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Australian Government

Department of Health and Aged Care

Coloplast SenSura Mio 2 Piece Flex with Soft Convex —
CT#O1IMAY2024

Proposed Listing on the Stoma Appliance Scheme

The applicant, Coloplast, sought listing of SenSura Mio 2 Piece Flex with Soft Convex in
subgroup 4(f) of the Stoma Appliance Scheme (SAS) Schedule. The product, including
12 variants, was proposed for listing at a unit price of $6.930, with a pack size of 5 and
maximum monthly quantity of 20 units.

Comparator

The applicant nominated Coloplast SenSura Mio 2 Piece with Shallow Convexity

(SAS Code 80042R) as the comparator. The product (12 variants) is currently listed in
subgroup 4(f) of the SAS Schedule at the unit price of $6.930, with a pack size of 5 and
maximum monthly quantity of 20 units.

Background
This was the Stoma Product Assessment Panel’s (the Panel) first consideration of this
product.

Clinical Analysis

The proposed product would provide an alternative for users requiring a stoma baseplate
with soft convex. The Panel noted that this application was to add 12 variants to a new
product range.

Economic and Financial Analysis

The Panel noted that the listing of this new product at the same price and the same
maximum monthly quantity as currently listed products in the same subgroup is expected to
result in the same cost to the SAS Schedule.

Panel Recommendation

The Panel recommended that the SenSura Mio 2 Piece Flex with Soft Convex be listed in
subgroup 4(f) of the SAS Schedule with 12 variants, at the unit price of $6.930, with a pack
size of 5 and maximum monthly quantity of 20 units.

Context for Recommendation

The Panel provides advice on whether stoma products should be subsidised and, if so, the
conditions of their subsidisation in Australia. Applications are considered in this context.
Panel advice not to recommend listing or changes to a listing does not represent a final
Panel view about the merits of a particular stoma product. An applicant can resubmit to the
Panel following advice not to recommend listing or changes to a listing. The Panel is an
advisory committee and as such its recommendations are non-binding on Government. All
Panel recommendations are subject to Government approval.
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Applicant’s Comment
The applicant noted the recommendation.
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Department of Health and Aged Care

Coloplast SenSura Mio Black Shallow Convex — CTH02MAY2024

Proposed Listing on the Stoma Appliance Scheme

The applicant, Coloplast, sought listing of an additional 10 variants of Coloplast SenSura Mio
Black Shallow Convex in subgroup 2(b) of the Stoma Appliance Scheme (SAS) Schedule. The
product was proposed for listing at a unit price of $6.578 including a price premium of
$0.205, a pack size of 10 and maximum monthly quantity of 30 units.

Comparator

The applicant nominated Coloplast SenSura Mio — 1 Piece Shallow Convexity Drainable
(SAS Code 80039N) as the comparator. The product (14 variants) is currently listed in
subgroup 2(b) of the SAS Schedule at the unit price of $6.578 including a price premium of
$0.205, a pack size of 10 and a maximum monthly quantity of 30 units.

Background
This application was to add 10 variants to an existing product range of Coloplast SenSura
Mio Black 1 Piece Shallow Convexity Drainable (SAS Code:80039N).

Clinical Analysis

The proposed product would provide an alternative for users requiring a one-piece
drainable pouch with a convex baseplate. The Panel noted that this application was to add
10 variants to an existing product range to include a medium and large pouch with a black
coloured bag.

Economic and Financial Analysis

The Panel noted that the listing of 10 additional variants of this product at the same price
and the same maximum monthly quantity as currently listed products in the same subgroup
is expected to result in the same monthly cost on the SAS Schedule.

Panel Recommendation

The Panel recommended that an additional 10 variants of the Coloplast SenSura Mio Black
Shallow Convex be listed in subgroup 2(b) of the SAS Schedule, at a unit price of $6.578
including a price premium of $0.205, a pack size of 10 and maximum monthly quantity of
30 units. The product codes of the new variants are to be added under the existing

SAS code 80039N.

Context for Recommendation

The Panel provides advice on whether stoma products should be subsidised and, if so, the
conditions of their subsidisation in Australia. Applications are considered in this context.
Panel advice not to recommend listing or changes to a listing does not represent a final
Panel view about the merits of a particular stoma product. An applicant can resubmit to the
Panel following advice not to recommend listing or changes to a listing. The Panel is an
advisory committee and as such its recommendations are non-binding on Government. All
Panel recommendations are subject to Government approval.
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Applicant’s Comment
The applicant noted the recommendation.

To ensure the company can meet the demand of SenSura Mio Black Shallow Convex in
Australia, Coloplast have requested to postpone the listing of this product until the first
Schedule update of 2025. Coloplast made this decision post the Panel’s consideration to
ensure the company can meet the needs of Australian ostomates and healthcare
professionals in view of demand exceeding expectations in overseas markets.
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Department of Health and Aged Care

Coloplast SenSura Mio Black Deep Convex — CTHO3MAY2024

Proposed Listing on the Stoma Appliance Scheme

The applicant, Coloplast, sought listing of an additional 10 variants of Coloplast SenSura Mio
Black Deep Convex in subgroup 2(b) of the Stoma Appliance Scheme (SAS) Schedule. The
product was proposed for listing at a unit price of $6.578 including a price premium of
$0.205, pack size of 10 and a maximum monthly quantity of 30 units.

Comparator

The applicant nominated Coloplast SenSura Mio — 1 Piece Deep Convexity Drainable

(SAS Code 80040P) as the comparator. The product (12 variants) is currently listed in
subgroup 2(b) of the SAS Schedule at the unit price of $6.578 including a price premium of
$0.205, pack size of 10 and a maximum monthly quantity of 30 units.

Background
This application was to add 10 variants to an existing product range of Coloplast SenSura
Mio 1 Piece Deep Convexity Drainable (SAS Code:80040P).

Clinical Analysis

The proposed product would provide an alternative for users requiring a one-piece
drainable pouch with a convex baseplate. The Panel noted that this application was to add
10 variants to an existing product range to include a medium and large pouch with a black
coloured bag.

Economic and Financial Analysis

The Panel noted that the listing of 10 additional variants of this product at the same price
and the same maximum monthly quantity as currently listed products in the same subgroup
is expected to result in the same monthly cost to the SAS.

Panel Recommendation

The Panel recommended that the additional 10 variants of Coloplast SenSura Mio Black
Deep Convex be listed in subgroup 2(b) of the SAS Schedule, at the unit price of $6.578
including a price premium of $0.205, pack size of 10 and a maximum monthly quantity of
30 units. The product codes of the new variants are to be added under the existing

SAS code 80040P.

Context for Recommendation

The Panel provides advice on whether stoma products should be subsidised and, if so, the
conditions of their subsidisation in Australia. Applications are considered in this context.
Panel advice not to recommend listing or changes to a listing does not represent a final
Panel view about the merits of a particular stoma product. An applicant can resubmit to the
Panel following advice not to recommend listing or changes to a listing. The Panel is an
advisory committee and as such its recommendations are non-binding on Government. All
Panel recommendations are subject to Government approval.
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Applicant’s Comment
The applicant noted the recommendation.

To ensure the company can meet the demand of SenSura Mio Black Deep Convex in
Australia, Coloplast have requested to postpone the listing of this product until the first
Schedule update of 2025. Coloplast made this decision post the Panel’s consideration to
ensure the company can meet the needs of Australian ostomates and healthcare
professionals in view of demand exceeding expectations in overseas markets.
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Coloplast SenSura Mio Adhesive Irrigation Sleeve — CTHO4MAY2024

Proposed Variation on the Stoma Appliance Scheme

The applicant, Coloplast, sought a change in company code to the current listing of the
Coloplast SenSura Mio Adhesive Irrigation sleeve (SAS Code 3895B) in subgroup 8(b) of the
Stoma Appliance Scheme (SAS) Schedule. The product, including one variant, is currently
listed at a unit price of $1.309, with a pack size of 50 and maximum monthly quantity of
50 units.

Current Product Code New Product Code
117501 11750
Background

This product was first listed on the SAS Schedule on 24 October 2023.

Financial Analysis

The variation does not include any changes to the price or maximum quantity of the current
product range and is unlikely to have any budgetary impact for the SAS.

Recommendation

As this was an administrative change, this application was considered by the Panel
secretariat in line with the SAS Application and Assessment Guidelines. The Panel secretariat
recommended the change in company code for the Coloplast SenSura Mio Adhesive
Irrigation sleeve (SAS Code 3895B) listed in subgroup 8(b) of the SAS Schedule. The Panel
noted the secretariat’s recommendation at the May 2024 meeting.

Context for Recommendation

The Panel secretariat, in accordance with the SAS Application and Assessment Guidelines,
can process variations to products where there is no change to classification, pricing,
maximum quantity or composition. All recommendations are subject to Government
approval.

Applicant’s Comment

The applicant noted the recommendation.
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Coloplast SenSura Mio Black 1 Piece — CTHO5SMAY2024

Proposed Listing on the Stoma Appliance Scheme

The applicant, Coloplast, sought listing of an additional 7 variants of the Coloplast SenSura
Mio Black 1 Piece in subgroup 2(a) of the Stoma Appliance Scheme (SAS) Schedule. The
product was proposed for listing at a unit price of $4.879 including a price premium of
$0.205, pack size of 30 and a maximum monthly quantity of 30 units.

Comparator

The applicant nominated Coloplast New SenSura Mio (SAS Code 3998K) as the comparator.
The product (13 variants) is currently listed in subgroup 2(a) of the SAS Schedule at the unit
price of $4.879 including a price premium of $0.205, pack size of 30 and a maximum
monthly quantity of 30 units.

Background
This application was to add 7 variants to an existing product range of Coloplast SenSura Mio
Black 1 Piece (SAS Code:3998K).

Clinical Analysis

The proposed product provides an alternative for users requiring a one-piece drainable
pouch with a convex baseplate. The Panel noted that this application was to add 7 variants
to an existing product range to include a small, medium and large pouch with a black
coloured bag.

Economic and Financial Analysis

The Panel noted that the listing of 7 additional variants of this product at the same price and
the same maximum monthly quantity as currently listed products in the same subgroup is
expected to result in the same monthly cost to the SAS.

Panel Recommendation

The Panel recommended that 7 additional variants of the Coloplast SenSura Mio Black

1 Piece be listed in subgroup 2(b) of the SAS Schedule, at the unit price of $4.879 including a
price premium of $0.205, pack size of 30 and a maximum monthly quantity of 30 units. The
product codes of the new variants are to be added under the existing SAS code 3998K.

Context for Recommendation

The Panel provides advice on whether stoma products should be subsidised and, if so, the
conditions of their subsidisation in Australia. Applications are considered in this context.
Panel advice not to recommend listing or changes to a listing does not represent a final
Panel view about the merits of a particular stoma product. An applicant can resubmit to the
Panel following advice not to recommend listing or changes to a listing. The Panel is an
advisory committee and as such its recommendations are non-binding on Government. All
Panel recommendations are subject to Government approval.
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Applicant’s Comment
The applicant noted the recommendation.

To ensure the company can meet the demand of SenSura Mio Black 1 Piece in Australia,
Coloplast have requested to postpone the listing of this product until the first Schedule
update of 2025. Coloplast made this decision post the Panels consideration to ensure the
company can meet the needs of Australian ostomates and healthcare professionals in view
of demand exceeding expectations in overseas markets.
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Coloplast SenSura Mio Black 1-Piece Soft Convex — CTHO6MAY2024

Proposed Listing on the Stoma Appliance Scheme

The applicant, Coloplast, sought listing of an additional 7 variants of the Coloplast SenSura
Mio Black 1-Piece Soft Convex in subgroup 2(b) of the Stoma Appliance Scheme (SAS)
Schedule. The product was proposed for listing at a unit price of $6.578 including a price
premium of $0.205, pack size of 10 and a maximum monthly quantity of 30 units.

Comparator

The applicant nominated Coloplast SenSura Mio 1-Piece Soft Convexity Drainable

(SAS Code 80041Q) as the comparator. The product (10 variants) is currently listed in
subgroup 2(b) of the SAS Schedule at the unit price of $6.578 including a price premium of
$0.205, pack size of 10 and a maximum monthly quantity of 30 units.

Background
This application was to add 7 variants to an existing product range of Coloplast SenSura Mio
Black 1 Piece (SAS Code: 80041Q).

Clinical Analysis

The proposed product would provide an alternative for users requiring a one-piece
drainable pouch with a convex baseplate. The Panel noted that this application was to add
7 variants to an existing product range to include a medium and large pouch with a black
coloured bag.

Economic and Financial Analysis

The Panel noted that the listing of 7 additional variants of this product at the same price and
the same maximum monthly quantity as currently listed products in the same subgroup is
expected to result in the same monthly cost to the SAS.

Panel Recommendation

The Panel recommended that 7 additional variants of the Coloplast SenSura Mio Black
1-Piece Soft Convex be listed in subgroup 2(b) of the SAS Schedule, at the unit price of
$6.578 including a price premium of $0.205, pack size of 10 and a maximum monthly
guantity of 30 units. The product codes of the new variants are to be added under the
existing SAS code 80041Q.

Context for Recommendation

The Panel provides advice on whether stoma products should be subsidised and, if so, the
conditions of their subsidisation in Australia. Applications are considered in this context.
Panel advice not to recommend listing or changes to a listing does not represent a final
Panel view about the merits of a particular stoma product. An applicant can resubmit to the
Panel following advice not to recommend listing or changes to a listing. The Panel is an
advisory committee and as such its recommendations are non-binding on Government. All
Panel recommendations are subject to Government approval.
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Applicant’s Comment
The applicant noted the recommendation.

To ensure the company can meet the demand of SenSura Mio Black 1-Piece Soft Convex in
Australia, Coloplast have requested to postpone the listing of this product until the first
Schedule update of 2025. Coloplast made this decision post the Panel’s consideration to
ensure the company can meet the needs of Australian ostomates and healthcare
professionals in view of demand exceeding expectations in overseas markets.
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