SCHEDULE OF PHARMACEUTICAL BENEFITS EFFECTIVE 1 JULY 2022 ERRATA
(1) This Erratum corrects the Initial Treatment restriction for larotrectinib in the 1 July 2022 Schedule by adding the word "not" where it is
missing in the treatment criteria for both the adult and paediatric populations. The corrected criterion reads as follows:
" Patient must not be undergoing treatment through this Initial treatment phase listing where the patient has developed disease
progression while receiving this drug for this condition."

General Pharmaceutical Benefits
= LAROTRECTINIB

Note For a patient who has received non-PBS-subsidised supply of this drug, apply under an 'Initial treatment' phase listing provided that they meet all stated PBS eligibility criteria.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available on the Services Australia website at
www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system (see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health Professional Online Services (HPOS) at
www.servicesaustralia.gov.au/hpos
Or mailed to:

Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Solid tumours (of any type) with confirmed neurotrophic tropomyosin receptor kinase (NTRK) gene fusion where treatment with this drug is/was initiated in a child
Treatment Phase: Initial treatment

Clinical criteria:

o The condition must be confirmed to be positive for a neurotrophic tropomyosin receptor kinase (NTRK) gene fusion prior to treatment initiation with this drug through a

pathology report from an Approved Pathology Authority - provide the following evidence: (i) the date of the pathology report substantiating the positive NTRK gene fusion,

(ii) the name of the pathology service provider, (iii) the unique identifying number/code linking the pathology test result to the patient; the recency of the pathology report
may be of any date, AND

The condition must be metastatic disease; OR
The condition must be both: (i) locally advanced, (ii) unresectable; OR
The condition must be both: (i) locally advanced, (ii) require disfiguring surgery/limb amputation to achieve complete surgical resection, AND

The treatment must be the sole PBS-subsidised systemic anti-cancer therapy for this condition.
reatment criteria:
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o Patient must not be undergoing treatment through this Initial treatment phase listing where the patient has developed disease progression while receiving this drug for this
condition.

Population criteria:

o Patient must be/have been under 18 years of age (i.e. prior to their 18" birthday) at treatment initiation with this drug.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via HPOS form upload or mail, and must include:

(a) details of the pathology report substantiating the positive NTRK gene fusion. The recency of the pathology report may be of any date.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS upload or mail, it must include:

(a) a completed authority prescription form; and

(b) a completed authority form relevant to the indication and treatment phase (the latest version is located on the website specified in the Administrative Advice).

Authority required

Solid tumours (of certain specified types) with confirmed neurotrophic tropomyosin receptor kinase (NTRK) gene fusion

Treatment Phase: Initial treatment

Clinical criteria:

o The condition must be confirmed to be positive for a neurotrophic tropomyosin receptor kinase (NTRK) gene fusion prior to treatment initiation with this drug through a
pathology report from an Approved Pathology Authority - provide the following evidence: (i) the date of the pathology report substantiating the positive NTRK gene fusion,
(i) the name of the pathology service provider, (iii) the unique identifying number/code linking the pathology test result to the patient; the recency of the pathology report
may be of any date, AND

o The condition must be a mammary analogue secretory carcinoma of the salivary gland confirmed through a pathology report from an Approved Pathology Authority (of any

date); OR

The )condition must be a secretory breast carcinoma confirmed through a pathology report from an Approved Pathology Authority (of any date), AND

The condition must be metastatic disease; OR

The condition must be both: (i) locally advanced, (ii) unresectable; OR

The condition must be both: (i) locally advanced, (ii) require disfiguring surgery/limb amputation to achieve complete surgical resection, AND

o The treatment must be the sole PBS-subsidised systemic anti-cancer therapy for this condition.

Treatment criteria:

o Patient must not be undergoing treatment through this Initial treatment phase listing where the patient has developed disease progression while receiving this drug for this
condition.

Population criteria:

o Patient must be at least 18 years of age.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via HPOS form upload or mail, and must include:

(a) details of the pathology report substantiating the positive NTRK gene fusion. The recency of the pathology report may be of any date.

(b) details of the pathology report establishing the carcinoma type (salivary gland/secretory breast carcinoma) being treated, if different to the pathology report provided to

substantiate the NTRK gene fusion.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS upload or mail, it must include:

(a) a completed authority prescription form; and

(b) a completed authority form relevant to the indication and treatment phase (the latest version is located on the website specified in the Administrative Advice).
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larotrectinib 100 mg capsule, 56

13031W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 2 12536.28 42.50 Vitrakvi [BN]
larotrectinib 20 mg/mL oral liquid, 100 mL
13030T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
iyl 2 4286.28 42.50 Vitrakvi [BN]
larotrectinib 25 mg capsule, 56
13029R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 2 3255.03 42.50 Vitrakvi [BN]




