qualify, use judgement with other. While the patient may have been under the care of a
different TMS at the time of diagnosis, every endeavour shatitd have been made to confirm the key
elements of the diagnosis, for example the clinician may.réference a referral letter that confirms the
original diagnosis.

AND
Splenectomy failed to correct thrombocytopenia or splenectomy is contraindicated

e Please comment regarding the patient’s thrombocytopenia post-splenectomy or advise the reason
splenectomy is contraindicated (Text*) [EI-27]
Max characters: 2500
Max lines: 5
Prompt for a date: None
Decision support text™/A
Assessor instructions: Avalid comment is required regarding the failed correction of thrombocytopenia
following splengétomy or a contraindication reason is provided (e.g. extra-medullary haematopoiesis,
surgical contraindication)

AND
Therapywith a second-line agent has been unsuccessful in raising the platelet count above 30x10%/L.

»~ Please select the second line agent therapy trialled (Multi -LOV) [EI-18]
Internal evaluation: count of selected values
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Minimum qualifying count required: N/A
Minimum selection of count required: 1
—  Azathioprine (qualifies)
— Danazol (qualifies)
— Dapsone (qualifies)
—  Rituximab (qualifies)
—  TPO (qualifies)
—  Other, please specify in comments (qualifies)
Allow commentary
Decision support text N/A
Assessor instructions: Any unsuccessful agent from the list will qualify.-ftease use judgement with other.

AND
The platelet count responds to Ig therapy but cannot be maintained-above 30x10°%/L

e Please provide the lowest maintenance platelet count (Number) [EI-2]
Internal evaluation: compliance with qualifying range
Unit: x 10%/L
Number of decimals: 0
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 29
Prompt for a date: single
Date prompt text: date of asse§sment
Allow attachments upload
Attachment prompt text{Upload results”
Allow commentary
Decision support.text N/A
Assessment Ingtructions: To qualify the lowest maintenance platelet count must be less than 30x10°%/L

AND
[Group 2]

Groyf@preamble
ReSponse to Ig therapy
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Previous Ig therapy resulted in resolution of active bleeding or a reduction in evidence of bleeding, correlating
with a doubling of baseline platelet count or an increase in platelet count increment of greater than 10x10%£
within seven days of Ig therapy

e Please select the type of bleeding resolved or reduced (Multi-LOV) [EI-19]
Internal evaluation: count of compliance with qualifying values
Minimum qualifying count required: 1
Minimum selection of count required: N/A
i. Mucosal bleeding (oral, GIT) reduced / resolved (qualifies)
ii. Intracranial bleeding reduced or resolved (qualifies)
iii. Wound or other active skin bleeding resolved (qualifies)

iv. Mild bruising or petechiae resolved (qualifies)

V. Mucosal bleeding reduced / resolved (qualifies)

Vi. Wound or other active bleeding resolved (qualifies)
Vii. No change in active bleeding (does not qualify)
viii. Other, please specify in comments (qualifies)

Allow commentary

Assessment Instructions: To qualify for ongoing Ig thefe must have been a response within 7 days of
previous Ig therapy. Bleeding must have either reduted or resolved unless no active bleeding was evident
at diagnosis. Please use judgement with other.

e  Please provide the platelet count and response following (within seven days) Ig therapy (Number)
Internal evaluation: Interpretation compiiance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: O
Highest valid value: 500
Lowest qualifying value; &
Highest qualifying valu®: 500
Prompt for a date: single
Date prompt tex#;,-tUate of assessment
Show Interprétation of Results: Yes
Interpretati®n of results values:
— Detibling of baseline platelet count (qualifies)
— dncrementin platelet count of greater than 10x10%L (qualifies)
-~ Increment in platelet count greater than 10x10%L and doubling of baseline (qualifies)
—  Other-describe in comments (does not qualify)
Allow commentary
Allow attachments: Upload results
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

Decision support text: N/A
Assessment Instructions: To qualify any qualifying value must be selected.

e Please provide date of, and response to the most recent Ig infusion (text) [EI-22]
Max characters: 2500
Max lines: 5
Prompt for a date: single
Date prompt text: date of assessment
Decision support text: N/A
Assessment Instructions: The post treatment platelet count must have beenxwithin 7 days of the date of
the most recent Ig infusion. See previous evidence item for post-treatmentplatelet date.
There must be a demonstrated response to Ig therapy to qualify including a reduction or resolution in
bleeding and a post treatment platelet count rise of >10x10°%/L or double the pre-treatment count (i.e. if
<10x10%/L pre-treatment was demonstrated) within 7 days of the fiost recent Ig therapy

OR

In patients without active bleeding, a doubling of baseline platelet count and a rise in platelet count to greater
than 30x10%/L was demonstrated within seven days of previous Ig therapy

e  Please provide the platelet count and response following (within seven days) the most recent Ig therapy
Internal evaluation: Interpretation compliance
Unit of measure: x10%/L
Number of decimals: 0
Lowest valid value: O
Highest valid value: 500
Lowest qualifying value: O
Highest qualifying value: 580
Show Interpretation of\Results: Yes
Interpretation of Results Values
—  Double frog¥baseline platelet count AND above 30x10%/L (qualifies)
—  Other (does not qualify)
Prompt foré’date: single
Date prempt text: date of assessment
Allonfattachments upload
Attachment prompt text: Upload results
Allow commentary
Decision support text: N/A
Assessment Instructions: To qualify the platelet response must be both double from baseline AND
greater than 30x10°%/L.
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

e  Please describe the date of, and response to the most recent Ig infusion (text) [EI-22]
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text: N/A
Assessment Instructions: The post treatment platelet count must have been within 7 days of the date of
the most recent Ig infusion. There must be a demonstrated response to Ig therapy t&’qualify including: a
reduction or resolution in bleeding and a post treatment platelet count rise to greater than 30x10%/L and
double the pre-treatment count

On review of a continuing authorisation request

The platelet count responds to Ig therapy but cannot be maintainec above 30x10°%/L

e Please provide the lowest maintenance platelet count{Number) [El-2]
Internal evaluation: compliance with qualifying range
Unit: x 10%/L
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 29
Prompt for a date: single
Date prompt text: date of assessiment
Allow attachments upload
Attachment prompt text:tipload results
Allow commentary
Decision support text: N/A
Assessment Insfructions: To qualify the lowest maintenance platelet count must be less than 30x10°%/L

AND
[Group 2]

Ig theiapy resulted in resolution of active bleeding or a reduction in evidence of bleeding, correlating with a
dowubling of baseline platelet count or an increase in platelet count by increment of greater than 10x10%/L within
seven days of Ig therapy
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

e Please select the type of bleeding resolved or reduced (Multi-LOV) [EI-19]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1
i. Mucosal bleeding (oral, GIT) reduced / resolved (qualifies)
ii. Intracranial bleeding reduced or resolved (qualifies)
iii. Wound or other active skin bleeding resolved (qualifies)

iv. Mild bruising or petechiae resolved (qualifies)

V. Mucosal bleeding reduced / resolved (qualifies)

Vi. Wound or other active bleeding resolved (qualifies)
vii. No change in active bleeding (does not qualify)
Viii. Other, please specify in comments (qualifies)

Prompt for a date: None

Allow commentary

Decision support text: N/A

Assessment Instructions: To qualify for ongoing Ig there miist have been a response within 7 days of
previous Ig therapy. Bleeding must have either reduced diresolved. Please use judgement with other.

e Please provide the platelet count and response following (within seven days) Ig therapy (Number)
Internal evaluation: interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 500
Prompt for a date: single
Date prompt text: date of@ssessment
Show Interpretation of\Results: Yes
Interpretation of Regults Values:
—  Doubling6f baseline platelet count (qualifies)
— Increfnentin platelet count of greater than 10x10%L (qualifies)
— Ingrément in platelet count greater than 10x10%L and doubling of baseline (qualifies)
— .@ther-describe in comments (does not qualify)
Allowpattachment upload
Agtdchment prompt text: Upload results
Allow commentary:
Decision support text: N/A
Assessment Instructions: To qualify any qualifying value must be selected.
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent
unsuccessful

OR

In patients without active bleeding, a doubling of baseline platelet count and arise in platelet count to greater
than 30x10%/L was demonstrated within seven days of previous Ig therapy

e Please provide the platelet count and response following (within seven days) the most recent Ig therapy

(Number)

Internal evaluation: Interpretation compliance

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: O

Highest valid value: 500

Lowest qualifying value: O

Highest qualifying value: 500

Prompt for a date: single

Date prompt text: date of assessment

Show Interpretation of Results: Yes

Interpretation of Results Values

—  Double from baseline platelet count AND abgiie 30x10%/L (qualifies)
—  Other (does not qualify)

Allow attachment upload

Attachment prompt text: upload results

Allow commentary

Decision support text: N/A

Assessment Instructions: To qualify the platelet response must be both double from baseline AND
greater than 30x10°%/L.

e Please describe the date-6f, and response to the most recent Ig infusion (text) [EI-22]
Max characters: 2500
Max lines: 5
Prompt for a date-’none
Decision supbort text: N/A
Assessmegiit Instructions: The post treatment platelet count must have been within 7 days of the date of
the mastrecent Ig infusion. There must be a demonstrated response to Ig therapy to qualify including: a
reduction or resolution in bleeding and a post treatment platelet count rise to >30x10°%/L and double the
préxtreatment count.

Réview Postscript
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Review Criteria 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line agent

unsuccessful

The objective of therapy is to maintain a safe platelet count while other treatment options are explored.

Dose 5

Refractory Persistent or Chronic ITP — splenectomy failed or contraindicated and second-line age_nt

unsuccessful

Dose 5

Maintenance dose

Dose text

0.4 - 2g/kg as a single or divided dose at 4 to 6-weekly
intervals titrated to symptoms and platelet count, upto a
maximum of 2g/kg/4-week périod

Infusion method

IVig

Dose type

Maintenance dose

Requests at which this dose may be proposed

Initial, continuing

Min Dose per kg 0.4 g/kg
Max Dose per kg 2.0 g/kg
Max Total per Dose N/A
Administer in a divided dose Yes

Min divisions 2

Max divisions 5
Minimum frequency 2
Maximum frequency 6
Frequency unit Weeks
Max dose per period per kg 2.0 g/kg every 4 weeks
Assessment instructions N/A
Dose type postscript N/A

Dose Postscript

The objective of IVIg the@py in ITP is to maintain a safe platelet count while other therapeutic options are

explored.

The aim should &1to use the lowest dose possible that achieves the appropriate clinical outcome for each

patient.

Refer to the'current product information sheet for further information on dose, administration and

contraifddications.
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Indication 6

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

Qualifying Criteria 6

Subsequent or Ongoing treatment for ITP responders during pregnancy and the postpartum period

Qualifying Criteria 6

Qualifying Preamble

IVIg therapy is used to avoid corticosteroids, immunosuppressive agents and splenectomy dugiag pregnancy. A
dose up to 2g/kg is available under the ITP in pregnancy - initial therapy indication. If a resgdnse is achieved
following this initial therapy but not maintained, a maintenance dose titrated to maintajpy platelet count above
30x10°%/L may be administered every three to four weeks throughout pregnancy under:this indication. A
subsequent one-off induction dose of up to 2g/kg prior to impending procedure or @elivery is also available under
this indication.

[Group 1]

Pregnant patient and current platelet count represents potential risk:
o Lessthan 30x10%L and risk of haemorrhage
o Lessthan 80x10%L and life-threatening haemorrhage
o Lessthan 100x10%L and impending delivery.

e Please select the current platelet count and risk potential (Number) EI-15]
Internal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: O
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 10Q
Prompt for a date: single
Date prompt text: dateiof assessment
Show Interpretationof Results: Yes
Interpretation of Results Values:
i < 3QxT0°%/L with risk of haemorrhage (qualifies)
ii. <80x10%/L with life threatening haemorrhage (qualifies)
iii. <100x10%L and impending delivery (qualifies)
iv. Other, please specify in comments (qualifies)
Allow attachments upload
Attachment prompt text: Upload results
Allow commentary
Decision support text: “...platelet count and bleeding risk”
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Qualifying Criteria 6 Subsequent or Ongoing treatment for ITP responders during pregnancy and the postpartum period

Assessment Instructions: To qualify the platelet count should fall into one of these categories. Pleasef@se
judgement with other.

e  Please provide the estimated date of confinement (Date) El-14]
Earliest valid date: 5 days before request
Latest valid date: 42 weeks after request
Earliest qualifying date: 5 days before request
Latest qualifying date: 42 weeks after request
Allow commentary
Decision support text: “...the estimated date of confinement”
Assessment Instructions: The expected date of confinement will indicate-the potential cessation date
noting that Ig therapy may extend beyond delivery to cover post partum bleeding risks. Any date within a
current pregnancy will qualify e.g. less than 42 weeks from date of regjuest.

AND
[Group 2]

Previous Ig therapy resulted in resolution of active bleeditigor a reduction in evidence of bleeding, correlating
with a doubling of baseline platelet count or an increase in platelet count by an increment of greater than
10x10%L within seven days of Ig therapy

e Please select the type of bleeding reduced or resolved (Multi-LOV) [EI-19]

Count of compliance with qualifyingxalues

Minimum qualifying count required: 1

Minimum selection count requited: N/A

—  Mucosal bleeding (oratiGIT) reduced /resolved (qualifies)

— Intracranial bleedingteduced or resolved (qualifies)

— Wound or other active skin bleeding resolved (qualifies)

— Mild bruising¢r petechiae resolved (qualifies)

—  Mucosal hleeding reduced /resolved (qualifies)

—  Wound‘r other active bleeding resolved (qualifies)

— No efange in bleeding (does not qualify)

—  Qther, please specify in comments (qualifies)
Allow*commentary

Decision support text “...a description of the patient’s response to Ig in regards to bleeding symptoms”.
Assessment Instructions: To qualify there must be a reduction in bleeding with Ig therapy, if bleeding was
present. Please use judgement with other.
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Qualifying Criteria 6

Subsequent or Ongoing treatment for ITP responders during pregnancy and the postpartum period

e Please provide the pre-Ig treatment platelet count
Internal evaluation: compliance with qualifying range
Unit: x 10%/L
Lowest valid value: O
Highest valid value: 500
Lowest qualifying value: O
Highest qualifying value: 100
Prompt for a date: single
Date prompt text: date of assessment
Allow attachments upload
Attachment prompt text: Upload results
Allow commentary
Decision support text: “...pre-Ig treatment platelet count”.
Assessment Instructions: To qualify the platelet count must be igss than 100x10°%/L

e Platelet count and response following (within seven days) previous Ig therapy (number)
Internal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 500
Prompt for a date: single
Date prompt text: date of assessmeént
Show Interpretation of Results:\Yes
Interpretation of Results Val@des
— Doubling of baselifie platelet count (qualifies)
— Increment in ptatelet count of greater than 10x10%L (qualifies)
— Doubling of fyaseline platelet count and increment of greater than 10x10%L(qualifies)
—  Other-describe in comments (does not qualify)
Allow attachinents upload
Attachment®prompt text: Upload results
Allow cgmmentary
Decision support text: “...the platelet response within 7 days of Ig therapy”
As'sessment Instructions: To qualify the platelet response must be in one of the categories of qualifying
values.

e Please provide the date of, and response to the most recent Ig infusion (text)[El-22]
Max characters: 2500
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Qualifying Criteria 6

Subsequent or Ongoing treatment for ITP responders during pregnancy and the postpartum period

Max lines: 5

Prompt for a date: none

Decision support text: “...date of and response to the most recent Ig infusion”

Assessment Instructions: The post treatment platelet count must have been within 7 days ofdie date of
the most recent Ig infusion. See previous evidence item for post-treatment platelet count. Thére must be a
demonstrated response to Ig therapy to qualify including: a reduction or resolution in bleéding and a post
treatment platelet count rise of >10x10%L or double the pre-treatment count (i.e. if <10X10%L pre-
treatment).

OR

In patients without active bleeding, the most recent Ig therapy resulted in a doubling of baseline platelet count
and arise in platelet count to greater than 30x10°%/L within seven days of th&rapy

e Platelet count and response following (within seven days) mostiecent Ig therapy) (number)
Internal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: O
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 500
Prompt for a date: single
Date prompt text: date of assessment
Show Interpretation of Results: Yes
Interpretation of Results Values
—  Double from baseline ptatelet count AND above 30x10°/L (qualifies)
—  Other (does not quatify)
Allow commentary
Allow attachments:Upload results
Decision supportdext: “...the platelet response within 7 days of Ig therapy”
AssessmentJistructions: To qualify the platelet response must be both double from baseline AND
greater tha:w30x10°%/L.

e Pleaseprovide the date of, and response to the most recent Ig infusion (text) EI-22]
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text: “...date of, and response to the most recent Ig infusion”
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Qualifying Criteria 6

Subsequent or Ongoing treatment for ITP responders during pregnancy and the postpartum period

Assessment Instructions: The post treatment platelet count must have been within 7 days of the datecf
the most recent Ig infusion. See previous evidence item for post-treatment platelet count. There mustbe a
demonstrated response to Ig therapy to qualify including: a reduction or resolution in bleeding and a post

treatment platelet count rise to >30x10%L and double the pre-treatment count.

Review Criteria 6

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

Review Criteria 6

Initial authorisation period: 12 months
Review can be completed: Yes
Continuing Treatment is permitted: No

Review preamble

Review is not mandated for this indication however the following critgrffa may be useful in assessing the

effectiveness of therapy.

Resolution of, or a reduction in evidence of bleeding correlatiiig with a doubling of platelet count or
increase in platelet count by an increment greater than 16x10°%/L within seven days

e  Resolution of, or reduction in bleeding (Multi-tOV) [EI-9]
Is mandatory: No
Internal evaluation: count of selected vaiues
Minimum qualifying count required: N/A
Minimum selection of count required: 1

i
ii.
iii.
iv.
V.
Vi.
vii.
viii.
iX.

No evidence of bleedinggriorto Ig

Mucosal bleeding (orat; GIT) reduced / resolved
Intracranial bleedi#ig reduced or resolved
Wound or othekactive skin bleeding resolved
Mild bruisingor petechiae resolved

Mucosal bieeding reduced / resolved
Woundh&r other active bleeding resolved
Nochange in bleeding

Gther, please specify in comments

Promgt'for a date: None

Allew commentary

Decision support text: N/A
Assessment Instructions: N/A

e  Platelet count and response following (within seven days) most recent Ig therapy (number)
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Review Criteria 6

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

Is mandatory: No

Internal evaluation: Interpretation compliance

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: O

Highest valid value: 500

Lowest qualifying value: 0

Highest qualifying value: 500

Prompt for a date: single

Date prompt text: date of assessment

Show Interpretation of Results: Yes

Interpretation of results values
i. Double from baseline platelet count but not above 30x10°%/L (does not qualify)
ii. Double from baseline platelet count and above 30x10%/L (gualifies)

iii. Did not double from baseline but was above 30x10°%/L (does not qualify)
iv. Did not double from baseline and was below 30x10%b{does not qualify)

Allow attachments upload

Attachment prompt text: Upload results

Allow commentary

Decision support text: N/A

Assessment Instructions: N/A

e Please describe the date of, and response to the most recent Ig infusion (Text) [EI-12]
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text: N/A
Assessment Instructiong?N/A

OR

In patients without 4ctive bleeding a doubling of baseline platelet count and a rise in platelet count to greater
than 30x10%/L wa@ demonstrated within seven days of previous Ig therapy

e  Platelet count and response following (within seven days) most recent Ig therapy (number)
Is trandatory: No
fAternal evaluation: Interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: O
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Review Criteria 6

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

Highest valid value: 500

Lowest qualifying value: O

Highest qualifying value: 500

Prompt for a date: single

Date prompt text: date of assessment

Show Interpretation of Results: Yes

Interpretation of Results Values
i Double from baseline platelet count AND above 30x10%L (qualifies)
ii. Other — describe in comments (does not qualify)

Allow attachments upload

Attachment prompt text: upload results

Allow commentary

Decision support text: N/A

Assessment Instructions: N/A

e Please provide the date of, and response to the most recentdg infusion (Text) [El-12]
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text: N/A
Assessment Instructions: N/A

Dose 6

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

Dose 6

[Dose 1]

Maintenance dose

Dose text 0.4 - 2g/kg as a single or divided dose at 4 to 6-weekly
intervals titrated to symptoms and platelet count, up to a
maximum of 2g/kg/4-week period

Infusion method IVIg

Dose type Maintenance dose
Requesis at which this dose may be proposed Initial

Min{Jose per kg 0.4 g/kg

Max Dose per kg 2.0 g/kg

| Max Total per Dose N/A
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Dose 6

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

Administer in a divided dose Yes |
Min divisions 2 R

Max divisions 5

Minimum frequency 2

Maximum frequency 6

Frequency unit Weeks <

Max dose per period per kg 2.0 g/kg every 4 weeks ¢

Assessment instructions N/A

Dose type postscript

The frequency and dose should bg titrated to maintain a
platelet count of at least 30 x 1€%/L

[Dose 2]

Induction dose prior to impending procedure or delivery

Dose text 0.8 - 2g/kg insingle or divided dose
Infusion method IVig .

Dose type One offdiose

Requests at which this dose may be proposed Initiat

Dose may be requested during the course of Yes

authorisation .

Max number of additional doses allowed during | 1

the course of an authorisation period

Conditions for additional dose

Aresponse to the initial dose must be demonstrated for
approval of an additional dose of up to 2g/kg.

Min Dose per kg 0.8 g/kg
Max Dose per kg y 2.0 g/kg
Max Total per Dose N/A
Administer in a divided dose Yes

Min divisions 2

Max divisions 5

Assessment instructions

Aresponse to the first dose (of up to 2g/kg) is required to
approve a second dose of up to 2g/kg. In pregnancy the
patient’s weight should be capped at 100kg for dose
calculation purposes. A second dose of up to 2g/kg is
anticipated only in rare circumstances e.g. an unexpected
timelapse between the initial dose and a rescheduled
procedure or a good but incomplete response to the initial
therapy.
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Dose 6

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

Dose type postscript In rare circumstances a second induction dose of up to
2g/kg may be required (e.g. where the procedure was
postponed/rescheduled after the initial induction dose). A
second dose of up to 2g/kg will only be approved.ifa
response to the initial induction dose was achigved.

Dose Postscript

The aim should be to use the lowest dose possible that achieves the appropriate clinic&toutcome for each
patient.

Refer to the current product information sheet for further information on dose,@@ministration and

contraindications.
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Indication 7 ITP and inadequate platelet count for planned surgery
Qualifying Criteria 7 ITP and inadequate platelet count for planned surgery.
Qualifying Criteria 7 Qualifying preamble

IVlIg may be used to achieve a platelet count considered safe for surgery. The safe threshold will vagiwith the
nature of the surgery and whether there is a concurrent bleeding risk. Recommended platelet counts for patients
without concurrent risks of bleeding:

o minor dental work (greater than 30x10°/L

o major dental work (greater than 50x10°%/L)

o minor surgery (greater than 50x10%/L)

o major surgery (greater than 80x10%/L)

o major neurosurgery (greater than 100x10°/L)
[Group 1]

Surgery is planned

e  Type of Surgery (Multi-LOV) [EI-29]
Internal evaluation: count of selected values
Minimum qualifying count required: N/A
Minimum selection of count required: 1
—  Minor dental work (qualifies)
—  Major dental (qualifies)
—  Minor surgery (qualifies)
—  Major surgery (qualifies)
—  Major neurosurgery (qualifias)
—  Other, please specify in@omments (qualifies)
Allow commentary
Decision support text {type and date of planned surgery.”
Assessment Instructions: Any from the list will qualify. Please use judgement with other".

o Name of operation and date of surgery (if scheduled) (Text*) [EI-30]
Max characters: 2500
Max lines®b
Prompifor a date: none
Decision support text: N/A
Agsessment Instructions: Any response will qualify. Please consider the type of surgery with the platelet
range in the list. Recommended platelet counts:
o  minor dental work (>30x10°%/L
o  major dental work (>50x10°%L)
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Qualifying Criteria 7

ITP and inadequate platelet count for planned surgery.

o minor surgery (>50x10°%L)
o major surgery (>80x10%/L)
o  major neurosurgery (>100x10%/L)

AND
[Group 2]
Platelet count is below the accepted cut-off for the intended surgery

e Please provide the current platelet count (describe concurrent risk factors:i comments) (Number) [El-34]
Internal evaluation: interpretation compliance
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 150
Prompt for a date: single
Date prompt text: date of assessment
Show Interpretation of Results: Yes
Interpretation of Results Values
—  minor dental work (<30x10°%/L) (qualjfies)
—  major dental work (<50x10°%/L) (gualifies)
—  minor surgery (<50x10°%L) (qualifies)
—  major surgery (<80x10°%/L)(Qualifies)
— major neurosurgery (<30©0x10°%L) (qualifies)
— other-describe in goimments (qualifies)
Allow attachments uplpad
Attachment promptfext: upload results
Allow commentafy
Decision supp@rt text: “...the current platelet count”
Assessmetit Instructions: To qualify the platelet count should fall into one of the listed categories for
patientsiwithout risk factors. Higher platelet counts are acceptable for patients with concurrent bleeding
risk factors (e.g. warfarin therapy, aspirin therapy, factor deficiencies, anticoagulation or surgical factors)
platelet counts higher than those suggested for patients without risk factors will be allowed. An acceptable
slatelet count will depend on the nature of the risk factor and the surgery.
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Review Criteria 7 ITP and inadequate platelet count for planned surgery

Review Criteria 7 Initial authorisation period: 1 month
Review can be completed: yes
Continuing Treatment is permitted: No

Review preamble
Review Is not mandated for this indication however the following criteria may be useful in assessing the
effectiveness of Ig therapy.

Platelet count is above the accepted cut-off for the intended surgery for patients without-concurrent risk factors:

e  Surgery was able to proceed as planned (Boolean)
Is Mandatory: No
Internal evaluation: compliance with qualifying values
Qualifying value: unticked
Prompt for a date: single
Date prompt text: date of surgery
Allow commentary
Assessment instructions: N/A

e Please provide the pre-surgery platelet count foltewing Ig therapy (Number) [EI-34]

Is mandatory: No

Internal evaluation: Interpretation compliagte

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: 0

Highest valid value: 500

Prompt for a date: single

Date prompt text: date of@@ssessment

Show Interpretation of(Results: Yes

Interpretation of Regutts Values

—  minor dentgtwork (>30x10%L) (does not qualify)
—  major degal work (>50x10%L) (does not qualify)
—  minorgurgery (>50x10°%L) (does not qualify)

—  maijor surgery (>80x10°/L) (qualifies)

— g®ajor neurosurgery (>100x10°%L) (does not qualify)

Allew attachments upload

&ttachment prompt text: upload results

Allow commentary

Decision support text: N/A

Assessment Instructions: N/A
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Review Criteria 7

ITP and inadequate platelet count for planned surgery

e Please provide the date of, and response to the last Ig infusion (single date text) [EI-12]
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text: N/A
Assessment Instructions: Not required.

OR
Platelet count is above the accepted cut-off for the intended surgery for patientsa¥ith concurrent risk factors:

e  Surgery was able to proceed as planned (Boolean)
Is Mandatory: No
Internal evaluation: compliance with qualifying values
Qualifying value: unticked
Prompt for a date: single
Date prompt text: date of surgery
Allow commentary
Assessment Instructions: N/A

e  Pre-surgery platelet count following Ig therapy (Number) [EI-34]
Is mandatory: No
Internal evaluation: compliance with,qualifying range
Unit of measure: x 10%/L
Number of decimals: 0
Lowest valid value: O
Highest valid value: 500
Lowest qualifying valug:\0
Highest qualifying value: 500
Prompt for a datexsingle
Date prompt text: date of assessment
Allow attachments upload
Attachmgnt prompt text: Upload results
Allow. ¢ogmmentary
Assessment Instructions: N/A

e~ Please provide the date of, and response to the last Ig infusion (single date text) [El-12]
Max characters: 2500
Max lines: 5
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Review Criteria 7 ITP and inadequate platelet count for planned surgery

Prompt for a date: none
Decision support text: N/A
Assessment instructions: N/A

Dose 7 ITP and inadequate platelet count for planned surgery

Dose 7
Induction dose

Dose text 1 - 2g/kg as a single or divided disse
Infusion method IVIg

Dose type One off dose

Requests at which this dose may be proposed Initial

Dose may be requested during the course of Yes

authorisation

Max number of additional doses allowed during | 99
the course of an authorisation period

Conditions for additional dose Arespefse to the initial dose must be demonstrated for
approval of an additional dose of up to 2g/kg.

Min Dose per kg 10 g/kg

Max Dose per kg i 2.0 g/kg

Max Total per Dose N/A

Administer in a divided dose Yes

Min divisions 2

Max divisions 5

Assessment instructions Aresponse to the first dose (of up to 2g/kg) is required to

approve an additional dose. The total of both doses must
not exceed 2g/kg.

Dose type postscript N/A

Dose Postscript

While a dose of t-2g/kg is suggested, a lower dose may be appropriate if the patient has previously responded to
a lower dosel

IVIg maytbe used to achieve a platelet count considered safe for surgery.
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Dose 7 ITP and inadequate platelet count for planned surgery
The safe threshold will vary with the nature of the surgery. If an additional induction dose is required prior to g
surgical procedure where there has been a response to 1VIg, but the platelet count falls to below safe levelgyfor
that procedure, a new application is required.
The aim should be to use the lowest dose possible that achieves the appropriate clinical outcome fgPeach
patient.
Refer to the current product information sheet for further information on dose, administratioi§ and
contraindications.

Indication 8 HIV-associated ITP

Qualifying Criteria 8

HIV-associated ITP

Qualifying Criteria 8

Failure of antiretroviral therapy with intracranial haemorrhage and platelet count less than 80x10%/L

e Please describe the failure of antiviral therapy (text)
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text: “...confirmation that antiViral therapy has failed”.
Assessment Instructions: To qualify, the afitiviral therapy should be stated and there must be
confirmation that this therapy has failed

e Please describe the intracranial hagmorrhage (text)
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text:<“s:confirmation that the patient has suffered an intracranial haemorrhage”.
Assessment Instruetions: To qualify there must be confirmation that the patient has suffered an
intracranial haem¢rhage, sub-dural haematoma.

e Please provide the current platelet count (Number) [EI-36]
Internal evaluation: compliance with qualifying range
Unit: xCF0%/L
Lowest valid value: 0
Highest valid value: 500
Lowest qualifying value: 0
Highest qualifying value: 79
Prompt for a date: single
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Qualifying Criteria 8

HIV-associated ITP

Date prompt text: date of assessment

Allow attachments upload

Attachment prompt text: Upload results

Allow commentary

Decision support text: “...current platelet count”.

Assessment Instructions: To qualify the current platelet count must be less than 80x10%L

OR

Failure of antiretroviral therapy and other life-threatening haemorrhage with a platelet count of less than
50x10°%/L

e Please describe the failure of antiviral therapy (text)
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text: “...confirmation that antiviral theragy has failed and the patient has suffered an
intracranial haemorrhage.
Assessment Instructions: To qualify, the antiviral therapy should be stated and there must be
confirmation that antiviral therapy has failed. Lifezthreatening bleeding may also have occurred in the
context of commencement of Highly Active Antiretroviral Therapy (HAART) but there has been an
insufficient timeframe for this therapy to begome effective.

e  Type of life-threatening haemorrhage (Multi-LOV) [EI-38]
Internal evaluation: count of selected values
Minimum qualifying count requiced: N/A
Minimum selection count regldired: 1
i Severe mucosalorGIT haemorrhage (qualifies)
ii. Multiple sitesifrank haemorrhage (qualifies)
iii. Trauma (qualifies)
V. Pregnangy (qualifies)
V. Othergplease specify in comments (qualifies)
Allow commentary
Decision support text “...the type of life-threatening haemorrhage”.
Assessment Instructions: Any from the list will qualify. Please use judgement with other.

e Piease provide the current platelet count (Number) [EI-36]
Internal evaluation: compliance with qualifying range
Unit: x 10%/L
Lowest valid value: 0
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Qualifying Criteria 8

HIV-associated ITP

Highest valid value: 500

Lowest qualifying value: O

Highest qualifying value: 49

Prompt for a date: single

Date prompt text: date of assessment

Allow attachments upload

Attachment prompt text “Upload results”

Allow commentary

Decision support text “...current platelet count”.

Assessment Instructions: To qualify the current platelet count must be less tifan 50x10°/L

OR
Failure of antiretroviral therapy and risk of clinically significant bleeding anid platelet count less than 30x10%/L

e Please describe the failure of antiviral therapy (text)
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text: “...confirmation that antivital therapy has failed and the patient has suffered an
intracranial haemorrhage.
Assessment Instructions: To qualify theregnust be confirmation that antiviral therapy has failed

e Please select the type of bleeding risk (Mulit-LOV) [EI-3]
Internal evaluation: count of selected values
Minimum qualifying count requiced: N/A
Minimum selection of count #equired: 1
—  Trauma (qualifies)
— Recent surgery (gualifies)
—  Other, pleasegpecify in comments (qualifies)
Allow commentasy
Decision suppuit text “...a description of the risk of clinically significant bleeding”.

Assessmertt Instructions: To qualify there must be a risk of clinically significant bleeding. Any from the list

will qualify, use judgement with other.

e  Please provide the current platelet count (Number) [EI-2]
faternal evaluation: compliance with qualifying range
Unit: x 10%/L
Lowest valid value: 0
Highest valid value: 500
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Qualifying Criteria 8

HIV-associated ITP

Lowest qualifying value: 0

Highest qualifying value: 29

Prompt for a date: single

Date prompt text: date of assessment

Allow attachments upload

Attachment prompt text “Upload results”

Allow commentary

Decision support text: “...current platelet count”.

Assessment Instructions: To qualify the current platelet count must be less than30x10%/L

Review Criteria 8

HIV-associated ITP

Review Criteria 8

Initial authorisation period: 7 days
Review can be completed: Yes
Continuing treatment is permitted: No

Review preamble
Review is not mandated for this indication however the following criteria may be useful in assessing the

effectiveness of Ig therapy.

Resolution of, or a reduction in evidence of hiceding correlating with a doubling of platelet count or in
platelet count of greater than 10x10°%/L within seven days of Ig therapy

e Please select the type of bleeding that has resolved or reduced (Multi-LOV) [EI-9]
Is mandatory: No
Internal evaluation: courtof selected values
Minimum qualifying cauint required: 0
Minimum selectiopyof count required: 1
— No evidenge of bleeding prior to Ig
—  Mucosal bleeding (oral, GIT) reduced / resolved
— Intragranial bleeding reduced or resolved
— W©und or other active skin bleeding resolved
—. VMild bruising or petechiae resolved
£ Mucosal bleeding reduced / resolved
— Wound or other active bleeding resolved
— Nochangeinbleeding
—  Other, please specify in comments
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Review Criteria 8

HIV-associated ITP

Prompt for a date: None

Allow commentary

Decision support text: N/A
Assessment Instructions: N/A

e Platelet count and response following (within seven days) most recent Ig therapy (numbet)

Is mandatory: No

Internal evaluation: Interpretation compliance

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: 0

Highest valid value: 500

Lowest qualifying value: 0

Highest qualifying value: 500

Prompt for a date: single

Date prompt text: date of assessment

Show Interpretation of Results: Yes

Interpretation of Results Values
—  Double from baseline platelet count but notabove 30x10%L (qualifies)
—  Double from baseline platelet count and apove 30x10%L (does not qualify)
—  Did not double from baseline but was apeve 30x10°%L (does not qualify)

Allow attachments upload

Attachment prompt text: Upload results

Allow commentary

Decision support text: N/A

Assessment Instructions: N/A

. Please describe the date:of, and response to the most recent Ig infusion (Text) [EI-12]
Max characters: 2500
Max lines: 5
Prompt for a date:’'none
Decision supbort text: N/A
Assessmgiit Instructions: N/A

OR

In patients without active bleeding a doubling of baseline platelet count and a rise in platelet count to greater
than 30x10%/L was demonstrated within seven days of Ig therapy

. Platelet count and response following (within seven days) Ig therapy (Number)
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Review Criteria 8

HIV-associated ITP

Is mandatory: no

Internal evaluation: Interpretation compliance

Unit of measure: x 10%/L

Number of decimals: 0

Lowest valid value: 0

Highest valid value: 500

Lowest qualifying value: 0

Highest qualifying value: 500

Prompt for a date: single

Date prompt text: date of assessment

Show Interpretation of Results: Yes

Interpretation of Results Values

—  Double from baseline platelet count but not above 30x10°%/L (gisalifies)
—  Double from baseline platelet count and above 30x10°%/L (d@€s not qualify)
—  Did not double from baseline but was above 30x10°%L (do&s not qualify)

Allow attachments upload

Attachment prompt text: Upload results

Allow commentary

Decision support text: N/A

Assessment Instructions: N/A

. Please provide the date of, and responseto'most recent Ig treatment (Text) [EI-12]
Is mandatory: No
Max characters: 2500
Max lines: 5
Prompt for a date: none
Decision support text: N/A
Assessment Instructions? N/A

Dose 8

HIV-associated ITP

Dose 8

Max dose per adthorisation period per kg: 2.0 g/kg

Inductionlose

| Doségtext 1 - 2g/kg as a single or divided dose

| drifusion method IVIg

Dose type One off dose
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Dose 8 HIV-associated ITP
Requests at which this dose may be proposed Initial
Dose may be requested during the course of Yes
authorisation
Max number of additional doses allowed during | 99
the course of an authorisation period
Conditions for additional dose The remainder of the 2 g/kg dose may be réguested
provided the total dose of 2 g/kg is not €xceeded.
Min Dose per kg 1.0 g/kg
Max Dose per kg 2.0 g/kg
Max Total per Dose N/A
Administer in a divided dose Yes
Min divisions 2
Max divisions 5
Assessment instructions N/A
Dose type postscript N/A

Dose Postscript

The objective of IVIg therapy in ITP is to maintain a safeplatelet count while other therapeutic options are
explored.

The aim should be to use the lowest dose possible that achieves the appropriate clinical outcome for each
patient.

Refer to the current product informationstieet for further information on dose, administration, and
contraindications.
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