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Introduction

ABOUT

The Department of Health developed the Prostheses List Management System (PLMS) to streamline the application process for listing a
prosthesis device on the Prostheses List. The system allows sponsors and suppliers to create, edit and monitor applications for prostheses
listings.

ABOUT THIS GUIDE

The purpose of this user guide is to assist sponsors and suppliers in using the Prostheses List Management System (PLMS). Pictures of the
screens from the online system are used throughout this guide in order to help navigate between the portal and the guide. These screenshots
are to provide a visual representation of the look and feel and are not intended to be read in full.

The PLMS User Guide — Prosthesis Device Application will provide guidance on:

Creating a New Application
Expanding a Listing
Compressing a Listing
Amending a Listing
Duplicating a Listing
Transferring a Listing
Deleting a Listing

Noakowb=

If you have any questions about using the Prostheses List Management System, contact the Department of Health at
prostheses@health.gov.au
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PLMS User Guides

There are three user guides available for the PLMS:

e PLMS User Guide — Getting Started
e PLMS User Guide — Prosthesis Device Application

PLMS User Guide — Human Tissue Application (in development)

PLMS USER GUIDE — GETTING
STARTED

Register

Search

Manage Users

PLMS USER GUIDE — PROSTHESIS
DEVICE APPLICATION

Create New Application

Expand a Listing

Compress a Listing

Amend a Listing

Duplicate a Listing

Transfer a Listing

Delete a Listing

PLMS USER GUIDE — HUMAN TISSUE
APPLICATION

Create New Application

Duplicate a Listing

Transfer a Listing

Amend a Listing

Delete a Listing
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PLMS Home

You can complete a number of actions from the PLMS Home.

l

Australian Gover nment
Department of Health

# Create
Application

Reforence Number
NOO0O 10
RO00OCS
DO000CH

03HV-ORF5

0075-XMLG

NODO0O4
Jasu-GaLy
D5UR-4K1G
GSFE-NKRW

AXOQ-IKEN

isting

Type

NEW
DUPLICATE
DELETE
AMEND

AMEND

NEW
DUPLICATE
NEW
NEW

DELETE

Prostheses

List Management System

Click here to create. delele
transfer, amend, expand
compress of duplicate a

4 Manage Users

RECENT APPLICATIONS

Status.

Draft

Submitted

View Status Datads
Applic ation
Recommended

Pending ARTG
and/or MBS

Applic ation
Recommended

Submitted

Draft

Cancalled

Draft

View Status Detals

Lost Modified

12072017 1722 HEALTH
140672017 16:14
141062097 1612

240052017 09 91, HEALTH

23052017 14 47, HEALTH

19062017 1633

16032017 10.52, HEALTH
16032017 1039, HEALTH
16032017 09.51. HEALTH
OVON2017 11:91, HEALTH

Click hera to manage user
sccess roles

aw
aE
az
[ Jr g
aw

Show All §

Click [ CEICWA T [l=1ie]5] to create, expand, compress, duplicate,
transfer, amend or delete a listing from the Prostheses List.

Click here to search for

Qs P Click [[EREFERVELETE to manage User Roles (User Administrators

Date
ozt
07 49
IvornT
0743
12072007
172
16062017
1046
160672017
1040

14062017
1614

140672017
16:12
14062017
1612
140672017
1611

only).

NOTIFICATIONS

Duscription

Your Access R hvechamges Click the B icon to view the Application Summary of an
o application.

Prostheses List Management System

Application (NODDU 10) has beon crasted

by : = . - - ot
ke Click the ' icon to view and edit an application.

Application Status of PEEK Interbody

—RTED Click Sl L) "H.\R to view a list of all of your applications.

Application (RO00005) has been created

Application Status of (D000004) has been
updated to CANCELLED

Application (D0D0G04) has been craated
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Hints for completing an application

This guide provides help on the functions available to you when completing an application for a prosthesis device.

WHAT HELPFUL HINT

Mandatory fields are marked with an asterisk (*). These fields need to be completed in order to

Mandatory fields progress to the next screen

Error messages will appear in red text if information in a field is missing or incorrect. These error

Error messages messages will appear at the top of the screen, and you will need to scroll to the top of the page to
see them

Save Click the button to save information on a page

Next Click the button to save information and go to the next page

Previous Click the button to go to the previous page. Ensure you save information on the current

page by clicking the button
Cancel Application Click the [@£]glef=IWiNeJo][[ez=1ife]s] button to discard your application

Application Click the AoJollle=1ilelaRS ¥ NI ELRY button to view a summary of your application
Summary

Exit Application Click the [=q¥aealile=1ile]yl button to leave your application. Ensure you save information on the
current page by clicking the button

? Q
Click on the icon to view help text for a page.
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1. Create New Application

When you Create a New Application, you are applying to list a new prosthesis device on the Prostheses List.
Before you start an application:
1. Download and read the Prostheses List — guide to listing and benefits for prostheses:
e Prostheses List Guide (Word 977 KB)
e Prostheses List Guide (PDF 502 KB)
2. View the grouping schemes for each category of product, including suffix definitions and benefits.

The steps to Create a New Application are:

Create New Application

1.1 PLMS Home

1.2 Start Application

1.3 Product Summary

1.4 New Prosthesis Device

1.5 Comparator(s)

1.6 Evidence, Benefit and Economic Information for New Grouping*
1.7 MBS ltem(s)

1.8 Product Setting and Product Purpose

1.9 Comparative Clinical Effectiveness

1.10 Attachments
1.11 Review and Submit
1.12 Application Summary

* You only need to complete this application step if applicable

DEPARTMENT OF HEALTH 6 V0.2
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1.1 PLMS Home

STEP 1 — Clickf®EEICRAJalle=1ile]glon the left of the screen.

Ay Prostheses

Aastralian Gover mmen List Management System

B Home

7 Cliek hors 1o craate. dalate
# Create vansfer, amend. sxpesd
Appiication compreas of duplicate a
fsting

Cllick hore 10 manags user Q Click hare to search for
15 apgiic ations.

Reforence Number  Type Status Last Modified Acdons Date Description
N0O00 10 NEW Draft 120772017 1722 HEALTH (Y5 WON01T  Your Access Roles have changed
RO0005 DUPLICATE Subemined 14062017 1614 a7 hifics
T has reglstored for e
D0000CH DELETE View Status Detalls 140672017 1612 x
. LS Prostheses List Management System
DIMV.ORFS AMEND A pplic sticn 24052017 0911, HEALTH ar -
Rec \f 0- 2017 Application (N0D0010) has bean created
Pendng ARTG wa
and/er MBS 16062017 Data Portal - Interactive_Report_Viewer!
2075 XMLG AMEND Appi aticn 23052017 14 47, HEALTH B b P has aghotornd for the System
Recommended 16062017 Data Potal
e S ihmaed ey ae 1040 Interactive_Repon_Developst] DP has
registered for the System
J4GU-GALY DUPLICATE Draft 160¥2017 10.52. HEALTH L 14
WOR201T  Application Status of PEEK Interbody
DSUR-&1G NEW Cancebed 16032017 10-39. HEALTH Az 1614 system - Cervical (RODDDOS) has been
GSFB-NKRW NEW Dt 160¥2017 09,51, HEALTH (1 Updated 1o SUSMITTED
AXDQ-9KEN DELETE Yiew Status Detalls 01032017 1111, HEALTH a ‘:?"”” Application (R000305) has been created
1612
14082017 Application Status of (D000004) has been
Show All %12 updated to CANCELLED

14082017 Apphcation (D0D0004) has been created
1611
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1.2 Start Application

On the Start Application page you have the option to create, APPLICATION TYPE
expand, compress, duplicate, amend, transfer or delete a listing STEP 1 — Select Create a New Listing using the drop down menu.
from the Prostheses List.
Start Application e APPLICATION CONTACTS
STEP 2 — Select a Primary Contact for your application using the
P— drop down menu. This action should prefill contact information.

Sw: Aoicator Tyow ©

You can add a Secondary Contact to your application, if needed.

Application Contacts

T e L BB STEP 3 — To create a New Contact for the application:

Crpete baps Tomtsce

e Tick the Create New Contact box
e Enter First Name, Last Name, Phone Number(s) and
Email address for the contact

The Department uses the contact information for invoicing and to
liaise with the sponsor about the application. Only provide details
for a sponsor who is familiar with the application and can answer
any further questions from the Department.

Jewct 0 Secoramry Corien

Craste Foew Cotmct
Brara Mo ®1 = L
B b m = ren— v

Enn

Apphcation Cantacts

Seect 8 Prevany Couen e — v

Pragne Ngmmer o - Crecee troe =
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1.3 Product Summary

*iandatory field
Product Surmmary
Product Type
Whet type of product are you applying ta Prosthesis Devica
list?
& Human Tissue
Prey

What type of product are you applying to

&  Prosthesis Device
fist? N

. ‘Human Tissuve

Are you applying to list a Product
System [multiple related products)?

AT VIR 3Ny 1 B3 Produt

Systam (mutpla reigied products| 7

Prodoct 2yshem Mams * e gystem

Products System Components

Produst # Product Hame

PRODUCT TYPE
STEP 1 — Click the option for Prosthesis Device.

STEP 2 — Choose Yes or No to indicate if you are listing a product
system.

e If No, click to go to the next page
e |If Yes, goto STEP 3

A product system is a prosthesis device made up of two or more
components that work together. A product system is clinically
assessed as a whole, regardless of the number of parts in the
system.

STEP 3 — If you are applying to list a product system, enter the
Product System Name in the space provided.

The product system name is the name the prosthesis is sold under
in Australia.

DEPARTMENT OF HEALTH
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1. Create New Application

1.3 Product Summary continued

‘ol e od pondiact @0 yow apeiy ng 4
Bo Mxt? 7

Frosiesls Device

Horee Tissus

Are you appiying to Bt a Product "
System {muliphe raiFiad products|?

Yes

Frogiect 2y stem Mame © s syshem

Products System Companents

Product # Product Mams

B Bl

PRODUCTS SYSTEM COMPONENTS

STEP 4 — Click IAXe[e N =zgele[V]e}i.

When listing a product system, you will need to complete the
following sections for each system component:

¢ New Prosthesis Device (1.4 of this guide)
e Comparator(s) (1.5 of this guide)

¢ Benefit and Economic Information for New Grouping (if
applicable) (1.6 of this guide)

When you finish adding a system component, it will be listed under
the Products System Components list.

When naming a product system component, include both the name
of the system, and the part (e.g. ACME HIP system — Femoral
Head).

Each system component included in your application will:
e Receive a unique billing code
e Require an initial listing payment fee of $200

STEP 5- After adding all the system components, click NEN.

You must complete all other sections in the application for the
product system as a whole.

DEPARTMENT OF HEALTH
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1.4 New Prosthesis Device

PRODUCT DETAILS
STEP 1 — Enter the Product Name.

The product name is the name the prosthesis is sold under in
Australia.

MNew Prosthesis Device

Product Detalls The information you provide for Product Name will be available on
the Prostheses List should your application be successful.

Product Name: =

Description. *
STEP 2 — Enter a Description of the product.
Describe the prosthesis in one sentence.

1400 charachers remamning
i The information you provide for Description will be available on
the Prostheses List should your application be successful.

2300 characiers remaining

Catalogus Numper(s) * STEP 3 — Enter the Size of the product.

Accurately describe the dimensions of the prosthesis or system in
one sentence.

ipleasd Safarae UMb wEing & ¢ OMima | | delembar OF Srler ach Pumber O 3 Pew lifg )

The information you provide for Size will be available on the

G e Prostheses List should your application be successful.

Flease ipentify Ihe ARTG 1D Number(s) Deiow for your product. *

ARTG ID Nurmiber Sponsor Name ARTG Entry Hame Class STEP 4 — Enter the Catalogue Number(S).
Enter Mamber List the catalogue number(s) under which the product is sold in
Australia.

DEPARTMENT OF HEALTH 11 V0.2
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1.4 New Prosthesis Device continued

ARTG ID NUMBER

STEP 5 — If you have a current ARTG entry (ARTG ID Number) for
the product, enter the number into the grey box, and select the
correct option from the drop down list.

ARTG ID Number

Pigase i0entiy the ARTG ID NumDBer(s) below Tor your proguct *

ARTG 1D Number Sponsor Name ARTG Entry Name Class

Enter Number

Once selected, the rest of the table should populate with
information.

v ARernatively tick here if you have applied 1o include your device on the ARTG

An ARTG entry is a number given to products entered and current
on the Australian Register of Therapeutic Goods (ARTG).

(ARTG |0 Number is pending)

You can find your ARTG entry on the Therapeutic Goods

Grouping Administration Certificate of Inclusion on the Register.
DR boumtusem . i STEP 6 — If you have applied to include the product on the ARTG,
o e e ' but the decision is pending, tick the box.

Only products entered on the ARTG can be listed on the
Prostheses List.

The Department will progress your Prostheses List application
without an ARTG entry, however the product will not be listed on
the Prostheses List until the sponsor provides the ARTG entry to
the Department.

DEPARTMENT OF HEALTH 12 V0.2
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1. Create New Application

1.4 New Prosthesis Device continued

View the grouping schemes for each category of product, including
Suffix definitions and benefits.

Ertor Nearmber

Not avaiable for thes groupng

Grouping

Select Category * 12 - Hoes v

Select Subcstegory * 12.01 - FEMCRAL COMPONENT: TOTAL KNEEARTHI ¥

Select Group "

m Giick Add to creste &

~ Choose group — v
new Group

Save Cancel

Select Subgroup — Choose subgroun — v

Click Add o create & new Subgroup

Select Suffic(es) — Choose suffixes — b

Click Add to creste a new Suffic

Group Benefit Not avsilabie for this grouping

o [ e

DEPARTMENT OF HEALTH

GROUPING
STEP 7 — Select a Category from the drop down menu.

If the product fits into more than one category, list the category that
will represent the greatest use of the product.

STEP 8 — Select a Subcategory from the drop down menu.

STEP 9 — Select a Group from the drop down menu.

To add a new Group, click enter the new Group name in the
space provided, and click SEVE.

STEP 10 — Select a Subgroup from the drop down menu, if
needed.

To add a new Subgroup, click [3efs|, enter the new Subgroup name
in the space provided, and click SEVE.

STEP 11 — Select a Suffix from the drop down menu, if needed.

To add a new Suffix, click enter the new Suffix name in the
space provided, and click SEVE.

If you add a new Group, Subgroup or Suffix, you will have to fill out
the Evidence, Benefit and Economic Information for New Grouping
section (1.6 of this guide) on your application. If you suggest a new
Group, Subgroup or Suffix, the Department will review your
evidence and either accept or decline your suggestion.

13
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1. Create New Application

1.5 Comparator(s)

A comparator is a current product, treatment or therapy that your
prosthesis could replace. A comparative product may be similar in
form or function to your product.

* Mandafory field

Comparator(s)

Comparator Details

Flease list the comparator{s) {maximum of 5 for yowr produt ©

Comparator is an existing item on the prostheses list

Comparator is not on the prostheses fist jother treatment or therapy)

i E=1EE

Comparator Details

Please listthe comparaior(s} {maximum of £) for your product *

® Comparator is an existing item on the prostheses fist

Comparstor is not on the prostheses fist {other treatment or therapy)

COMPARATOR DETAILS

STEP 1 — Choose the comparator option that applies to your
device.

e Comparator is an existing item on the Prostheses List,
go to STEP 2.
e Comparator is not on the Prostheses List, go to STEP 8.

STEP 2 — Click IXXe[s N®%eag]o=1¢=116]5.

You must list at least one comparator in your application. Choosing
the right comparator(s) is important as it allows clinicians to better
understand and assess your product by comparing it to similar
products, treatments and therapies.

DEPARTMENT OF HEALTH
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1.5 Comparator(s) continued

Keyword Search STEP 3 — Search the Prostheses List by:
i A S i A AT RS B P S D A i e » Keyword Search

requirements for that application typs)

OR

S ¢ Product Grouping information using the drop down menus

R Click FEEI.

PR If you are aware of an appropriate comparator, search by typing in
the billing code for that comparator. If you are not aware of a

Billing Code

Product Mame

Select Categary — Choose categary — v
Selct Subcstegory ~ Croose subestagory — v comparator, you may find an appropriate comparator in the same
ehione ~ Chose group — Y grouping as your prosthesis.
Select Subgroup — Choose subgroup — v
Select Suffic(es) — Choose suffix — v
STEP 4 — Click on the Billing Code hyperlink for your chosen
b comparator in the Search Results.

Search Results

To setect 3 listng, pleasa cliok the Biling Cods myparknk

Praduct

Biing

Code Mamse Product Description Sponsor

AS123 | Paremne Pangtane-Morofiament Poypropydena sandard mash | a2 Cowehan
Monollamen: | Ight mesh/X-shaped mess Fyls
Foiypraient
mesh

BEI2E  Vascugrat PTFE - Sraight Standand WWall 10 +\ascadar B Brus=

1003 - Geals Auseala
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1.5 Comparator(s) continued

Pr—— STEP 5 — Click [8Jililsst. Your comparator should now be listed on
S = the page.

Sponsor Covidien Pty Ltd

Product Mame Parietene Monofilsment Poypropylens mesh

STEP 6 — Provide a clear explanation on why you have chosen this
- e comparator in the space provided.

Things you might consider in your explanation include:

e The clinical outcome for the product

Bensfit 5275

s TS e How the product is used

Group 03.05.05 - PolypropylensiPoyester Mesh ° HOW the prOdUCt IS made

Subgroup 03.,02.05.04 - >600-<2600an =

. ; STEP 7 — Add any additional comparators, if needed.

If you have listed more than one comparator for your product,
please indicate which is the main comparator by ticking the box.

Comparator(s)

The main comparator is the product that your prosthesis would
most often replace.

Comparator Details

Fiease it the conparstor(s} {mmémum of 5} for your product.*

Billing Code: AS1Z3
Comparator Product Name: Panetene-Manofilament Poyoropyiens mesh
Comparator Grouping: 0% - General Miscelaneous
03.06 - CLOSURE DEMICES
03.08.05 - Polypropylere/Polpester Mesh
03.08.05.0¢ - >600-=1500cm?

Comparstor Selection Sxplanaton

500 SNEFBCIES TEMBINing
Main Comparstor for Product

DEPARTMENT OF HEALTH 1 6 V0.2
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1.5 Comparator(s) continued

STEP 8 — Enter the Treatment/ Therapy Name.

# Nimcameany
]

Comparator(s) 7 . .
STEP 9 — Enter a Description of the treatment or therapy.
Comparatcr Details .
Pt e copmrmits) et o 1 oy e STEP 10 — Enter Benefit/Cost details.
STEP 11 — Provide a clear explanation on why you have chosen
this comparator in the space provided.
B
TolasmeA TR N
Descepdon =
HemetiToal!
Compamne Asiecson EXplanaton
(_,;Z
DO cmarare amLimne
o Wi Corrparene ol Protuct
Compareior s a0 exlsing Bem on e posthegeg (i9f
G Comparsiar ks 2ot o fhe aiosineses Bl doiner tmatmenk oo Shamny |
P E
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1.6 Evidence, Benefit and Economic Information for New Grouping

You only need to fill out this page if you have proposed a new Group, Subgroup or Suffix in the New Prosthesis Device section (1.4 of this guide).
The Evidence, Benefit and Economic Information for New Grouping page will only appear on your application if applicable.

PROPOSED BENEFIT
STEP 1 — Enter the Proposed Benefit amount for the product.

* Mdaradla by el

Evidence, Benefit and Economic Information for New Grouplng 0
e e STEP 2 — Enter an explanation on how you calculated the benefit amount.
FubCaregory: 0308 - CLOSLRE DEVICES ) ) ) ;
it Your explanation should take into consideration:
Suffix[es): . . .
Progased Berefit 31300 e Clinical outcomes delivered by the product
Proposed Benefit e Cost comparisons or savings achived by using the product
Propesad Benofit (senoumt = gxclusive of GETT ° 1300
el inn et e CLINICAL OUTCOMES
STEP 3 — Enter the Clinical Outcomes delivered by your product.
b Include information on the differences in clinical outcomes for patients between
250 charamers remainiag .
_ your prosthesis and any comparators.
[ suppaing dotment miy be uploaded in he Anachmens scfon)
Factors you may like to consider include:
Clinical Outcomes o Recovery times
Fiense wentfy the quantifiable or messumbie cirical outcomes defrrered by youwr product, companed with the compacator{s). Refer [ ] Failure rateS
to the rreasurable &dlior quantifabie Tasiors relaling 1o patien aulcommes, such B8 ecavery tine, failre sales, complications. e
i e Complications
e Life expectancy
oy e The information you provide must be measurable or quantifiable, as well as
supported by clinical evidence or data.
Cost Compar L] . . . . .
i el Please provide evidence to support your claim in the Attachments section (1.10 of
Plosza provide dotads of meacurabls ewvdencs of any ottt sovings schiewed through the uso of the produce: * thIS gUIde).

DEPARTMENT OF HEALTH 1 8 V0.2



PROSTHESES LIST MANAGEMENT SYSTEM — USER GUIDE 1. Create New Application

1.6 Evidence, Benefit and Economic

Information for New Grouping continued  COST COMPARISON

STEP 4 — Enter details of any cost savings achieved by using the
2 product.

N sharssiers remaining

Include information on any cost savings that can be made by using
the product instead of the comparator.

You may like to consider reductions in:

Cost Comparlsan @

Plossa provide detads of messurabla evicenoa of any cost sevings scheved through the use of the peoducz: *

e Theatre time
e Hospital stay time

300 raraaers g

e Post-surgical care costs
e Reduced revision surgery

Any reductions listed must be real (not potential or theoretical), and
be supported by clinical evidence or data. For any cost savings
listed, please include actual amounts.

Please provide evidence to support your claim in the Attachments
section (1.10 of this guide).

DEPARTMENT OF HEALTH 1 9 V0.2



PROSTHESES LIST MANAGEMENT SYSTEM — USER GUIDE 1. Create New Application

1.6 Evidence, Benefit and Economic Information for New Grouping continued

Product Utilisation

K your productis sokd in Australia andfor any ofher country, please provide ufilisation and price detsils belows

Country Utilisation peryear Cost {in local currency)

Enfer fext Enterfext Enter fexf

What i the projected utilization of the product over the first two years of listing on the Prostheses List? ®

200 characters remaining

What iz the basis for the projection® *

1500 characters remaining
‘Will the use of this product replace the use of another product? *
Yes No

Other Information

|5 there any other informstion you can provide to support your proposed bensfits for your product?

4000 characters remaining

Pro E3

DEPARTMENT OF HEALTH

PRODUCT UTILISATION

STEP 5 — Enter into the grey box, the name of any country where
your product is sold, and select the correct option from the drop
down list.

Enter Utilisation per year in the grey box.
Enter Cost (in local currency) in the grey box.
Repeat steps for additional countries.

Please provide actual utilisation and price information for the
product in both public and private markets.

If the product has been used in the public system in Australia,
please include details.

STEP 6 — Briefly describe the projected utilisation of the product
over the first two years of listing on the Prostheses List.

Briefly describe the basis for your projection by providing evidence
to support your projected utilisation.

STEP 7 — Click Yes or No to indicate whether the use of your
product would replace another product.

OTHER INFORMATION

STEP 8 — Provide any additional information to support the
proposed grouping.

20 V0.2
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1.7 MBS ltem(s)

The Medical Benefits Schedule (MBS) contains a listing of all the Medicare professional services subsidised by the Australian Government.
To be eligible for the Prostheses List, your product must have an MBS listed service for either the implantation or application of the product.

MEDICAL BENEFITS SCHEDULE (MBS) ITEMS(S) AND
© DESCRIPTORS

*hiandaroryfeld

MBS temis)
STEP 1 - If you have a current MBS Item number(s) for your
product, got to STEP 2.
MEESEEmpame SR (MBS RIS A BT If you do not have a current MBS Item number(s) for your product,

goto STEP 7.

Please st upio en | 10) MBS &=m numbers for professonal sendces in which $ie product is mended 1 be implanied or applied. '

[hicte: An apphicabon will be processed withowt an MBE MNumber however itwal noibe lised until 2 vaid MBS Number is prowided by the
SpOnSeT.

MES Rem Number MBS Hem Description STEP 2 — To add an MBS Item number, click [AGleR\Y=RIE )]
anii A Keyword Search box will appear.

Adid MBS e

Alarnativay, tick here & you have soplisd for an MBS tem number (MBS ltemish numbser iz Pending)l

Pleaze provide a resson for selesting the sbove MBS tamis)

1000 characters r=maining
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1.7 MBS Item(s) continued

MEDICAL BENEFITS SCHEDULE (MBS) ITEMS(S) AND
DESCRIPTORS

STEP 3 — Search for an MBS Item by entering either the MBS Item
number or MBS Item description.

Click 2L,

Keyword Search

Conducta keywond search using an MBS hem numbser or MBS hem Description.

Search Results

oot s s e G o e o STEP 4 - Click on the MBS Item Number hyperlink for your

chosen option.

MES ttem
Number MES ttem Description

112 Profess in his or her speciaky of geriairic medich
ihe atiendanes is by wdeo confersnes; and (b} iem 141 or 143 applies fo the atiendanes; and (g} the patientis notar itied
patient; and

122 Professional atendance at a place other than consulting rooms or hospital, by & consuliant physi practics of hisor her
specialy {other than paychiatry) following referral of the patienttohim or her by a referring practiton itial anendznoe in a single
course oftreatmant

i28 Frofessional iznos ata place other than oo rooms or hospital, by a consuhtant physician in the: practice ofhis or her

spenizhy (other than paychistry) following referrsl ofthe patiznt to kimor her by 3 refernng practionsr-=ach atendance (otherthan s
service 1o which lem

2B8 Professional atendance on a patient by 2 consuliant physician practising in his or her specialy of psychiatry if (3} the atiendance isby
video conference; and {0} em 201, 283, 206, 200, 202, 204, 303, 308, 210, 312,214, 216,318, 210, 248 or 352 applies o the
atiendance;

281 Professional atendance of more than 45 minwies in duration atconsulting reoms by a consuftant physician in fhe practice of his or her

specialy of psychiatry, if {3} the atiendance follows referral of the patientfo the consultantfor an assessmentor managemeniby a
medical practifio

283 Professional atiendance of more than 30 mintdes but not more than 45 minuies in durstion atconsulfing rooms by 2 consulisnt
physicial 2 practice of his or her specially of psychiairy, i {a) the patientis being managed by a medical practiioner or a
pariicipaiing nurse practiion

312 Professional atiendance by a consultan
him or her by a referring praciioner-an
rooms, ifhat ate

hiysician in the praciics of his or her speciaty of psychiatry following referral of the patientio
dance of more than 15 minetes, butnot mose than 30 minwiss, in duraion at consuling

am -An atiendance of more than 45 minudes duration at consuling rocms, whers that atiendance and any other stiendance to which
i=ms 300 10308 or 318 apply excesd 50 but not more than 180 atendancesin 3 12 month peried and where the patiemhas: {ija
history of severs sexual or physical

353 Professional anendance by a consultant physician inthe practics of his.or her speciaity of psychistry following referal of the patientio
him or her by a referring praciiionsr-a telepsychiatry consultation of not more than 15 minutes rafion, . {a) 2
another at
385 Professional atiendance by a consuliant physician in the pracics of his.or her specialy of psychisiry following referrsl of the patientio
him or fer by a referring practiionsr-a slepsychiziny consuliation of more than 15 minuies, but not mone than 30 minwes,
if: () tha:
Showing 1 to 10 of 562 entries . ol 2 3| &) sl el 7ol ol s [

Mew Search Cancel
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1.7 MBS Item(s) continued

Confirm Selected ltem

MBS Item Number 112

MBS ltern Description Professional sttendance ona patient by & consultant physician or

specialist practising in his or her specialty of geriatric medicine if:

() the is by video ;-and

(bj itern 141 or 143 appliss to the sttendance; and

(c) the patient is not an admitted patient; and

Confirm Cancel

MBS kem Number MES lem Description

Mo resaras found.

Add MBS Hem

Absmaetivaly, tick hare & you heve spplied for an MBS Ham number (MBS lemis} number is Panding)

Pieaze provide a resson for selecting the above MBS tems):

1000 characers remaining

Prev Save MNeuct

MBS ttem Number MBS ftem Dascription

Mo recosds ound
Add MBS Hem

- Atemnatively, tick hers i you have appied for sn MBS Item numiber (MBS Item(s) number is Pending).

MEDICAL BENEFITS SCHEDULE (MBS) ITEMS(S) AND
DESCRIPTORS

STEP 5 — Click [@ililiag. Your MBS Item should now be listed on
the page.

Repeat steps to add another MBS Item.
You can list up to ten MBS Items for your product.

STEP 6 — Briefly explain why the service(s) apply to your prosthesis
device.

STEP 7 — If you have applied for an MBS Item number for your
product, but the decision is pending, tick the box.

The Department will progress your application without an MBS Item
number, however the product will not be listed on the Prostheses
List until the sponsor provides a valid MBS Item number to the
Department.

DEPARTMENT OF HEALTH
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1. Create New Application

1.8 Product Setting and Product Purpose

* Ianciaiony feld

Product Setting and Product Purpose

Product Setting
Please select the settrg in which the procuct/product system s provided *

cay Fauend is resening Ireatment in hospral
ik Patient = receiving hospital subsiitute westment

tch Patient 18 receiving ireatment cutside of kospital

Product Setting
Plemse select the setting in whech the product‘product system is provided *

{a) Patient is recefving treatment in hospital
{b} Patient =5 recefeing hospital substitute treatment

® (¢} Patient & recewing treatment outside of hespital

Piease describe

1200 charscters remsaining

PRODUCT SETTING
STEP 1- Select the option that applies to your product.

e If you choose (a) or (b), go to STEP 3
e If you choose (c), go to STEP 2

To be eligible for the Prostheses List, your product must be
provided as part of treatment in a hospital or hospital substitute
treatment.

STEP 2 — For option (c), provide details on where the product is
provided if outside of a hospital setting.

If the product is used for treatment outside of a hospital setting, it
may not be eligible for listing on the Prostheses List.

DEPARTMENT OF HEALTH
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1.8 Product Setting and Product Purpose continued

Product Purpose
Please select the purpose of the product/produst system *

® (&) The preduct is surgically implanted in the patient and purposely designed in order 1o
{i replace an anatomical body part; or
{ii) combat a pathological process; of
{iiiy modulate & physiclegical procsss?

{b} The product is essential to and specifically designed as an integral single-use aid for implanting a product described in
{ah {1}, {6} or {I1l} which is onty suitable for use in the patient in whom the product is implanted

{c} The product is critical to the continuing function of the surgically implanted product to achieve the cutcomes described

in {a) {i}, {iiy or {iii}, and oniy suitable for use by the patient in whom that product has been implanted

Briefly explsin the function of the product *

Enter texdt...

2000 characiers remaining
.
(iii} modulate a physiclogical process?
®! (b} The product is essantial 1o and specifically designed as an integral single-use awd for implaning 3 product described in

{2k {ib. {ii} or (I} which is anly suitable for use in the patient in whom the product is implanted

{e} The product & critical to the continuing fumction of the surgically mplanted product o achiews the outcomes described
in{al (i}, (i} or {8, and cnly suitable for use by the patient in whont that product has been implanted

Please advise what the susgically implanted product is that this produst is integral to implanting *

Enter text..

200 characters remaining

Briefy explain the functon of the product *

CFber Lexl..

<000 characiers remaining

DEPARTMENT OF HEALTH

PRODUCT PURPOSE
STEP 3 — Select the option that that best describes the purpose of
the product.

e If you choose (a), go to STEP 4
e If you choose (b), goto STEP 5
e |If you choose (c), go to STEP 6

STEP 4 — For option (a), briefly describe what the product does, to
support the assessment of the product.

STEP 5 - For option (b), enter the name of the single use aid that
works with your product.

Briefly describe what the product does, to support the assessment
of the product.
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1.8 Product Setting and Product Purpose continued

Product Purpose
Pleaze sslect the purpose of the product/product system ®

{8} The preduct is surgically implanted in the patient and purposely designed in order to:
{i} replace an anatomical body part; or

{ily combat & pathological process; or

{iy modulats & physiological process?

b} The product is essentis! 1o and specifically designed as an integral single-use sid for implanting & product deserbed in
13} ik, {iiy or {11} which i5.only suitable for use in the patient inwhom the product is implanted

(=) {2} The product is eritical to the eontinuing funstion of the suigieally implanted: produet to achieve the outeomes described
in{a) (1), {ify or {iil}, and only seitable for use by the patizet in whom that product has besn implanted

Plesze sdvise what the surgically implanted product is that this product is ontical to the continuing function of °

Enter test...

200 characters ramaining

Briefly explain the function of the product *

Enter ted...

2000 characrs r=maining

PRODUCT PURPOSE

STEP 6 — For option (c), enter the name of the surgically implanted
product that works with your product.

Briefly describe what the product does, to support the assessment
of the product.

DEPARTMENT OF HEALTH
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1.9 Comparative Clinical Effectiveness

OVERSEAS STATUS
I7) STEP 1 — Select the appropriate option for the product.

*Mandatory feld

Comparative Clinical Effectiveness

¢ |If you choose Yes, gotto STEP 2
e If you chose No, or Unknown/ Not available, go to STEP 3

Owerseas Status

This information allows clinicians to determine if the product has
(Y A el s o ok et e Sl undergone any clinical assessments in other countries.

o Yes

STEP 2 — For option Yes, provide information about the approvals.

No

You may like to provide:

Unknown | Net available

e Information on which countries have given approval for the

Plegse provide infarmation about the approvals * pI’OdUCt

Errhar

e Approval certificates (attach certificates in the Attachments
section)

e Any other names the product is sold under

1000 characters lemainini;

STEP 3 — Select the appropriate option for the product.

Has the product/praduct system been sald o bamg soid, under sry other name = any country 7 * If you Choose Yes’ got to STEP 4
B e If you chose No, go to STEP 5
= This information allows clinicians to determine if the product has

undergone any clinical assessments in other countries.

Plesze provide the nameiz)” *

STEP 4 — For option Yes, provide the name(s), the product of
system is being sold under in other countries.

300 cheracters remaining
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1.9 Comparative Clinical Effectiveness continued

Mo COMPARATIVE CLINICAL EFFECTIVENESS
STEP 5 — Provide details of Comparative Clinical Effectiveness
Comparative Clinical Effectiveness for your product_

Flense explain how the chrical effectiveness and Sost effectven=ss of your product | product sysiem compares with the
oovparstors] Plaase selar 1o the sirical eicients you have provaed siowe 10 SUD0of your sgoleston

1000 chErace:s rerdning
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1.10 Attachments
The documentation you provide in the Attachments section is used by clinicians to assess your application.
ATTACHMENTS
Attachments 7]

STEP 1 — To add an attachment to your application, click m
Only upload documentation:

e In PDF format

e In English

Listed below are attachments related 1o your applicaion. Please upload all relevant files prior fo submitting your application.

Required Attachments:

= Animage of the product [Attachment Type = Product image} . .
+ Supporting literature - full studies/report [Attachment Type = Supporting Literature) e Specific to the prosthesis

» Documentation to suppaort the proposed benefit (Attachment Type = Supparting Document]

o Ao Do NOT upload:

» Economic and cost analysis studiesireports [Attachment Type = Econ & Cost Analysis) ° Marketing material for the ,Of'OdUCt

= Owerseas approval certificates - e.g. CE mark, FDA approval [Attachment Type = Owrseas Approval Cert) . . . .

AT pertiinate (f avaiiatic) (Attachmment Type - ARTG etz One specific study focussing on the prosthesis is better than many

& ek traioh-=ous s peknl e s ciene; dmstitioe: iAot -t ok Studies that do not directly relate to the prosthesis.

use, surgical technigque ete. [Attachment Type = Other)

Please number the attachments in the order you would like them to
be viewed.

File Hame Type* Description/ Study Name & Journal Reference *

Mo resords found.

o [ o]
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1.10 Attachments continued

ATTACHMENTS
;Z:W STEP 2 — To add an attachment to your application:
=t e Click + Choose File(s) to browse your device and insert a
file
OR

Drag and drop filels) into the panel above

e Drag and drop your file into the white panel.
The file will now be listed on the Attachments screen.

STEP 3 — Add additional attachments as needed.

Fiie Hame Type* Deseription ! Study Mame & Jounal Reference *
LR or et Finaricial Saemant ¥ 8
Financal Stamrwn STEP 4 — Use the drop down menu under Type to select the type
g o o of document you have uploaded.
3 STEP 5 — Enter a brief description for each document you have

uploaded.

DEPARTMENT OF HEALTH 30 V0.2



PROSTHESES LIST MANAGEMENT SYSTEM — USER GUIDE 1. Create New Application

1.11 Review and Submit

Review all sections of your application to ensure the information you provided is correct.

*Mandatry fekd

Review

Application Fee: $600

The apphcation fees can be paud
* By cheque:
Payable to: ASenson Accounts, Department of Health. BP0 Box 5848, CANBERRA ACT 2801
+ Bycrdteand
Please call (02) 8285 1008 (Max $13.000)
Please guoe
o CostCenre: 308022
s GL:4100004000
o internal Order code: DPROSAPPLIC
= ByEFT:
BSB Ne: 002000
Acoowet No: 115031
Please quote “GL4100004000" and as much of your SpOBSOT NAME 25 POSSIDIE, I e “To acccunt’ informanon feld.

Application Type: Create New Listing - Prosthesis Device

E\

Application Contacts

Primary Cortact Samartha Smith

Prone Number #1 OFFICE {02) 0000 0o0D

Submit

Submit Application:
{This section must be compleed by a userwith the "Approver” rode)

| declare that &l information provided in this spplication is true and correct. | agree to pay the application fee listed
above, *

o [ oom

REVIEW

STEP 1 — Review all sections of your application to ensure the
information you provided is correct.

If you find an error in your application, click Edit, at the top right of
the section. This will take you back to the relevant page where you
can make any edits required.

Your prosthesis device may have to be clinically reassessed if you
do not provide the correct information. This may also cause
significant delays in listing the item on the Prostheses List.

SUBMIT
STEP 2 — Tick the box if you agree to the declaration.

STEP 3 — Click to save the information provided in your
application or click Ef[¥iiidto submit your application.
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1.12 Application Summary

1. Create New Application

After you submit your application, you will be directed to the Application Summary for your application.

KApplication Summary

Product | System: o

APPLICATION SUMMARY

Click [gilni%=EN405. to download your Application Summary in a
Word document.

Click [dilp%=ERpl5, to download your Application Summary in a
PDF document.

ATTACHMENTS

Click the ® icon to download an attachment from your application.

To change acoess o this applcation select the appicable option and remember 10 3ave changes.

ACCESS LEVELS

Alert! This is the cefaut scoess for an Aopication uness & is modified by an sppropristely delegated user

Dalonging 10 that particuisr organsation
& Cpento A

Al Azzess to

Deny Access to

Appiiares Cortacts Rave 200055 12 B0 APRICATON Ty F08L N 200085 CINT0! be omied
ProaryContt,  SamerthaSmih

Sesondary Cartast <NetListed>
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1.12 Application Summary continued

MANAGE APPLICATION ACCESS
You can manage access to an application so only the users you

MANAGE APPLICATION ACCESS

To change acorss 10 this appicaton select he applicable 0pton and remember 1o 5ave changes.

—_— authorise will be able to see the application listed on the PLMS.
i 2 | e Open to All means any users in your organisation can view
Ep— e your application. Open to All is the default setting.

B bemiraren e Allow Access to allows you to choose which users in your
wa I organisation can view your application.

S — e Deny Access to allows you to choose which users in your

P Goioct: amrdia e organisation cannot view your application.

Secondary Contact <Not Listed>

To manage user access to your application:

s 1. Click either Allow Access to or Deny Access to
2. To manage users:

To change 3ccess 1 S Appleaton sslect e Appicable SOB0N And rEmEmber 15 53w Changes

AccEss LeveLs an Setocted e Move all users between the All box and the Selected
" . A - by clicking igg or 5
s = y g = or
& Allow Access 1o sy 4 OR
Doy Acsess oot e e Move a single user between the All box and the
e ) Selected box by clicking on the user name(s) and
clicking & or
A;\‘,f_I'.D'Ca‘ﬂﬁ')klmub‘.‘i)pﬂs:J'.o‘b‘,:éh;'ﬂ.mﬂ:‘l-"ﬁ‘.bﬂ:ﬂd: . .
o 3. Click after moving your chosen user(s) to the Selected
Secondary Contact <Mot Listed> bOX_
cacs
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2. Expand a Listing

When you Expand a Listing, you are breaking up a single prostheses listing (covering various prostheses) into multiple new billing codes.
The Department will remove the current billing code for the prosthesis, and replace it with new billing codes for the expanded listings.

You may choose to Expand a Listing if:

e Products within the current listing need to be listed in different groupings
¢ You wish to charge separately for different parts of the current listing

There is no cost to Expand a Listing.

The steps to Expand a Listing are:

Expand a Listing

21 PLMS Home

2.2 Start Application

23 Expand a Prostheses Listing

24 New Prosthesis Device

2.5 Comparator(s)

2.6 Evidence, Benefit and Economic Information for New Grouping*
2.7 Comparative Clinical Effectiveness

2.8 Attachments

29 Review and Submit

* You only need to complete this application step if applicable
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2.1 PLMS Home

STEP 1 — Clickj®EEICRAJalle=1ils]glon the left of the screen.

Ay, Prostheses

Aastraliam Goverament List Management System

K Home

Click hara to create, delete,

Click hare to manage user Chek hare 1o search for
v (R e R
Application compress or dupicate 3
fating
Reforence Numbet  Type Status Last Modified Actions Date Duscelpiion
NOOOO 10 NEW Draft 12072017 17 22 HEALTH [ Y4 Mor0T Your Access Rokes have changed
RO00005 DUPLICATE Submined 14062017 1604 a7 i
e has registered for the
Doo0CA DELETE View Status Delalls 140872017 1612 4
- T Prostheses List Management System
DIHVORFS AMEND Application 240872017 0911, HEALTH aw -
- 12072017 Applcation (4000310) ha been crstod
Pending ARTG Ll
andior MBS 16062017  Data Podal - Interactive_Report_Viewer!
RTEXMLG AMEND Apphcation 23052017 1447, HEALTH B i 0P hes reglotarad for the Sytiem
Recommanded 16062017 Data Podtal -
o rrsr ey " 1048 Interactive_Rapo_Devalopst! DP has
registared for the System
JGU-GaLY DUPLICATE Draft 160¥2017 1052 HEALTH [ 1r 4

14062017 Application Status of PEEK Interbady
DSUR-&1G NEW Canceled 160V2017 10:39. HEALTH Az 1614 sy slem - Cervical (RODDDDS) has been
updated to SUBMITTED

GSFBMKRY New Drah 16012017 0951, HEALTH A
AXDO-SKEN DELETE View Stalus Delalls ~ 01O¥2017 1111, HEALTH a7 ‘:'3‘79‘7 Apglication (RO0000S) has been craated
1612
14062017 Apglication Status of (DODDOD4) hes been
Show All ¥ 1612 updsted to CANCELLED

14062017 Application ([D00D004) has been created
16:11
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2.2 Start Application

On the Start Application page you have the option to create, expand, compress, amend, duplicate, transfer or delete a listing from the Prostheses
List.

APPLICATION TYPE
Start Application (7} STEP 1 — Select Expand Listing using the drop down menu.

Application Type APPLICATION CONTACTS

STEP 2 — Select a Primary Contact for your application using the
drop down menu. This action should prefill contact information.

Swwc: dogicaton Tyew °

Application Contacts

Sesepw Gt | Serw e You can add a Secondary Contact to your application, if needed.

STEP 3 - To create a New Contact for the application:

PR — e Tick the Create New Contact box

e— _ e Enter First Name, Last Name, Phone Number(s) and
o R Email address for the contact

o w1 et ¥ The Department uses the contact information for invoicing and to

— PR liaise with the sponsor about the application. Only provide details

- e for a sponsor who is familiar with the application and can answer

any further questions from the Department..

Trna e

[ — Checns tyoe -
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2.3 Expand a Prostheses Listing

On the Expand a Prostheses Listing page, you must select the prosthesis from the Prostheses List you want to expand into multiple billing codes.
Erah SELECT A LISTING

e R STEP 1 — Click Select QK] ye] to select a prosthesis from the
Ersiand a Prostheses Lis Prostheses List.

1 Nt il 8 Bty Lo gl

ScipmediLising

Ligrenl SyEITEr

iy i

Tomba P

el

Calsbya PMamisas

gy
adwl gy
LA
sulagrags

=5l o |

Lo Seand i

R oo for Expansian

P bt Lhes rrmain nespaan fur Uss sopsacda. ©
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2.3 Expand a Prostheses Listing continued

Keyword Search STEP 2 — Search the Prostheses List by:

{Conduct a keyword search againsta combinafion of Billing Code, Product Name, Prodisct Descripfion or Sponsor Name. Pleass nots that whilstcreating ® Keyword Search
oenzin types of applications, 3 user will be unable o conduct a keyword search on the sponsor name dus fo constraints that are imposed by the
reguirements for that applicaion type) OR

Eilling Code

Product Name ¢ Product Grouping information using the drop down menus
i Click FEEIeY.

Sponsor Mame

Product Grouping

STEP 3 — Click on the Billing Code hyperlink for your chosen

R b E product.
Select Subcategony — Choose subcategory — T
Select Group — Choose group — ¥
Sedect Subgroup - Choose subgroup — v
Select Suffi(zs) — Choose suffic — ¥

Search Resulte

To sakect 3 listng, please cick the Biling Cods hyperknk

[Eding Product
Code Kanse Product Description Product Grouping Sponsor
ATI2Y  Faramng- Pargtongbosofiamen Poypropmdona sandard mesh | 02 - Senerat Mooslangous Cosdian
Monollamen: | ight mesh! H-shaped mesh 0308 - CLOSURE DEVICES Piylu
Priyptapriens 03,08 05 - Polybrogyiene Folegis
mesh Wssh
D308 05 DA 3500 25000m"
BE12E  Vascugrat FTFE - Sraight Standard yall 10 ~Nascodar 2 Brasa
1083 - Geals Puastala
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2.3 Expand a Prostheses Listing continued

2. Expand a Listing

Confirm Sefecten Listing STEP 4 — Click [®eJjiilfy. Boxes under Selected Listing should
— = now be prefilled with information on the chosen prosthesis.

Sponsar Covidien Pty Ltd

Product Name Paristene-Monofilament Pofypropylens mesh

Description Parietena-Monofilament Polypropylene standard mesh / light mesh/ X-shaped mesh

Categary 03 - General Miscellaneous.

Group :B:EIB.EIE - Polypropylene/Palyester Mash

Subgroup 103.08.05.04 - >600-<2600cnv

¢ ©
[ St o g |
4
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2.3 Expand a Prostheses Listing continued

REASON FOR EXPANSION
STEP 5 — Use the drop down menu to choose the reason for

Reason for Expansion . L
expanding the prostheses listing.
PR If the reason is different to what is listed, please explain in the
Billing code includes prostheses that need a separate billing code v

space available.

Additional [nformation:

Enter text...

1000 characters remaining

Resultant (new) Prostheses Listings

Product # Product Name

Mo records found.

Prev
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2.3 Expand a Prostheses Listing continued

RESULTANT (NEW) PROSTHESES LISTINGS

STEP 6 — Click [XIR

When you Expand a Listing, you will need to complete the following
sections for each new/ expanded component one product at a time:

Reason for Expansion

Plesza =alect the main reason for the sxpansion: *

Biliing code includes prostheses thet need a seperste billing code v
fomow ey ¢ New Prosthesis Device (2.4 of this guide)
e Comparator(s) (2.5 of this guide)
¢ Benefit and Economic Information for New Grouping (if
1000 characters ramaining app“Cable) (26 Of thIS gUIde)
Resultant (new) Prostheses Listings e Comparative Clinical Effectiveness (2.7 of this guide)
— —— When you finish adding a component, it will be listed under the
R Resultant (new) Prostheses Listings list.
55 Each expanded system component included in your application will

receive a unique billing code.

Resultant (new) Prostheses Listings

STEP 8- Add any additional components.

- = . STEP 8- After adding all the expanded components, click N
=

i EE
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2.4 New Prosthesis Device

You will need to fill out the New Prosthesis Device section for each new prosthesis device resulting from the expanded listing.

LERORD
i

Producs Details

Srodust Mama

D gfion: '

ol characim =g

SEEA]

=3 CIRERT IR SEAREARGN],
SRS TR |

i

ipeaw separa® moriea wng 4 crTE L elnlier o oflet mach wartTar of B R
Tl

ARTS 1D Mumbar

Pragpe igaaidy e ARTE D aarmois | Deiow S0r o sntack

ARTEG D Hyrnger Tparene Warse LATGEnAry Mama Sl

R N

PRODUCT DETAILS
STEP 1 — Enter the Product Name.

The product name is the name the prosthesis is sold under in
Australia.

The information you provide for Product Name will be available on
the Prostheses List should your application be successful.

STEP 2 — Enter a Description of the product.
Describe the prosthesis in one sentence.

The information you provide for Description will be available on
the Prostheses List should your application be successful.

STEP 3 — Enter the Size of the product.

Accurately describe the dimensions of the prosthesis or system in
one sentence.

The information you provide for Size will be available on the
Prostheses List should your application be successful.

STEP 4 — Enter the Catalogue Number(s).

List the catalogue number(s) under which the product is sold in
Australia.

DEPARTMENT OF HEALTH
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2.4 New Prosthesis Device continued

ARTG ID Number

Please identity the ARTG 1D Numberis) beélow for your proguct” *

ARTG ID Numbes Sponsor Name ARTG Entry Name Class

Erder Nurmber

L ARernatively, tick here if you have apphed to nclude your dewice on the ARTG

(ARTG 1D Nurmber is pending)

Grouping

Select Category * hoose category
Select Subcategory * Choose subcategory -

Select Groun * - Choose orous —

ARTG ID NUMBER

STEP 5 — If you have a current ARTG entry (ARTG ID Number) for
the product, enter the number into the grey box, and select the
correct option from the drop down list.

Once selected, the rest of the table should populate with
information.

You will need to provide a new ARTG entry for each new
prosthesis device resulting from the expanded listing.

An ARTG entry is a number given to products entered and current
on the Australian Register of Therapeutic Goods (ARTG).

You can find your ARTG entry on the Therapeutic Goods
Administration Certificate of Inclusion on the Register.

STEP 6 — If you have applied to include the product on the ARTG,
but the decision is pending, tick the box.

Only products entered on the ARTG can be listed on the
Prostheses List.

The Department will progress your Prostheses List application
without an ARTG entry, however the product will not be listed on
the Prostheses List until the sponsor provides the ARTG entry to
the Department.

DEPARTMENT OF HEALTH

43 V0.2



PROSTHESES LIST MANAGEMENT SYSTEM — USER GUIDE

2. Expand a Listing

2.4 New Prosthesis Device continued

View the grouping schemes for each category of product, including Suffix definitions and benefits.

Enter Nembeor

Click Agd 10 creale a new Sy

Grouping

Salact Category *
Select Subcategory *

Select Group "

Not avadabie for this groupang

12- Kres
12.01 - FEMORAL COMPONENT: TOTAL KNEE ARTHI

- Choose group —

m Click Add to creste s new Group

Seect Subgroup

Save Cancel

— Choase subgroup —

Click Add to creste & new Subgroup

Select Suffixies)

— Choose suffixes —

Click Add to creste & new Suffixc

Group Benefit:

Prev

Not available for this grouping

DEPARTMENT OF HEALTH

T

GROUPING
STEP 7 — Select a Category from the drop down menu.

If the product fits into more than one category, list the category that
will represent the greatest use of the product.

STEP 8 — Select a Subcategory from the drop down menu.

STEP 9 — Select a Group from the drop down menu.

To add a new Group, click enter the new Group name in the
space provided, and click SEVE.

STEP 10 — Select a Subgroup from the drop down menu, if
needed.

To add a new Subgroup, click [3efs|, enter the new Subgroup name
in the space provided, and click SEVE.

STEP 11 — Select a Suffix from the drop down menu, if needed.

To add a new Suffix, click enter the new Suffix name in the
space provided, and click SEVE.

If you add a new Group, Subgroup or Suffix, you will have to fill out
the Evidence, Benefit and Economic Information for New Grouping
section (2.6 of this guide). If you suggest a new Group, Subgroup
or Suffix, the Department will review your evidence and either
accept or decline your suggestion.
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2.5 Comparator(s)

A comparator is a current product, treatment or therapy that your prosthesis could replace. A comparative product may be similar in form or
function to your product. You will need to fill out the Comparator(s) section for each new prosthesis device resulting from the expanded listing.

COMPARATOR DETAILS
b i STEP 1 — Choose the comparator option that applies to your
Comparator(s) © device.

e Comparator is an existing item on the Prostheses List,
go to STEP 2.
e Comparator is not on the Prostheses List, go to STEP 8.

Comparator Details

Please listthe comparator{s) | maximum of B} for your product *

Comparstof is an existing item on the prostheses list STEP 2 — C“Ck A dd Com parato .

i e e . You must list at least one comparator in your application. Choosing
the right comparator(s) is important as it allows clinicians to better
understand and assess your product by comparing it to similar
products, treatments and therapies.

I

Comparator Details

Please listthe comparstons) {maximum of £} for your product *

# Comparator is an existing item on the prostheses fist

Comparator is not on the prostheses fist {other treatment or therapy)

Add Comparator
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2.5 Comparator(s) continued

Keyword Search STEP 3 — Search the Prostheses List by:

D * Keyword Search

reguirements for that applicaion type) O R

Eilling Code

Product Name ¢ Product Grouping information using the drop down menus

Praduct Description Click S1E1fels].

Sponsor Mame

If you are aware of an appropriate comparator, search by typing in
the billing code for that comparator. If you are not aware of a
Seiect Category - Choose ctesory v comparator, you may find an appropriate comparator in the same

Product Grouping

Select Subcstegory ~ Ghoose subcstegory ~ v grouping as your prosthesis.

Select Group — Choose group — v

Selact Subgroup - Choose subgroup — T

Seiect Suffies) - Choose sufc - v STEP 4 — Click on the Billing Code hyperlink for your chosen

comparator in the Search Results.

Search Cancel

Search Hesults

To sakect 3 lising, please dick he Biling Jods hyparknk

Praduct

Biing
Code Manoe Product Description Product Grouping Sponsor
AS12  Farmmng. Panstana-Mosofiament Poypromdena sandand mash |/ 02 - General Mecslansous Cosadban
Monollamen: | fght mesh! K-shaped mesh 0308 - CLOBURE DEVICES Pty L
Prdypraprsens 030 Pl rooyiene Fale e
mesn Wiesh
03,08 95 04 < 5500-<2500om”
BEIZE  Vasougrat FTFE - Sraight Smndard Wyall 10 -\asoeiar 8 Brusa

1083 - Geals Pursyala
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2.5 Comparator(s) continued

Confirm Selected Listing

Billing Code A5123

Sponsar Covidien Pty Ltd

Product Name Paniatens-Manafilament Pofypropylens mesh

Descrigtion Pariatens-Manafilament Polypropylens standard mesh / light mesh/ X-shaped mash

Size(s) 30X 30 cm, 30 x 32 cm

Bensfit 5275
Category 03 - Genersl Misceliansous.
Subcategory 02.08 - CLOSURE DEVICES

Group 102.02.05 - Polypropylens/Palyester Mesh

Subgroup 03.08.05.04 - >600-<2500cm®

Suffixes

Comparator(s)

Comparator Details

Piease i the comparstor{s} {madmun of 5} for your product: *

Eilling Code: A51Z3
Comparator Product Name: Eanstane-horofisment Foyompyiens mesn
Comparator Grouping: 0% - Genaral Miscataneous
03.08 - CLOSURE DEVICES
03.06.05 - Polypropylene Polpester Mesh
03.08 0604 - >600-<2600em*

Corrparstor Selestion Sxplanston

500 Gharsciers Temaining
Nain Comparstor for Product

STEP 5 — Click [@ejliliag. Your comparator should now be listed on
the page.

STEP 6 — Provide a clear explanation on why you have chosen this
comparator in the space provided.

Things you might consider in your explanation include:
e The clinical outcome for the product
e How the product is used
e How the product is made

STEP 7 — Add any additional comparators, if needed.

If you have listed more than one comparator for your product,
please indicate which is the main comparator by ticking the box.

The main comparator is the product that your prosthesis would
most often replace.

DEPARTMENT OF HEALTH
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2.5 Comparator(s) continued

STEP 8 — Enter the Treatment/ Therapy Name.

* Aoy
M=l

Comparators) L7

STEP 9 — Enter a Description of the Treatment/ Therapy.

Comparator Details

STEP 10 — Enter Benefit/Cost details.

Beass i e nommmn) EELED! 31 0 s

STEP 11 — Provide a clear explanation on why you have chosen
this comparator in the space provided.

ToasTA TR0y NI
Descrpdon
BenelTos!

Companeoe Seiecon Explanass

500 crasaTiee aanalang
= M CoerpaREy or Protuct

Companeior 5 20 eXising fem on e prusthesss st

Comparasas bs ok on. he Drosteses B2 jobter teatmerd of ey |
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2.6 Evidence, Benefit and Economic Information for New Grouping

You only need to fill out this section if you have proposed a new Group, Subgroup or Suffix in the New Prosthesis Device section (2.4 of this
guide). The Evidence, Benefit and Economic Information for New Grouping page will only appear on your application if applicable.

*handabry ek
Evidence, Benefit and Economic Information for Mew Grouping
Froduct Name: Medishieid Amti-Adhesion Gal
Category: 03 - General Misoslanssas
SubCategory: 0208 - CLOSLRE DEVICES
Grroap; w0
EubGroup:

Suffin(es):
Froposed Berefit: 51300

Proposed Benefit

Proposad Benefit (amount & ewciusive of GET * 1300

Flagga gepigin how you cRicuisied the benafn; *

200 charamens mmainag

[supperiing dotument may be upkaded in e Amachmens sseton)

Clinical Qutcomes

Flense iertfy the quantifiable or messurabie ciivcal oubcomes debvered by your product, sompared with the comparators). Pefer
ta the measurable sdlior quantifane fastors salating Lo patienl aulcomas, such 85 necavery Lime, faire sales, complications, e
expectancy: *

V) charasiens semaining
Cost Comparison

Plessa provide detais of mescumibie evidenca of any coct sovings schicved through the use of the produce: *

PROPOSED BENEFIT
STEP 1 — Enter the Proposed Benefit amount for the product.

STEP 2 — Enter an explanation on how you calculated the benefit
amount.

Your explanation should take into consideration:

e Clinical outcomes delivered by the product

e Cost comparisons or savings achived by using the product
CLINICAL OUTCOMES
STEP 3 — Enter the Clinical Outcomes delivered by your product.

Include information on the differences in clinical outcomes for
patients between your prosthesis and any comparators.

Hint: Factors you may like to consider include:
e Recovery times
e failure rates
e Complications
e Life expectancy

The information you provide must be measurable or quantifiable,
as well as supported by clinical evidence or data.

Please provide evidence to support your claim in the Attachments
section (2.8 of this guide).
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2.6 Evidence, Benefit and Economic Information for New Grouping continued

-]

VO sharpciers remaing
Cost Comparlsan L

Plessa provide detads of messunabla evicenoa of any cost ssvings scheved through the use of the procucz: *

3000 dharaiiers renainivg

COST COMPARISON

STEP 4 — Enter details of any cost savings achieved by using the
product.

Include information on any cost savings that can be made by using
the product instead of the comparator.

You may like to consider reductions in:
e Theatre time
e Hospital stay time
e Post-surgical care costs
e Reduced revision surgery

Any reductions listed must be real (not potential or theoretical), and
be supported by clinical evidence or data. For any cost savings
listed, please include actual amounts.

Please provide evidence to support your claim in the Attachments
section (2.8 of this guide).

DEPARTMENT OF HEALTH
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2.6 Evidence, Benefit and Economic Information for New Grouping continued

Product Utilisation

K your productis sobd in Australia andlor any ofer couniry, please provide utilisaion and price detsils belowr

Country Utilisation peryear Cost {in local curency)

Enter fexf Enter fext Enfer fext

What is the projected wtilisstion of the product over the first two years of listing on the Prostheses List? *

200 characters. remaining

What iz the basis for the projection? *

1500 characters remaining
WAl the use of this product replace the use of another product? *
Yes Na

Other Information

I thera any other information wou can provide to support your proposed benefits for your product?

4000 characters remsining

Pro E3 S

DEPARTMENT OF HEALTH

PRODUCT UTILISATION

STEP 5 — Enter into the grey box, the name of any country where
your product is sold, and select the correct option from the drop
down list.

Enter Utilisation per year in the grey box.
Enter Cost (in local currency) in the grey box.
Repeat for additional countries.

Please provide actual utilisation and price information for the
product in both public and private markets.

If the product has been used in the public system in Australia,
please include details.

STEP 6 — Briefly describe the projected utilisation of the product
over the first two years of listing on the Prostheses List.

Briefly describe the basis for your projection by providing evidence
to support your projected utilisation.

STEP 7 — Click Yes or No to indicate whether the use of your
product would replace another product.

OTHER INFORMATION

STEP 8 — Provide any additional information to support the
proposed grouping.
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2.7 Comparative Clinical Effectiveness

You will need to fill out the Comparative Clinical Effectiveness section for each new prosthesis device resulting from the expanded listing.
COMPARATIVE CLINICAL EFFECTIVENESS

o STEP 1 — Provide details of Comparative Clinical Effectiveness
for your product.

* Mandzatory field

Comparative Clinical Effectiveness

Comparative Clinical Effectiveness

Plesse explain how the clinical effectivensss and cost effectiveness of your product [ product system compares with the
comparator(s). Please refer to the clinical evidence you have provided above to support your application ®

Enter text..

1000 characirs remaining

P sme | Nt |
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2.8 Attachments

The documentation you provide in this section is used by clinicians to assess your application. You will need to provide separate documentation
for each new prosthesis device resulting from the expanded listing.

ATTACHMENTS
Q . .
R STEP 1 — To add an attachment to your application, click [X[e.
Only upload documentation:
Listed below are attachments related 1o your application. Please upload all relevant files prior to submitting your application, ° In PDF format
Required Attachments: e In English
« Animage of the product [Attachment Type = Product#! xx - Product#1 xx - Product Image} iy .
= Animage of the product (Attachment Type = Product#? x - Product#? x - Product Image) ° SpeCIfIC to the prOStheSIS
Optional Attachments: Please label each individual component on the product image that
« Supporting literature - full studies/report [Attachment Type = Product#1 xx - Product#1 xx - Supporting Literature} is being expanded into new billing codes.
« Supporting literature - full studies/report [Attachment Type = Product#2 x - Product#2 x - Supporting Literature} ;
= Documentation describing; product features, indications, contraindications, technical specifications, instructions for DO NOT upload'
use, surgical technigue etc. [Attachment Type = Product® xx - Product# xx - Other} . .
+ Documentation describing: product features, indications, contraindications, technical spacifications, instructions far e Marketing material for the product
use, surgical technigue ete. [Attachment Type = Product®2 x - Product#2 x - Other} . .
Please number the attachments in the order you would like them to
be viewed.
File Hame Type* Description! Study Name & Jourmal Reference *
Mo records found.
Prey Save Mext
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2.8 Attachments continued

*idandafory field

SeleatFilz(s)”

4+ Choose File(s)

Drrag and drop file{s) info the panel above

Filz Name Tiype*

__________

Ll D5 5 Prodeo® 1= Prodh, ¥

BLES doepdl HE N B
LIS docpd] ProduesZx-Pods ¥

Prev

DEPARTMENT OF HEALTH

Description | Study Mame & Jounal Refersnce *

Save

Mect

ATTACHMENTS
STEP 2 — To add an attachment to your application:

e Click + Choose File(s) to browse your device and insert a
file

OR
e Drag and drop your file into the white panel.
The file will now be listed on the Attachments screen.

STEP 3 — Add additional attachments as needed.

STEP 4 — Use the drop down menu under Type to select the type
of document you have uploaded.

STEP 5 — Enter a brief description for each document you have
uploaded.
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2.9 Review and Submit

Review all sections of your application to ensure the information you provided is correct.

*Mandatory field

Review o

Application Type: Expand a Prostheses Listing

Application Contacts Edit
Primary Contact Samantha Smith
Phone Number #1 PERSONAL (02) cooo 0000

Submit

Submit Application:
{This section must be completed by a userwith the "Approver” role)

| deciare that all informstion provided in this application is true and correct. | agree to pay the application fee listed
abowve, *

Prev m Submit

REVIEW

STEP 1 — Review all sections of your application to ensure the
information you provided is correct.

If you find an error in your application, click Edit, at the top right of
the section. This will take you back to the relevant page where you
can make any edits required.

SUBMIT
STEP 2 — Tick the box if you agree to the declaration.

STEP 3 - Click to save the information provided in your
application or click to submit your application.

DEPARTMENT OF HEALTH
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3. Compress a Listing

When you Compress a Listing, you are bringing together multiple prostheses on the Prostheses List to sit under a single billing code.
The Department will remove the current billing codes for the prostheses, and replace it with a single new billing code for the compressed listing.
You may choose to Compress a Listing if:

o Related products listed separately on the Prostheses List can now be grouped together e.g. the products are only available in a product
system. This may be beneficial as it can reduce your future listing fees.

There is no cost to Compress a Listing.

The steps to Compress a Listing are:

Compress a Listing

31 PLMS Home

3.2 Start Application

3.3 Compressed Listings Summary

3.4 New Prosthesis Device

3.5 Comparator(s)

3.6 Evidence, Benefit and Economic Information for New Grouping*
3.7 Comparative Clinical Effectiveness

3.8 Attachments

3.9 Review and Submit

* You only need to complete this application step if applicable
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3.1 PLMS Home

STEP 1 — Clickf®EEICRAJalle=1ile]glon the left of the screen.

Ay Prostheses

Aastratisn Goversment List Management System

K Home

- Chick hore o croate delete Click hare 1o manage user
A n
’ (‘f.’e;sle vansfer. amend. expand, i Manage Rl sccoss rvies
App' _—on comprass of duphc e a
lsting

Reforence Number  Type Status Last Modified Actions. Date Description
NOOOO 10 NEW Draft 12072017 17 22 HEALTH [ 174 MeTR017 Your Access ﬁﬁlﬁﬂﬂ.fw
RO00005 DUPLICATE Scbeined 14062017 1614 3 i
o s rogistared for the
0000004 DELETE View Stalus Oetads 14062017 1612 7
= o743 Prostheses List Management System
DIHV.ORFS AMEND A ppie ation 24052017 9911, HEALTH @
sy " 12072017 Application (NOO0310) has besn crastod
Pendng ARTG ra
andior MBS 16062017 Data Portal - Interactive_Report_Viewsr?
P075XMLG AMEND Appiscation 2¥052017 14 47, HEALTH B Lol P how registaned for 0 System
Recommended 160062017 Daea Portal
= e e - 1040 interactive_Reaport_Developer] DP has
registered for the System
J4GU-GaLY DUPLICATE Dratt 160¥2017 19,52 HEALTH a7
14062017 Application Status of PEEK Interbady
DSURK1G NEW Cancabod 160¥2017 1039, HEALTH sz 1614 system - Cervica (ROD0DUS) has besn
GSFBNKRW NEW Orant 16032017 09,51, HEALTH sz pdated 1o SUEMITIED
AXIG-HKEN DELETE View Status Detalls 01022017 1.1, HEALTH Az 1:-?s.:m7 Apglication (RO000S) has been crasted
1612
14062017 Application Status of (DODD004) has been
Show All 9 1612 wpdated to CANCELLED

14062017 Application (D00D004) has been created
1611
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3.2 Start Application

On the Start Application page you have the option to create, expand, compress, amend, duplicate, transfer or delete a listing from the Prostheses
List.

APPLICATION TYPE
Start Application @ STEP 1 — Select Compress a Listing using the drop down menu.

soplication Type APPLICATION CONTACTS

STEP 2 — Select a Primary Contact for your application using the
drop down menu. This action should prefill contact information.

Swwc: dogicaton Tyew °

Application Contacts

e — You can add a Secondary Contact to your application, if needed.

f_
%

STEP 3 - To create a New Contact for the application:

i
{

e e Tick the Create New Contact box
e Enter First Name, Last Name, Phone Number(s) and
Email address for the contact

et » Secorcary Cortect

e w1 Comatpe- ¥ The Department uses the contact information for invoicing and to
—— W liaise with the sponsor about the application. Only provide details
- e for a sponsor who is familiar with the application and can answer

any further questions from the Department.
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3.3 Compressed Listings Summary

On the Compressed Listings Summary page, you need to include all the prostheses, currently listed on the Prostheses List, that you want to
compress into one billing code.
SELECT PROSTHESES LISTINGS TO COMPRESS

i STEP 1 — Click FEESENRE e to add a prosthesis from the
Compressed Listings Summary @ Prostheses List.

Select Prostheses Listings to Compress

Pleass seiec the listags you wish 1o compress and add them i e able beiowe”

Billing Code FProduct Mame Description Bzrefit

Mo neooed 8 laund,

Reason for Compression

Please sslect the main reason for the sompression. *
—Chodse & regson — v

Additionst [rformatan:

Enter fext

1000 cheractars remsning

Prey Save m
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3.3 Compressed Listings Summary continued

Keyword Search STEP 2 — Search the Prostheses List by:

{Conduct a keyword search againsta combinafion of Billing Code, Product Name, Prodisct Descripfion or Sponsor Name. Pleass nots that whilstcreating ® Keyword Search
oenzin types of applications, 3 user will be unable o conduct a keyword search on the sponsor name dus fo constraints that are imposed by the
reguirements for that applicaion type) OR

Eilling Code

Product Name ¢ Product Grouping information using the drop down menus
i Click FEEIeY.

Sponsor Mame

Product Grouping

STEP 3 — Click on the Billing Code hyperlink for your chosen

R b E product.
Select Subcategony — Choose subcategory — T
Select Group — Choose group — ¥
Sedect Subgroup - Choose subgroup — v
Select Suffi(zs) — Choose suffic — ¥

Search Results

To ssbect @ listng, please cick he Biling Tode hyparknk

Bifing Product
Code Karse Product Description Product Grouping Sponsor
AS12%  Faramng. Parsiane-Mosofiament Polypropyéana sandard mash | 02 - General Msoslansous Cosidban
Monoliamen: | hght mesh! K-shaped mess 0308 - SLGEURE DEVICES Piy L
Foihypeaiviens 03,0805 - Pulpropyiene Polegis
mesn
0308 95 04 - =500-<2500om"
88123 Vascugrat FTFE + Sraight Standard Wall 10 ~N'asgatar B Braus

1085 - Geals Puisala
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3.3 Compressed Listings Summary continued

T STEP 4 — Click [@ililias. Your product should now be listed on the

—— e page under Select Prostheses Listings to Compress.
o S . Add additional products to the list, as needed.
Product Name Paristens-NMonofilament Polypropylene mesh
s
Diescription Pariatens-Monofiament Palypropylena standard mesh / light mashi ¥-chaped mash
F
Sizelz) 30 % 30 cm, 30 x 32 cm
4
Benafit 575
Category 03 - Genersl Miscallaneous.
Subcategory 03.08 - CLOSURE DEVICES
Group 103.08.05 - Polypropylens/Polyester Mesh
A
Subgroup 103.08.05.04 - >600-<2500cnt®
P

Suffices

* izndaiony fisld

Compressed Listings Summary

Select Prostheses Listings to Compress

Pieage selecithe listags you wesh 1 compress and add them b e Ebls below '

[Billing Code Froduct Name Description Eenefit

No recoeds biund,

Select a Lisiing
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3.3 Compressed Listings Summary continued

Billing Code Product Name Description

Mo reooeds lound,

Reason for Comprassion

Plesze sslect the main reason for the compression; *
- {inoose & reason -
Additionsd |nformation:

Enter fext

1000 cheracters remsning

Prev

REASON FOR COMPRESSION

STEP 5 — Use the drop down menu to choose the reason for
compressing the prostheses listings.

If the reason is different to what is listed, please explain in the
space available.

3. Compress a Listing

DEPARTMENT OF HEALTH
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3.4 New Prosthesis Device

On the New Prosthesis Device page, provide details for the new prosthesis device resulting from the compressed listings.
Brany PRODUCT DETAILS
STEP 1 — Enter the Product Name.

The product name is the name the prosthesis is sold under in
Australia.

Mew Prosrhagic Devine L7

Peoduct Duials The information you provide for Product Name will be available on
the Prostheses List should your application be successful.

Srodust Mama

STEP 2 — Enter a Description of the product.
o Describe the prosthesis in one sentence.

ol characim =g

Sizess The information you provide for Description will be available on
the Prostheses List should your application be successful.

Smng.e e SRR STEP 3 — Enter the Size of the product.

Accurately describe the dimensions of the prosthesis or system in
s one sentence.

g Rl one el i s S The information you provide for Size will be available on the
Prostheses List should your application be successful.

ST STEP 4 — Enter the Catalogue Number(s).
ek Sfatcec e el List the catalogue number(s) under which the product is sold in
ARTE 10 bsrrizer toaseor Ware A5Gty Marma Cheec Australia.
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3.4 New Prosthesis Device continued

ARTG ID Number ARTG ID NUMBER

STEP 5 — If you have a current ARTG entry (ARTG ID Number) for
the product, enter the number into the grey box, and select the
correct option from the drop down list.

Piease i0entify the ARTG ID Number(s) below Tor your product” *

ARTG 1D Number Sponsor Name ARTG Entry Name Class

Enfor Number

Once selected, the rest of the table should populate with
information.

v Azernatively. tick here if you have applied 1o include your device on the ARTG

You will need to provide a new ARTG entry for the compressed
prosthesis device.

(ARTG ID Number is pendng)

An ARTG entry is a number given to products entered and current

- on the Australian Register of Therapeutic Goods (ARTG).
Sptect Outepery * S ot u You can find your ARTG entry on the Therapeutic Goods
SRR B~ SN S—— 2 Administration Certificate of Inclusion on the Register.

STEP 6 — If you have applied to include the product on the ARTG,
but the decision is pending, tick the box.

Only products entered on the ARTG can be listed on the
Prostheses List.

The Department will progress your Prostheses List application
without an ARTG entry, however the product will not be listed on
the Prostheses List until the sponsor provides the ARTG entry to
the Department.
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3.4 New Prosthesis Device continued

View the grouping schemes for each category of product, including Suffix definitions and benefits.

o GROUPING
STEP 7 — Select a Category from the drop down menu.

- Azernatwely tick here if you have apphed o include your device on the ARTG

ek gl If the product fits into more than one category, list the category that
will represent the greatest use of the product.

Grouping

STEP 8 — Select a Subcategory from the drop down menu.

Select Category * hoase c ategory

Select Subcategory * “hoose subc ategory

o A STEP 9 — Select a Group from the drop down menu.

- To add a new Group, click [atfs|, enter the new Group name in the
ek Ada 1 rese  new Suogroup space provided, and click SEVE.

. NOPTR— STEP 10 — Select a Subgroup from the drop down menu, if
needed.

Boidhe To add a new Subgroup, click [2[s], enter the new Subgroup name
in the space provided, and click SEVE.

Selzct Category © 12 - Knee v
Selact Subcategory 12.01 - FEMCRAL COMPONENT: TOTAL KNEE ARTHI W
Select Group - Choosa groun — ¥

B i o s s e G STEP 11 — Select a Suffix from the drop down menu, if needed.

Save Cancel
e — i - To add a new Suffix, click Jtels, enter the new Suffix name in the
SR ke space provided, and click SEVE.

i - Cronse sfices - : If you add a new Group, Subgroup or Suffix, you will have to fill out

STt the Evidence, Benefit and Economic Information for New Grouping
i o b ey section (3.6 of this guide). If you suggest a new Group, Subgroup
or Suffix, the Department will review your evidence and either
accept or decline your suggestion.
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3. Compress a Listing

3.5 Comparator(s)

A comparator is a current product, treatment or therapy that your prosthesis could replace. A comparative product may be similar in form or

function to your product.

*hizndafory field

Comparator(s)

Comparator Details

Please listthe comparator{s) {maximumof 5} for your product: *

‘Comparator is an existing item on the prostheses list

Comparater is not on the prostheses fist jother trestment or therapy)

Prev

Comparator Details

Please listthe comparatons) {maximum of £} for vour product *

# Comparator is an existing item on the prostheses list

Comparstor is not on the prostheses list {other treatment or therapy)

Add Comparator

COMPARATOR DETAILS

STEP 1 - Choose the comparator option that applies to your
device.

e Comparator is an existing item on the Prostheses List,
go to STEP 2.
e Comparator is not on the Prostheses List, go to STEP 8.

STEP 2 — Click [Xe[sN®]e]gq]eE=1E=106].

You must list at least one comparator in your application. Choosing
the right comparator(s) is important as it allows clinicians to better
understand and assess your product by comparing it to similar
products, treatments and therapies.

DEPARTMENT OF HEALTH
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3.5 Comparator(s) continued

Keyword Search STEP 3 — Search the Prostheses List by:
i * Keyword Search
reguirements for that applicaion type)
OR
Eilling Code
Product Name ¢ Product Grouping information using the drop down menus
PR Click Search.
Sponsor Mame

If you are aware of an appropriate comparator, search by typing in
the billing code for that comparator. If you are not aware of a
Seiect Category - Choose ctesory v comparator, you may find an appropriate comparator in the same

Product Grouping

Select Subcstegory ~ Ghoose subcstegory ~ v grouping as your prosthesis.

Select Group — Choose group — v

Selact Subgroup - Choose subgroup — T

Seiect Suffies) - Choose sufc - v STEP 4 — Click on the Billing Code hyperlink for your chosen

comparator in the Search Results.

Search Cancel

Search Results

To sabent 3 fistng. please dick the Biling Code Myparknk

Biing  Product
Code Kanse Product Description Product Grouping Sponsor
583122  Faremng. Pargione-Momsiiamant Poypoopytana gandand mesh | 2. Genprat Msoslansous Cowrdan
Monohiamen: | Ight mesh! K-shaped mess 0308 - CLOBURE DEVICES Piylel
Foiypropyiens i Foiynrooyiene Foieqs
mesn t
308 95 0 - >500-<2500om"
BE12E  Vascugrat FTFE » Sraight Sandard WWall 10 -Nasoular B Brausa

1083 - Geals Pupseala
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3.5 Comparator(s) continued

pe—— STEP 5 — Click [@ililias. Your comparator should now be listed on
- - the page.

Sponsor Covidien Py Ltd

Product Neme Panetene-Mongfiament Polypropylens mesh

' STEP 6 — Provide a clear explanation on why you have chosen this
comparator in the space provided.

Dascription Paristens-Moncfiament Polypropylene standsrd mesh / ight mesh X-shapsd mesh

- Things you might consider in your explanation include:

Sizefs) 20X 30 cm, 3032 em

. — ‘ e The clinical outcome for the product

Stoen = e How the product is used

Group 03.08.05 - Polypropylans/Polyester Mesh

! e How the product is made

Subgroup 03.08.05.04 - >600-<2500cm*

STEP 7 — Add any additional comparators, if needed.

If you have listed more than one comparator for your product,
please indicate which is the main comparator by ticking the box.

Comparator(s)

The main comparator is the product that your prosthesis would
Comparator Details mOSt Often replace.

Please imthe comparsiors} (s of 5) for your product:*

Billing Code: ASIZ3
Comparator Product Name: Panetene-NMonotismen Poyorpyiens mesn
Comparator Grouping: 02 - General Miscetaneous
0308 - CLOSURE DEVICES.
03.08.05 - Palypromylene Folpester Mesh
03.08 05.04 - >600-<2600er®

Comparator Ssiection Explanation

500 nerscaees 1emeining
Msin Cormparstor for Product
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3.5 Comparator(s) continued

STEP 8 — Enter the Treatment/ Therapy Name.

= A ey

T © _r
S STEP 9 — Enter a Description of the Treatment/ Therapy.
Camparator Details ) .
e S D i e e S STEP 10 — Enter Benefit/Cost details.
STEP 11 — Provide a clear explanation on why you have chosen
this comparator in the space provided.
e
Trhasmn Trdidey M
Descrmdon L
BereBiTosl!
Comparzeoe Aeiecson Explansson
A:
5O cmaraTiea AaanLnE
o WimiE Cornparstn S Froduct
DOMpAresar 5 20 aFS g MM oF e pFrstnares ik
g Comrparasar s w0k on 038 oS e ses B2 jolner tmatment of Sy |
P E
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3.6 Evidence, Benefit and Economic Information for New Grouping

You only need to fill out this page if you have proposed a new Group, Subgroup or Suffix in the New Prosthesis Device section (3.4 of this guide).
The Evidence, Benefit and Economic Information for New Grouping page will only appear on your application if applicable.

PROPOSED BENEFIT
STEP 1 — Enter the Proposed Benefit amount for the product.

*Aseadabory fiakd

Evidence, Benefit and Economic Information for Mew Grouping

i o et STEP 2 — Enter an explanation on how you calculated the benefit

Category: 03 - General Misoslanssas _

;ﬁ:ﬁr&: 03.08 - CLOSLRE DEVICES amount

Emm . . . .
Bl Your explanation should take into consideration:

Fraposed Beredit: 57300

e Clinical outcomes delivered by the product
Proposed Benefit

e Cost comparisons or savings achived by using the product
Proposad Benefit (amount & ewciusive of GET * 1300

P AT Y CLINICAL OUTCOMES
STEP 3 — Enter the Clinical Outcomes delivered by your product.

Include information on the differences in clinical outcomes for
200 Sharagers renainig patients between your prosthesis and any comparators.

e ST T S Hint: Factors you may like to consider include:
e Recovery times

Clinical Qutcomes

e Failure rates

Flense iertfy the quantifiable or messurabie ciivcal oubcomes debvered by your product, sompared with the comparators). Pefer
ta the measurable sdlior quantifane fastors salating Lo patienl aulcomas, such 85 necavery Lime, faire sales, complications, e

expectancy: * e Complications
e Life expectancy

; The information you provide must be measurable or quantifiable,
O S g ' as well as supported by clinical evidence or data.

Cost Comparison ® Please provide evidence to support your claim in the Attachments
section (3.8 of this guide).

Plessa provide detais of mescumibie evidenca of any coct sovings schicved through the use of the produce: *
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3.6 Evidence, Benefit and Economic Information for New Grouping continued

N0 sharssiers remaining ! COST COMPARISON
Cost Comparison o STEP 4 — Enter details of any cost savings achieved by using the
product.

Plessa provide detads of rmessurable evidenoe of any cost sevings schieved through the use of the producs: *

Include information on any cost savings that can be made by using
the product instead of the comparator.
You may like to consider reductions in:

4000 eharacers remalning

e Theatre time

e Hospital stay time

e Post-surgical care costs

e Reduced revision surgery

Any reductions listed must be real (not potential or theoretical), and
be supported by clinical evidence or data. For any cost savings
listed, please include actual amounts.

Please provide evidence to support your claim in the Attachments
section (3.8 of this guide).
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3. Compress a Listing

3.6 Evidence, Benefit and Economic Information for New Grouping continued

Product Utilisation

K your productis sokd in Australia andfor any ofher country, please provide ufilisation and price detsils belows

Country Utilisation peryear Cost {in local currency)

Enfer fext Enterfext Enter fexf

What i the projected utilization of the product over the first two years of listing on the Prostheses List? ®

200 characters remaining

What iz the basis for the projection® *

1500 characters remaining
‘Will the use of this product replace the use of another product? *
Yes No

Other Information

|5 there any other informstion you can provide to support your proposed bensfits for your product?

4000 characters remaining

Pro E3

DEPARTMENT OF HEALTH

PRODUCT UTILISATION

STEP 5 — Enter into the grey box, the name of any country where
your product is sold, and select the correct option from the drop
down list.

Enter Utilisation per year in the grey box.
Enter Cost (in local currency) in the grey box.
Repeat for additional countries.

Please provide actual utilisation and price information for the
product in both public and private markets.

If the product has been used in the public system in Australia,
please include details.

STEP 6 — Briefly describe the projected utilisation of the product
over the first two years of listing on the Prostheses List.

Briefly describe the basis for your projection by providing evidence
to support your projected utilisation.

STEP 7 — Click Yes or No to indicate whether the use of your
product would replace another product.

OTHER INFORMATION

STEP 8 — Provide any additional information to support the
proposed grouping.
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3.7 Comparative Clinical Effectiveness

COMPARATIVE CLINICAL EFFECTIVENESS

) STEP 1 — Provide details of Comparative Clinical Effectiveness
for your product.

*Kiandatory feld

Comparative Clinical Effectiveness

Comparative Clinical Effectiveness

Please explain how the clinical effectiveness and cost effectiveness of your product 7 product system compares with the
comparator{s). Please refer to the clinical evidence you have provided above to support your application *

Enter test..

1000 characiers remaining

Prey Save m
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3.8 Attachments
The documentation you provide in this section is used by clinicians to assess your application.
© ATTACHMENTS
Attachments

STEP 1 — To add an attachment to your application, click [¥J].
Only upload documentation:
e In PDF format

Listed below are atiachments related 1o your application. Please upload all relevant files prior 1o submitting vour spplication,

Required Attachments: e In English
» Animage of the product (Attachment Type = Product mage) e Specific to the prosthesis
«  Brochure describing the product {Attachment Type = Product Brochure)
; Do NOT upload:

Optional Attachments:
» Supporting literature - full studiesireport (Attachment Type = Supporting Literature} ° Marketing material for the pl’OdUCt
it e Please number the attachments in the order you would like them to

be viewed.

File Name Type* Description § Study Name & Joumal Reference *

Mo reconds found. :
oo ] i
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3.8 Attachments continued

* Mandaory feld

SelentFikls)”

# Choose File(s)

Drag and drop file|s} info the panel above

Cancal

= Supporting iterature - full studse sireport (Attachment Type = Supporting Literature)
» Documentation describing; product features, indications, contraindications, technical specifications, mstructions for
use. surgical techaigue etc. |Attac hment Type = Cther}

File Nam Type* Description Study Name & Jounal Reference *
BLME docadf Frodus mage v ¥

7
FLME docpdf Preduel Brochure v X

y.

DEPARTMENT OF HEALTH

ATTACHMENTS
STEP 2 — To add an attachment to your application:

e Click + Choose File(s) to browse your device and insert a
file

OR
e Drag and drop your file into the white panel.
The file will now be listed on the Attachments screen.

STEP 3 — Add additional attachments as needed.

STEP 4 — Use the drop down menu under Type to select the type
of document you have uploaded.

STEP 5 — Enter a brief description for each document you have
uploaded.
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3.9 Review and Submit

Review all sections of your application to ensure the information you provided is correct.
REVIEW

© STEP 1 — Review all sections of your application to ensure the
information you provided is correct.

*Mandatory field
Review
If you find an error in your application, click Edit, at the top right of

the section. This will take you back to the relevant page where you
Application Type: Compress Prostheses Listings can make any edits required.

Application Contacts Ex

SUBMIT
o Samantha Smith STEP 2 - Tick the box if you agree to the declaration.

Phone Number #1 PERSONAL (02) coco000D

STEP 3 — Click to save the information provided in your
Submit application or click to submit your application.

Submit Application:
{This section must be completed by 3 user with the "Approver” role)

| declare that &l informstion provided in this spplicstion is true and correst. | agres to pay the application fee listed
above,

Prev m Submit
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4. Amend a Listing

When you Amend a Listing, you are making a change to the product or benefit details for a prosthesis on the Prostheses List.

The application must undergo clinical reassessment if you make changes to the:
e Product name, size or description
e Grouping or benefit details

There is no cost to Amend a Listing.

The steps to Amend a Listing are:

Amend a Listing

41 PLMS Home

4.2 Start Application

4.3 Select a Listing

44 Amend Listing — Prosthesis Device

4.5 Comparator(s)

4.6 Evidence, Benefit and Economic Information for New Grouping*
4.7 Comparative Clinical Effectiveness

4.8 Attachments

4.9 Review and Submit

* You only need to complete this application step if applicable
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4.1 PLMS Home

STEP 1 — Clickf®EEICRAJalle=1ile]glon the left of the screen.

Ay Prostheses

Aastratisn Goversment List Management System

K Home

- Chick hore o croate delete Click hare 1o manage user
A n
’ (‘f.’e;sle vansfer. amend. expand, i Manage Rl sccoss rvies
Appi_alnn comprass of duphc e a
lsting

Reforence Number  Type Status Last Modified Actions. Date Description
NOOOO 10 NEW Draft 12072017 17 22 HEALTH [ 174 MeTR017 Your Access ﬁﬁlﬁﬂﬂ.fw
RO00005 DUPLICATE Scbeined 14062017 1614 3 i
o s rogistared for the
0000004 DELETE View Stalus Oetads 14062017 1612 7
= o743 Prostheses List Management System
DIHV.ORFS AMEND A ppie ation 24052017 9911, HEALTH @
sy " 12072017 Application (NOO0310) has besn crastod
Pendng ARTG ra
andior MBS 16062017 Data Portal - Interactive_Report_Viewsr?
P075XMLG AMEND Appiscation 2¥052017 14 47, HEALTH B Lol P how registaned for 0 System
Recommended 160062017 Daea Portal
= e e - 1040 interactive_Reaport_Developer] DP has
registered for the System
J4GU-GaLY DUPLICATE Dratt 160¥2017 19,52 HEALTH a7
14062017 Application Status of PEEK Interbady
DSURK1G NEW Cancabod 160¥2017 1039, HEALTH sz 1614 system - Cervica (ROD0DUS) has besn
GSFBNKRW NEW Orant 16032017 09,51, HEALTH sz pdated 1o SUEMITIED
AXIG-HKEN DELETE View Status Detalls 01022017 1.1, HEALTH Az 1:-?s.:m7 Apglication (RO000S) has been crasted
1612
14062017 Application Status of (DODD004) has been
Show All 9 1612 wpdated to CANCELLED

14062017 Application (D00D004) has been created
1611
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4.2 Start Application

On the Start Application page you have the option to create, expand, compress, duplicate, amend, transfer or delete a listing from the
Prostheses List.

Hiadatry S

APPLICATION TYPE
STEP 1 — Select Amend a Listing using the drop down menu.

Application Type

s rstcaten Tem ey v APPLICATION CONTACTS

STEP 2 — Select a Primary Contact for your application using the
drop down menu. This action should prefill contact information.

Application Contacts

Swiect » Prevery Comtnct Sarmart'e Snih

il You can add a Secondary Contact to your application, if needed.

Pruy Himmisee 91 e L

By Mo o0 Ligeg v [ CHA) 00 X

STEP 3 — To create a New Contact for the application:

e Tick the Create New Contact box
e Enter First Name, Last Name, Phone Number(s) and
Email address for the contact

Jewct 0 Secoramry Corien

The Department uses the contact information for invoicing and to
liaise with the sponsor about the application. Only provide details
for a sponsor who is familiar with the application and can answer
Applicaucn Contacts any further questions from the Department.
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4.3 Select a Listing

SELECTED LISTING
© STEP 1 — Click the option for Prosthesis Device.

® Mandiamry feid

Select a Listing

Ploass select & listing to amend: "

STEP 2 — Click SEEE¥=REEiljle| to search for the product on the
Prostheses List.

® FProsthesis Device

Human Tssue
Selected Listing

Product Mame;

Desompton:

Reaszon for Amendment

Plense select the main resson for the amendment: *
= Choose & regsan = ¥

Addcitional irfprmetion;

1000 characters resnaining

P B
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4.3 Select a Listing continued

Keyword Search STEP 3 — Search the Prostheses List by:

{Conduct a keyword search againsta combinafion of Billing Code, Product Name, Prodisct Descripfion or Sponsor Name. Pleass nots that whilstcreating ® Keyword Search
oenzin types of applications, 3 user will be unable o conduct a keyword search on the sponsor name dus fo constraints that are imposed by the
reguirements for that applicaion type) OR

Eilling Code

Product Name ¢ Product Grouping information using the drop down menus
i Click FEEIeY.

Sponsor Mame

Product Grouping

STEP 4 - Click on the Billing Code hyperlink for your chosen

Select Category - Choose category - r

product.
Select Subcategony — Choose subcategory — T
Select Group — Choose group — ¥
Sedect Subgroup - Choose subgroup — v
Select Suffi(zs) — Choose suffic — ¥

Search Cancel

Search Results

To sabent 3 fistng. please dick the Biling Cods Myparknk

PRODUGCTS

Product

Biing
Code Kanse Product Description Product Groupeng Sponsor
AL Faramna. Parciane-Mosofiament Polypropdena sandard mech 2. Genorat Meeslansous Ciowrdan
Monohiamen: | Ight mesh! K-shaged mesh D308 - CLDEURE DEVICES Pyl
Foiypropyiens 0308 05 - Poyprooyiene Folens
mesh Wizgh
30895 0 - »500-<2500o0m"
BE12%  Vascugrat PTFE - Staight Standard WWall 10 -Nasgaiar B Bruss
1003 - Geals Purseaka
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4.3 Select a Listing continued

onfim selecta Listing STEP 5 — Click [@f8liilits. Boxes under Selected Listing should

i oce = now be prefilled with information on the chosen prosthesis.
Sponsar Covidien Pty Ltd
Product Name Parietene-honcfilament Polypropylene mesh
Description Parnetene-Monofilament Palypropylene standsrd mesh / light mesh/ X-shaped mesh
zes) | 30%320em 30x32cm
Bensfit 827
Categary 03 - General Miscaiianeous
Subcategary 03,08 - CLOSURE DEVICES
Group 03.08.05 - Polypropylens/ Polyester Mesh
Subgroup 03.08.05.04 - >600-<2500cm*

Selected Listing

Select 2 sting
Product Name: Prosthesis Device
Desenpton: Prosthess Sysem ____
ataogue Numoers: 000000

Reason for Amendment
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4.3 Select a Listing continued

STEP 6 — Use the drop down menu to select a reason for the

4 amendment.

Catalogue Numbers: 000000 . . . . .

’ If the reason is different to what is listed, please explain in the

Z space available.

Reason for Amendment

Please select the main reason for the amendment: *

- Choote a reason - v
Addtonsl irformation:
1000 characters remaning
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4.4 Amend Listing — Prosthesis Device

On the Amend Listing — Prosthesis Device page, Product Details should be prefilled with information on the prosthesis device application you
intend to amend.

PRODUCT DETAILS
Hriapiaa STEP 1 — Make any required changes to the Product Details
section.
Amend Listing - Prosthesss Device @
3 The information you provide for the Product Name, Description
and Size will be available on the Prostheses List should your
N Tros SR TG DRSO T Rar DR $IR AT i DGR g application be successful.

Prouct Datais

Fredoct Mecve Ligalerieid Amt-homeian e

DEmarEEas PORDAEE ART-SEREHES Q& L Y SINET DN DS JET WD REERDDN O
okl pfiorg aler molaal wogery. WeEilRird fa a g el mver gal timca e
aF ERRT TR RS SR N SR AR S

o
ST DRESRS S ERENT
L TR Lf Jrings
o
ROEF TRIRE PHE BN
Tt Mhomibesr
¢
o

DEES REDGEE NATESTS DI B DOTTT O DEFTRET OF i0ET BT RATRAT ON B SR
]

ARTG KD Mumbaris)

FreEkE THERENT St AN D ot - S B pdead prBeioEl
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4.4 Amend Listing — Prosthesis Device continued

ARTG ID Number ARTG ID NUMBER

STEP 2 — If you have a current ARTG entry (ARTG ID Number) for
the product, enter the number into the grey box, and select the
correct option from the drop down list.

Piease ioentiy the ARTG 1D NumDberf(s) below Tor your proguct” *

ARTG ID Number Sponsor Name ARTG Entry Name Class

Ender Number

Once selected, the rest of the table should populate with
information.

Ca ARernatvely, tick here if you have apphed 1o include your dewice on the ARTG

The ARTG entry for the product should be the same as for the
original listing.

(ARTG D Nurnber is pending)

An ARTG entry is a number given to products entered and current
on the Australian Register of Therapeutic Goods (ARTG).

You can find your ARTG entry on the Therapeutic Goods
Administration Certificate of Inclusion on the Register.

STEP 3 — If you have applied to include the product on the ARTG,
but the decision is pending, tick the box.

Only products entered on the ARTG can be listed on the
Prostheses List.

The Department will progress your Prostheses List application
without an ARTG entry, however the product will not be listed on
the Prostheses List until the sponsor provides the ARTG entry to
the Department.
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4.4 Amend Listing — Prosthesis Device continued

View the grouping schemes for each category of product, including Suffix definitions and benefits.

Grruping
DERRE] Tahiry OF = Jsagagl LdbERSAEdla
Bt H00 snsaety BE GRS Ol ol DEEES
Ampact Hmig Y 8. 001 ~ ASRasinn Biumam
n'\- Si Ags] ng DTS F R S
L ungaug OE GE O - B i g v
n{--:'- S0 AT B R B
FESE B = v
m-:- S A B VIRt B R Bl
D s R
Grouping
Select Category * 12 - Knee ¥
Select Subcategory * 12,01 - FEMORAL COMPONENT: TOTAL KNEE ARTHI 7
Select Group * — Choose group — b
m Click Add to creste a new Group
Save Cancel
Select Subgroup — Choose subgroup — b 4
Click Add to create a new Subgroup
Select Suffix(es) — Choose suffices — x
Click Add to creste a new Suffic
Group Benefit: Mot avaitable for this grouping

o 5o | N

DEPARTMENT OF HEALTH

GROUPING

STEP 4 — Use the drop down menus to make any required
changes to the Grouping section.

e To add a new Group, click [, enter the new Group name
in the space provided, and click FENG.

e To add a new Subgroup, click , enter the new Subgroup
name in the space provided, and click FENG.

e To add a new Suffix, click er the new Suffix name in
the space provided, and click SEVE.

If you add a new Group, Subgroup or Suffix, you will have to fill out
the Evidence, Benefit and Economic Information for New Grouping
section (4.7 of this guide). If you suggest a new Group, Subgroup
or Suffix, the Department will review your evidence and either
accept or decline your suggestion.
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4. Amend a Listing

4.5 Comparator(s)

A comparator is a current product, treatment or therapy that your prosthesis could replace. A comparative product may be similar in form or

function to your product.

*Mandafory field

Comparator(s)

Comparator Details

Please list the comparaions) { maximum of 5} for your produet *

Comparator is &n existing item on the prostheses list

Comparator is not on the prostheses fist {other treatment or therapy)

Prev

Comparator Details

Please list the comparator]s) {maximum of £} for your product *

& Comparatof is an existing item on the prestheses list

Comparator is not on the prostheses list {other treatment or therapy)

Add Comparator

COMPARATOR DETAILS

STEP 1 - Choose the comparator option that applies to your
device.

e Comparator is an existing item on the Prostheses List,
go to STEP 2.
e Comparator is not on the Prostheses List, go to STEP 8.

STEP 2 — Click [Xe[sN®]e]gq]eE=1E=106].

You must list at least one comparator in your application. Choosing
the right comparator(s) is important as it allows clinicians to better
understand and assess your product by comparing it to similar
products, treatments and therapies.

DEPARTMENT OF HEALTH
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4.5 Comparator(s) continued

Keyword Search STEP 3 — Search the Prostheses List by:

D * Keyword Search

reguirements for that applicaion type) O R

Eilling Code

Product Name ¢ Product Grouping information using the drop down menus

Praduct Description Click S1E1fels].

Sponsor Mame

If you are aware of an appropriate comparator, search by typing in
the billing code for that comparator. If you are not aware of a
Seiect Category - Choose ctesory v comparator, you may find an appropriate comparator in the same

Product Grouping

Select Subcstegory ~ Ghoose subcstegory ~ v grouping as your prosthesis.

Select Group — Choose group — v

Selact Subgroup - Choose subgroup — T

Seiect Suffies) - Choose sufc - v STEP 4 — Click on the Billing Code hyperlink for your chosen

comparator in the Search Results.

Search Results

To ssbect a listng, please click the Biling Cods hyparknk

PRODUGTS
Biling Product
Code Hane Product Desoription Product Grouping Sponsor
A2  Faramng- Parsmne-bMosofiament Poypropytana sandard mesh | 02 - Genarat Memslaneous Cosadban
Monchlamen: | Ight mesh! K-shaped mess T30E - CLORURE DEVICES Pyl
FPolypoajriens o3a Palybrogyiese Paieae

mesn

8 Bruse
Pursyals

BE12E  Vasaugrat PTFE - Staight Standard ¥Wall
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4.5 Comparator(s) continued

Confirm Selected Listing

Siling Code AS123

Sponsor Covidien Py Ltd

Produst Nare Panistena-Mongfilament Polypropylens mesh
Dascription Paristens-Monofiament Polyprapylene standsrd mesh / light meshi X-shaped mesh

Size(s) 20X 30cm, 30x32 cm

Benafit 5275
Category 03 - Genersl Miscelansous.
Subcategary 03,08 - CLOSURE DEVICES

Group 03.08.05 - Polypropylene/Palyester Mesh

Subgroup 03,02.05.04 - >600-<2500c

Comparator(s)

Comparator Details

Plsase atthe conparstors] {masimun of £} for your produst: *

EBilling Code: AS123
Comparator Frodust Name. Fanetens-hionafilsment Foyompyiens mesn
Comparator Grouping: 0% - General Miscelaneous
03,08 - CLOSURE DEVICES
03.0¢.05 - Palypropylene Folpester Mezh
0308 05.04 - >600-<2500c?

Comparmtar Selestion Explanation

500 Chersciers remaining
Wisin Comparator for Product

STEP 5 — Click [@ejliliag. Your comparator should now be listed on
the page.

STEP 6 — Provide a clear explanation on why you have chosen this
comparator in the space provided.

Things you might consider in your explanation include:
e The clinical outcome for the product
e How the product is used
e How the product is made

STEP 7 — Add any additional comparators, if needed.

If you have listed more than one comparator for your product,
please indicate which is the main comparator by ticking the box.

The main comparator is the product that your prosthesis would
most often replace.

DEPARTMENT OF HEALTH

89 V0.2
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4.5 Comparator(s) continued

STEP 8 — Enter the Treatment/ Therapy Name.

* NEmamosy
feli

Comparator(s) L

STEP 9 — Enter a Description of the Treatment/ Therapy.

Camparater Details

Bz i e comTROR) (MR G! S) A ot produ STEP 10 — Enter Benefit/Cost details.

sroes STEP 11 — Provide a clear explanation on why you have chosen
E—— this comparator in the space provided.

TSR TR N
Descroion
BenetiTosy!

Comparsece Seiecton Explanason

00 cmararea aanaimng
o« M=y Comnparst o Progutt

Comparztor s 20 enising %em on e prsheses

Comparsss Is 207 of 058 (oostheses a7 jointr tmatment o Ty |
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4. Amend a Listing

4.6 Comparative Clinical Effectiveness

*Kiandatory feld

Comparative Clinical Effectiveness

Comparative Clinical Effectiveness

Please explain how the clinical effectiveness and cost effectiveness of your product 7 product system compares with the
comparator{s). Please refer to the clinical evidence you have provided above to support your application *

Enter test..

1000 characiers remaining

Prey Save m

COMPARATIVE CLINICAL EFFECTIVENESS

STEP 1 — Provide details of Comparative Clinical Effectiveness
for your product.

DEPARTMENT OF HEALTH
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4.7 Evidence, Benefit and Economic Information for New Grouping

You only need to fill out this page if you have proposed a new Group, Subgroup or Suffix in the New Prosthesis Device section (4.4 of this guide).
The Evidence, Benefit and Economic Information for New Grouping page will only appear on your application if applicable.

*handabry ek
Evidence, Benefit and Economic Information for Mew Grouping
Froduct Name: Medishieid Amti-Adhesion Gal
Category: 03 - General Misoslanssas
SubCategory: 0208 - CLOSLRE DEVICES
Grroap; w0
EubGroup:

Suffin(es):
Froposed Berefit: 51300

Proposed Benefit

Proposad Benefit (amount & ewciusive of GET * 1300

Flagga gepigin how you cRicuisied the benafn; *

200 charamens mmainag

[supperiing dotument may be upkaded in e Amachmens sseton)

Clinical Qutcomes

Flense iertfy the quantifiable or messurabie ciivcal oubcomes debvered by your product, sompared with the comparators). Pefer
ta the measurable sdlior quantifane fastors salating Lo patienl aulcomas, such 85 necavery Lime, faire sales, complications, e
expectancy: *

V) charasiens semaining
Cost Comparison

Plessa provide detais of mescumibie evidenca of any coct sovings schicved through the use of the produce: *

PROPOSED BENEFIT
STEP 1 — Enter the Proposed Benefit amount for the product.

STEP 2 — Enter an explanation on how you calculated the benefit
amount.

Your explanation should take into consideration:
e Clinical outcomes delivered by the product

e Cost comparisons or savings achived by using the product

CLINICAL OUTCOMES
STEP 3 — Enter the Clinical Outcomes delivered by your product.

Include information on the differences in clinical outcomes for
patients between your prosthesis and any comparators.

Hint: Factors you may like to consider include:
e Recovery times
e failure rates
e Complications
e Life expectancy

The information you provide must be measurable or quantifiable,
as well as supported by clinical evidence or data.

Please provide evidence to support your claim in the Attachments
section (4.8 of this guide).

DEPARTMENT OF HEALTH
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4.7 Evidence, Benefit and Economic Information for New Grouping continued

=

N0 sharssiers remaining
Cost Comparlsan @

Plessa provide detads of rmessurable evidenoe of any cost sevings schieved through the use of the producs: *

4000 eharacers remalning

COST COMPARISON

STEP 4 — Enter details of any cost savings achieved by using the
product.

Include information on any cost savings that can be made by using
the product instead of the comparator.

You may like to consider reductions in:
e Theatre time
e Hospital stay time
e Post-surgical care costs
e Reduced revision surgery

Any reductions listed must be real (not potential or theoretical), and
be supported by clinical evidence or data. For any cost savings
listed, please include actual amounts.

Please provide evidence to support your claim in the Attachments
section (4.8 of this guide).

DEPARTMENT OF HEALTH
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4. Amend a Listing

4.7 Evidence, Benefit and Economic Information for New Grouping continued

Product Utilisation

K your produstis sold in Australis andior any other country, please provide wfilisation and price detsils belowr

Country Litilisation peryear Cost (in local currency)

Enter fext Enter fexf Ener fexf

Vihst is the projected utilisation of the product ower the first two years of listing on the Prostheses List? *

200 characters. renaining

What iz the basic for the projection? *

1500 characters remaining
Will the use of this product replace the use of another product? *
Yes No

Other Information

|= thers any other information you can provide to support your proposed bensfits for your product?

4000 characters remsining

o B

DEPARTMENT OF HEALTH

PRODUCT UTILISATION

STEP 5 — Enter into the grey box, the name of any country where
your product is sold, and select the correct option from the drop
down list.

Enter Utilisation per year in the grey box.
Enter Cost (in local currency) in the grey box.
Repeat for additional countries.

Please provide actual utilisation and price information for the
product in both public and private markets.

If the product has been used in the public system in Australia,
please include details.

STEP 6 — Briefly describe the projected utilisation of the product
over the first two years of listing on the Prostheses List.

Briefly describe the basis for your projection by providing evidence
to support your projected utilisation.

STEP 7 — Click Yes or No to indicate whether the use of your
product would replace another product.

OTHER INFORMATION

STEP 8 — Provide any additional information to support the
proposed grouping.
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4.8 Attachments

The documentation you provide in this section is used by clinicians to assess your application.

Attachments e

Listed below are sttachments retatad to your applicstion. Plesse uplosd all relevant files prior to submitting your application.

Reqguired Attachments:
= Brochure describing the product {Attachment Type = Product Brochure)
Optional Attachments:

Me opticnal attachments

File Name Type * Description [ Study Name & Journal Reference *

Mo records found.

Prev Mext

ATTACHMENTS
STEP 1 — To add an attachment to your application, click m
In your supporting documentation, please attach:
e A before and after image of the prosthesis
e An explanation of what is different and why
Only upload documentation:
e In PDF format
e In English
e Specific to the prosthesis
Do NOT upload:

e Marketing material for the product

Please number the attachments in the order you would like them to
be viewed.

DEPARTMENT OF HEALTH
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4.8 Attachments continued

The documentation you provide in this section is used by clinicians to assess your application.

* Mandaory feld

SelentFikls)”

# Choose File(s)

Drag and drop file|s} info the panel above

NG DRUCHE Snacnments

Cancal

File HName Type " Description / Study Name & Journal Reference ™
PLMS doc o S B . &

Prev

DEPARTMENT OF HEALTH

ATTACHMENTS
STEP 2 — To add an attachment to your application:

e Click + Choose File(s) to browse your device and insert a
file

OR
e Drag and drop your file into the white panel.
The file will now be listed on the Attachments screen.

STEP 3 — Add additional attachments as needed.

STEP 4 — Use the drop down menu under Type to select the type
of document you have uploaded.

STEP 5 — Enter a brief description for each document you have
uploaded.
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4.9 Review and Submit

Review all sections of your application to ensure the information you provided is correct.

REVIEW
e STEP 1 — Review all sections of your application to ensure the
Review @ information you provided is correct.

If you find an error in your application, click Edit, at the top right of
the section. This will take you back to the relevant page where you

Application Type: Amend a Listing can make any edits reqUIred'

I Edit
Application Contacts SUBMIT

STEP 2 - Tick the box if you agree to the declaration.
Submit

STEP 3 — Click to save the information provided in your
application or click ¥t to submit your application.

Submit Application:
{This section must be completed by 3 userwith the "Approver” rode)

| declare that all informstion provided in this spplication is true and correct. | agree to pay the application fee listed
sbove. *

Prev m Submit
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5. Duplicate a Listing

When you Duplicate a Listing, you are making a copy of a current prostheses listing held by another sponsor.

When you Duplicate a Listing:

e The original billing code for the prosthesis will remain on the Prostheses List, and you will receive a new billing code for the duplicated
product

e The product will not need to be clinically reassessed

There is no cost to Duplicate a Listing.

The steps to Duplicate a Listing are:

Duplicate a Listing

5.1 PLMS Home

5.2 Start Application

5.3 Select a Duplicate Listing

5.4 Duplicate a Prostheses Listing
5.5 Attachments

5.6 Review and Submit
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5.1 PLMS Home

STEP 1 — Clickf®EEICRAJalle=1ile]glon the left of the screen.

Ay Prostheses

Aastratisn Goversment List Management System

K Home

- Chick hore o croate delete Click hare 1o manage user
A n
’ (‘f.’e;sle vansfer. amend. expand, i Manage Rl sccoss rvies
Appi_alnn comprass of duphc e a
lsting

Reforence Number  Type Status Last Modified Actions. Date Description
NOOOO 10 NEW Draft 12072017 17 22 HEALTH [ 174 MeTR017 Your Access ﬁﬁlﬁﬂﬂ.fw
RO00005 DUPLICATE Scbeined 14062017 1614 3 i
o s rogistared for the
0000004 DELETE View Stalus Oetads 14062017 1612 7
= o743 Prostheses List Management System
DIHV.ORFS AMEND A ppie ation 24052017 9911, HEALTH @
sy " 12072017 Application (NOO0310) has besn crastod
Pendng ARTG ra
andior MBS 16062017 Data Portal - Interactive_Report_Viewsr?
P075XMLG AMEND Appiscation 2¥052017 14 47, HEALTH B Lol P how registaned for 0 System
Recommended 160062017 Daea Portal
= e e - 1040 interactive_Reaport_Developer] DP has
registered for the System
J4GU-GaLY DUPLICATE Dratt 160¥2017 19,52 HEALTH a7
14062017 Application Status of PEEK Interbady
DSURK1G NEW Cancabod 160¥2017 1039, HEALTH sz 1614 system - Cervica (ROD0DUS) has besn
GSFBNKRW NEW Orant 16032017 09,51, HEALTH sz pdated 1o SUEMITIED
AXIG-HKEN DELETE View Status Detalls 01022017 1.1, HEALTH Az 1:-?s.:m7 Apglication (RO000S) has been crasted
1612
14062017 Application Status of (DODD004) has been
Show All 9 1612 wpdated to CANCELLED

14062017 Application (D00D004) has been created
1611
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5.2 Start Application

On the Start Application page you have the option to create, expand, compress, duplicate, amend, transfer or delete a listing from the Prostheses
List.

S— APPLICATION TYPE
Start Application Q STEP 1 — Select Duplicate a Listing using the drop down menu.

Application Type APPLICATION CONTACTS

STEP 2 — Select a Primary Contact for your application using the
Application Contacts drop down menu. This action should prefill contact information.

Swet Aogicaten Tyew ©

Swct 8 vy ot semwvnse v You can add a Secondary Contact to your application, if needed.

Prom Mt o1 ofce Ll

STEP 3 - To create a New Contact for the application:

Eveg e W gy v [ (OO

sarrtmemetne e Tick the Create New Contact box

—— T e Enter First Name, Last Name, Phone Number(s) and
RE— Email address for the contact

e B % The Department uses the contact information for invoicing and to

R croceate - ® liaise with the sponsor about the application. Only provide details

- ¢ g for a sponsor who is familiar with the application and can answer

any further questions from the Department.
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5.3 Select a Duplicate Listing

On the Select a Duplicate Listing page, select the prosthesis device from the Prostheses List you want to duplicate.
SELECTED LISTING

o STEP 1 — Click SElE4&RNEyle] to search for the product on the
Prostheses List.

*ddandatory Feld

Select a Duplicate Listing

Plesse seisot a isting to dupiceie: *

Salected Listing

Currgrt Spongor

Eilling Coda;
Product Mame:

Doseripticer

Sizelst

Benefit:
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5.3 Select a Duplicate Listing continued

Keyword Search STEP 3 — Search the Prostheses List by:

{Conducta keyword search againsta combination of Billing Code, ProdustName, Prodeet Desoription or Sponsar Name. Please not that whilstoreating ) Keyword Search
icerizin types of applications, 3 user will be unable o conduct a keyword search on the sponsor name due to constraints that are imposed by the
reguirements for that application type) OR

Billing Code

Product Nams ¢ Product Grouping information using the drop down menus
i ®[l¢4Searchl
Sponsar Marne
Product Grouping
STEP 4 - Click on the Billing Code hyperlink for your chosen
Select Category — Choose category — r
product.
Select Subcstegory - Choose subcategory — v
Select Group - Choose group — ¥
Sedect Subgroup - Choose subgroup — ¥
Selzct Suffidas) — Chooze suffic — T

Search Cancel

Search Resulte

To sebect 3 istng, please click tha Biling Cods yparknk

PRODUGTS
Biling Product
Code Karse Product Description Product Grouping Sponsor
AS12%  Faramng- Pansiane-Mosofiament Polypropytana sandard mesh | 02 Genarat Messlansous Cosadban
Monoliamen: | hght mesh! K-shaped mesh BIA0E - CLGEURE DEVICES Piy L
Foiypeaiyiens 03,0805 - Polprogyiene Polegis
mesh &
D30E95 0 - =500-<25000m"
88123 Vascugrat FTFE + Sraight Standard Wall 10 ~N'asgaiar 8 Brass

1083 - Grals Pusyals
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5.3 Select a Duplicate Listing continued

STEP 5 - Click . Boxes under Selected Listing should
now be prefilled with information on the chosen prosthesis.

Confirm Selected Listing

Biling Code AS123
Sponsor Covidien Pty Ltd

Product Neme Parietena-Wonofilament Pofypranylens mesh

Description Paristena-Manofiament Polypropylene Standard mesh [ ight mesh/ %-shaped mesh
Szes)  |30%30cm 30x32om

Senaft 527!

Catagory 03 - Genarsl Miscallanaous

Subsatagory 02.02 - CLOSURE DEVICES

Group 03.08.05 - Polypropylena/Palyaster Mesh

Subgroup 03,09.05.04 - >600-<2600cm*

~
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5.4 Duplicate a Prostheses Listing

On the Duplicate a Prostheses Listing page, the Product Details will be prefilled with information.

Blesazar PRODUCT DETAILS
Duglicate a Prostheses Listing o STEP 1 — Enter the Catalogue Number(s).
List the catalogue number(s) under which the product is sold in
Sipm The SY0ET S SOITRT DEDCOAIED Segs et Sase seen SR ST SAgrE TG Australla.

Product Details

Produc Mame TrPEER mamofy SrEE < Ll PLIRTLF dinghel
Sgseghon ! Shetr
PREF imgien
TRATE

CrRESd BTy e TR 408 i Siesieinel diote TRES 0 SR8

1274 ChERCX g

11111 ATy ez
Larghs T2 A
g T e

Comosis Angas 08 pagrees

e e
Camings Moo !

e EEaAE mohaT Eng 8 SeE L Sk o et ane rertar 2 8 e
=

gy "I+ Dpine
Fult R 110 P g
S 3 ADSD - mhtmay . Mo o Poreeon
S 31062 02 - Tronscolenter /e
v
eca Aeeal 33650
ARTG D Bhavian s}

Paegie Ipanady e ARG 10 Momoees) Desow Tor e DnawcT *

BETH il Burnbar Innmpse wene ARTH Eriry kams fdaee

DEPARTMENT OF HEALTH 104 V0.2
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5.4 Duplicate a Prostheses Listing continued

sy YESum—— ARTG ID NUMBER(S)

i s e i STEP 2 — If you have a current ARTG entry (ARTG ID Number) for
the product, enter the number into the grey box, and select the

Sungmam 1310582 02 - Tersoolanter  imaer correct option from the drop down list.
- Once selected, the rest of the table should populate with
: information.

You will need to provide a new ARTG entry for the duplicated
prosthesis device.

ot An ARTG entry is a number given to products entered and current
L i R it on the Australian Register of Therapeutic Goods (ARTG).
ARTH i Harmbasr Ll b ARTE iy Hame ey
You can find your ARTG entry on the Therapeutic Goods
i i Administration Certificate of Inclusion on the Register.

S ngorugsi gy TIN RA 0 Sl BRI U NS 10T O B T AT

I R R STEP 3 — If you have applied to include the product on the ARTG,
but the decision is pending, tick the box.

Only products entered on the ARTG can be listed on the

Frey m Prostheses List.

The Department will progress your Prostheses List application
without an ARTG entry, however the product will not be listed on
the Prostheses List until the sponsor provides the ARTG entry to
the Department.
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5.5 Attachments

5. Duplicate a Listing

The documentation you provide in this section is used by clinicians to assess your application.

Attachments e

Listed below are atachments relaied 1o your application. Please upload all relevant files prior to submitding your application.

Required Attachments:

= Letter from manufacturer authorising your organisation to be 3 sponsor for the product (Attachment Type =

Manufaeturer Authorisation)

Crptional Attachments:

» Additional documentation to support the duplication of the listing [Attachment Type = Other)

File Hame Type*

No records found.

Prev

Description [ Study Mame & Jounal Reference ®

o [

ATTACHMENTS
STEP 1 — To add an attachment to your application, clicklL).
In your supporting documentation, please attach:

o A letter of authority from the original sponsor giving approval
for the duplication

Only upload documentation:

e In PDF format
e In English
e Specific to the prosthesis

Do NOT upload:
e Marketing material for the product

Please number the attachments in the order you would like them to
be viewed.

DEPARTMENT OF HEALTH
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5.5 Attachments continued

N ATTACHMENTS
sr::we{ STEP 2 — To add an attachment to your application:
ceens, e Click + Choose File(s) to browse your device and insert a
file
OR

e Drag and drop your file into the white panel.

Drragg and drop filels) into the panel above

The file will now be listed on the Attachments screen.

STEP 3 — Add additional attachments as needed.

File Mame Type* Description ! Study Name & Joumal Reference *
PLME doc.pdf Manufacturer Author W B
; STEP 4 — Use the drop down menu under Type to select the type
i of document you have uploaded.
=
STEP 5 — Enter a brief description for each document you have
Prev [ save | nex uploaded.
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5.6 Review and Submit

Review all sections of your application to ensure the information you provided is correct.

REVIEW
o _ - STEP 1 — Review all sections of your application to ensure the
RENIEN information you provided is correct.
If you find an error in your application, click Edit, at the top right of
the section. This will take you back to the relevant page where you
Application Type: Duplicate a Listing can make any edits required.

Application Contacts

SUBMIT
STEP 2 - Tick the box if you agree to the declaration.
Submit

STEP 3 — Click to save the information provided in your
SubmiE ARplisation: application or click to submit your application.

{This section must be completed by 3 user with the "Approver” role)

| declare that &l informstion provided in this spplication is true and correst. | agres to pay the application fee listed
above,

Prev m Submit
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6. Transfer a Listing

When you Transfer a Listing, you are transferring a current prostheses listing to your organisation from another sponsor.
The receiving sponsor is responsible for submitting the application to transfer a listing.

There is no cost to Transfer a Listing.

The steps to Transfer a Listing are:

Transfer a Listing

6.1 PLMS Home

6.2 Start Application

6.3 Transfer a Prostheses Listing
6.4 Attachments

6.5 Review and Submit
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6.1 PLMS Home

STEP 1 — Clickf®EEICRAJalle=1ile]glon the left of the screen.

Ay Prostheses

Aastratisn Goversment List Management System

K Home

- Chick hore o croate delete Click hare 1o manage user
A n
’ (‘f.’e;sle vansfer. amend. expand, i Manage Rl sccoss rvies
App' _—on comprass of duphc e a
lsting

Reforence Number  Type Status Last Modified Actions. Date Description
NOOOO 10 NEW Draft 12072017 17 22 HEALTH [ 174 MeTR017 Your Access ﬁﬁlﬁﬂﬂ.fw
RO00005 DUPLICATE Scbeined 14062017 1614 3 i
o s rogistared for the
0000004 DELETE View Stalus Oetads 14062017 1612 7
= o743 Prostheses List Management System
DIHV.ORFS AMEND A ppie ation 24052017 9911, HEALTH @
sy " 12072017 Application (NOO0310) has besn crastod
Pendng ARTG ra
andior MBS 16062017 Data Portal - Interactive_Report_Viewsr?
P075XMLG AMEND Appiscation 2¥052017 14 47, HEALTH B Lol P how registaned for 0 System
Recommended 160062017 Daea Portal
= e e - 1040 interactive_Reaport_Developer] DP has
registered for the System
J4GU-GaLY DUPLICATE Dratt 160¥2017 19,52 HEALTH a7
14062017 Application Status of PEEK Interbady
DSURK1G NEW Cancabod 160¥2017 1039, HEALTH sz 1614 system - Cervica (ROD0DUS) has besn
GSFBNKRW NEW Orant 16032017 09,51, HEALTH sz pdated 1o SUEMITIED
AXIG-HKEN DELETE View Status Detalls 01022017 1.1, HEALTH Az 1:-?s.:m7 Apglication (RO000S) has been crasted
1612
14062017 Application Status of (DODD004) has been
Show All 9 1612 wpdated to CANCELLED

14062017 Application (D00D004) has been created
1611
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6.2 Start Application

On the Start Application page you have the option to create, expand, compress, duplicate, amend, transfer or delete a listing from the Prostheses
List.

—— APPLICATION TYPE
Start Application 0 STEP 1 — Select Transfer a Listing using the drop down menu.

Application Type APPLICATION CONTACTS

STEP 2 — Select a Primary Contact for your application using the
Application Contacts drop down menu. This action should prefill contact information.

St dogicaton Type

Sect 3 vy ot Semwensmen v You can add a Secondary Contact to your application, if needed.

f_
i

STEP 3 - To create a New Contact for the application:

i
i

St e Tick the Create New Contact box

— T e Enter First Name, Last Name, Phone Number(s) and
R Email address for the contact

e S N The Department uses the contact information for invoicing and to

e crosatn - ¥ liaise with the sponsor about the application. Only provide details

- o for a sponsor who is familiar with the application and can answer

any further questions from the Department.

Apphcation Cantacts
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6.3 Transfer a Prostheses Listing

On the Transfer a Prostheses Listing page, select the prostheses listing you want to transfer to your organisation.
5 SELECTED LISTING

e STEP 1 — Click SEEERNE il to search for the product on the
Transfer a Prostheses Listing o Prostheses List.

Flease sefect a lisng to bansder bo your omganisaion: *

Selected Listing

droup Benedt
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6.3 Transfer a Prostheses Listing continued

Keyword Search STEP 2 — Search the Prostheses List by:

{Conduct a keyword search againsta combinafion of Billing Code, Product Name, Prodisct Descripfion or Sponsor Name. Pleass nots that whilstcreating ® Keyword Search
oenzin types of applications, 3 user will be unable o conduct a keyword search on the sponsor name dus fo constraints that are imposed by the
reguirements for that applicaion type) OR

Eilling Code

Product Name e Product Grouping information using the drop down menus
i Click FEEIeY.

Sponsor Mame

Product Grouping

STEP 3 — Click on the Billing Code hyperlink for your chosen

R b E product.
Select Subcategony — Choose subcategory — T
Select Group — Choose group — ¥
Sedect Subgroup - Choose subgroup — v
Select Suffi(zs) — Choose suffic — ¥

Search Resulte

To sakect 3 listng, please dick the Biling Code yparink

Product

Eding
Code Nanse Product Description Product Grousng Sponsor
A1 Faremng. Pangtongbomofiamen Poypropyena sandsrd mash | G2 . Genoral Msosliangous Coyran
MonoBlamen: | light meah! K-shaped mesh 2K Piyludl
Poiypeoryiens
megh
03,08 05 0 « 500250000
BE123  Vascugrat PTFE - Sraighi Sandard Wall 10 -Mascelar B Brass
1003 - Geals Furseala
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6.3 Transfer a Prostheses Listing continued

i S STEP 4 — Click [®eJjiilfy. Boxes under Selected Listing should
I o now be prefilled with information on the chosen prosthesis.

Sponsor Covidien Pty Lid

ProductMame | ParetensMonofilament Poiypropylens mesi

Description

Pariztena Monofiament Polypropylens standsrd mesh / light mesh’ X-shaped mesh

Category 03 - General Misceiianeous
Subcategory 03,08 - CLOSURE DEVICES
Group 13,0805 - Polypropylene/Polyester Mesh
Z
Subgroup 03,08.05.04 - >600-<2500cn+

[ Sebect n Linteg |
/;
DEPARTMENT OF HEALTH 114 V0.2



PROSTHESES LIST MANAGEMENT SYSTEM — USER GUIDE

6. Transfer a Listing

6.3 Transfer a Prostheses Listing continued

Loy s |

CaTogue Mambens)

el S S L e e ) L wlich e corpparral e e e sqrormay | el b i g Thes
b 7

¥ L L S

e il reaibea Loirny W O ol e o snder snicy rasmdse o 6 e B

ARTG IO Skamibe sl

Semietd iy s ARIF Co L0 Purmdsan s belisd Tor e proeied.

o il

Mumicar Spcomcr Mame ENTL Enfry Mame | Cha

Sl STt

Al sarma bty LK harsl B el Tovv st o e e ohrics on Dhed 8BS0

Ol e F Pagrdor e pereiri)

1rere

CATALOGUE NUMBER(S)
STEP 5 — Enter the Catalogue Number(s).

List the catalogue number(s) under which the product is sold in
Australia.

ARTG ID NUMBER(S)

STEP 6 — If you have a current ARTG entry (ARTG ID Number) for
the product, enter the number into the grey box, and select the
correct option from the drop down list.

Once selected, the rest of the table should populate with
information.

You will need to provide a new ARTG entry for the prosthesis
device when transferring it to your organisation.

An ARTG entry is a number given to products entered and current
on the Australian Register of Therapeutic Goods (ARTG).

You can find your ARTG entry on the Therapeutic Goods
Administration Certificate of Inclusion on the Register.

STEP 7 — If you have applied to include the product on the ARTG,
but the decision is pending, tick the box.

Only products entered on the ARTG can be listed on the
Prostheses List.

The Department will progress your Prostheses List application
without an ARTG entry, however the product will not be listed on
the Prostheses List until the sponsor provides the ARTG entry to
the Department.
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6.4 Attachments

6. Transfer a Listing

The documentation you provide in this section is used by clinicians to assess your application.

Attachments 7]

Listed beloware aftzchments related to your application. Please upload all relevant files prior o submitting your application.

Required Attachments:
=  Letter from current sponsor authorising transfer to your organisation [Attachment Type = Transfer Authority)
Optional Attachments:

= Additional documentation to support the transfer {Attachment Type = Other)

File Hame Type* Description f Study Name & Joumnal Reference *

Ma recards faund.

=3

ATTACHMENTS
STEP 1 — To add an attachment to your application, click [¥J].
In your supporting documentation, please attach:

o A letter or authority from the original sponsor and new
sponsor giving approval for the transfer.

Only upload documentation:

e In PDF format
e In English
e Specific to the prosthesis

Do NOT upload:
e Marketing material for the product

Please number the attachments in the order you would like them to
be viewed.
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6.4 Attachments continued

y ATTACHMENTS
SekeatFikisy STEP 2 — To add an attachment to your application:

+ Choose File(s) e Click + Choose File(s) to browse your device and insert a
file
OR

e Drag and drop your file into the white panel.

Drag and drop file|s} into the panel above

The file will now be listed on the Attachments screen.

STEP 3 — Add additional attachments as needed.

STEP 4 — Use the drop down menu under Type to select the type
of document you have uploaded.

STEP 5 — Enter a brief description for each document you have
uploaded.
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6.5 Review and Submit

Review all sections of your application to ensure the information you provided is correct.

Application Type: TRAMSFER Status: Diraft REVI EW
Reference Number: TODDODG Last Update Date: J10T20ET 1043 . . . .
Product/System:  Carpal Fusion Compression Plate STEP 1 — Review all sections of your application to ensure the
information you provided is correct.
*Mandatory fizld
i ) If you find an error in your application, click Edit, at the top right of
R the section. This will take you back to the relevant page where you
can make any edits required.
Application Type: Transfer a Listing to DEPARTMENT OF HEALTH AND AGEING SUBMIT
STEP 2 — Tick the box if you agree to the declaration.
Submit

STEP 3 — Click to save the information provided in your
application or click to submit your application.

Submit Application:
{This section must be completed by 3 userwith the "Approver’ rode)

| decdare that all informetion provided in this application is true and correct. | agres to pay the application fee listed
gbove, *

Prev m Submit
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7. Delete a Listing

When you Delete a Listing, you are removing a product from the Prostheses List.
You may choose to Delete a Listing if:

Your organisation no longer sells the product, and it is not being transferred to another sponsor
The product is being replaced by another product

The product is no longer registered on the ARTG

The company no longer exists

The listing for the product will be removed on the next version of the Prostheses List.
There is no cost to Delete a Listing deleting a listing.

The steps to Delete a Listing are:

Delete a Listing

71
7.2
7.3
7.4

PLMS Home
Start Application
Delete a Listing

Review and Submit
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7.1 PLMS Home

STEP 1 — Click{®ZEICYA el ile]glon the left of the screen.

Sy Prostheses

Aairalian Goverament List Management System

" Department of Health

, Create Chck hore to craate delete

vansfer. amend. expand
App‘lﬂﬂilﬂﬂ compress of uphc Me 3
Tating

Click here to manage user Q Chek hare to search for
ccess roles L sppications

Reforence Number  Type Status Last Modified Acdons Date Description
000010 NEW Draft 12012017 17 22 HEALTH Y5 WOM201T  Your Access Roles have changed
RODO00S DUPUICATE Submined 14062017 1614 a7 i
1T nas ragistored for he
DOI0O04 DELETE Yiew Status Detalls 140672017 16:12 @
. e Prostheses List Management System
DVORFE AMEND Appbe ation 24052017 0911, HEALTH 8w -
s 12072017 Appieation (NOJ0210) has baen ervatod
Pandng ARTG s
andior MBS 16062017 Data Portal - Interactive_Report_Viewsr!
2075 XMLG AMEND Appi ation 23052017 1447, HEALTH a i P hos regisianed for e System
Recommended 16062017 Data Portal -
e e AT i .G 10.40 interactive_Fapon_Developer] DF has
regstered for the System
JACU-GALY DUPLICATE Oraft 160V2017 1052 HEALTH a7 - 4
10062017 Application Status of PEEK Interbady
DSUR-S 16 NEW Conceled 16032017 1035, HEALTH [ 1rd 1614 system - Cervical (RODDDDS) has been
GSFB-NKRWY NEW Dralt 160X2017 0951, HEALTH B updated to SUBMITTED
AXOQ-SKEN DELETE Yiew Status Detally 01032017 11:11, HEALTH B WOE01T | Application (ROODD0S) has beon created

1612

14062017 Apglcation Status of (D000004) has been
Show All % 1612 wpdated to CANCELLED

12062017 Apphication (D00I04) has been craated
1611
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7.2 Start Application

On the Start Application page you have the option to create, expand, compress, duplicate, amend, transfer or delete a listing from the Prostheses
List.

— APPLICATION TYPE
Start Application ° STEP 1 — Select Delete a Listing using the drop down menu.

a8 APPLICATION CONTACTS

STEP 2 — Select a Primary Contact for your application using the
Application Contacts drop down menu. This action should prefill contact information.

Swwct bogicaton Type °

Swct 3 vy ot Semevmsren v You can add a Secondary Contact to your application, if needed.

i
i

STEP 3 - To create a New Contact for the application:

{
i

Somtroaat o e Tick the Create New Contact box
——— i e Enter First Name, Last Name, Phone Number(s) and
P Email address for the contact

f
i
i

The Department uses the contact information for invoicing and to
liaise with the sponsor about the application. Only provide details
- —— for a sponsor who is familiar with the application and can answer
any further questions from the Department.

{
E
i
i

application Contacts

DEPARTMENT OF HEALTH 121 V0.2



PROSTHESES LIST MANAGEMENT SYSTEM — USER GUIDE 7. Delete a Listing

7.3 Delete a Listing

On the Delete a Listing page, select the prosthesis device from the Prostheses List you wish to delete.
DELETE A LISTING

R STEP 1 — Click the option for Prosthesis Device.
Delete a Listing e

Pivase sebvet a Ssting to deee: SELECTED LISTING

s STEP 2 — Click SElE4&RNE]yle| to search for the product on the

Human Tissue Prostheses List.
Selected Listing

Edling

Product# | Code Product Name llcﬁom-

Reason for Deletion

Piease select a remson for the desetion of this listing: *

= Chotis & Neason — v

-
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7.3 Delete a Listing continued

Keyword Search STEP 3 — Search the Prostheses List by:

{Conduct a keyword search againsta combination of Billing Code, Product Name, Product Description or Sponsor Mame. Please note that whilst creating ° Keyword Search
certsin types of applicatons, 3 user will be unable o conduct a keyword search on the sponsor name des to constraints that are imposed by the
reguirements for that application type) OR

Billing Code

Product Narme ¢ Product Grouping information using the drop down menus
Produst Description )

R Click SEEIf«)).

Product Grouping

STEP 4 - Click on the Billing Code hyperlink for your chosen

Select Categary - Choose category — v

Select Subcategory ~ Ghonse subzategary — v prOdUCt'
Select Group — Choose group — T
Salact Subgroup - Choose subgroup —- hd
Selzct Suffic(ez) — Choose suffix — T

Search Cancel

Search Resulte

To sabert 3 fistng, pleasn dint the Biling Cods Myparknk

PRODUGCTS
[Bing Product
Code Manse Product Descrigtion Product Grouping Sponsor
AEI2Y  Faramng- Parsiane-Mosofiamert Polypropdena sandard mash | 02 . General Messlanaous Cowedan
MonoBlamen: | Fght meah! X-shaped mess 0308 - CLOBLRE DEVICES Piy L
Pohprapviens 03.0E 05 - Polybrooyiens Falegs
megh Wigsh
E 05 34 - »500-<2500om"
BE12%  Vasaugrat FTFE - Staight Standard ¥Wall 10 - \fascadar 8 Bruse
1083 - Geals Pursyala
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7.3 Delete a Listing continued

Confim Selected Listing STEP 5 — Click [®eJgiilgag. Your product should now be listed on the
Billing Code AS123 page-

Sponsor Covidien Pty Lid

Product Name Paristena-Maonafilament Pafyprapylens mesh

REASON FOR DELETION
STEP 6 — Use the drop down menu to select a reason for deleting

Description Parietena-Monofiament Polypropylens standsrd mesh / light mesh' X-shaped mesh
the product from the Prostheses List.
iels) | 30%30em 30x32cm
Beneft 8275
Catagory 03 - General Miscellansous
Subcatagory 03.08 - CLOSURE DEVICES
Groug 013.08.05 - Palypropylene/Folyester Mesh
&
Subgroup 03.08.05.04 - >600-=2500cnt

Selected Listing

Bdling
Product# | Code Product Name Actions

ho records found

Reason for Deletion

Plesse select @ reason for the desetion of this eting: ~

= Choose & reason —
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7.4 Review and Submit

Review all sections of your application to ensure the information you provided is correct.

REVIEW
Application Type: DELETE Status: Wiew Status Detsils
P Sttt et momn STEP 1 - Review all sections of your application to ensure the
information you provided is correct.
* ffandafory fiefd
S ) If you find an error in your application, click Edit, at the top right of

the section. This will take you back to the relevant page where you
can make any edits required.

Application Type: Delete a Listing

SUBMIT
i STEP 2 — Tick the box if you agree to the declaration.
Ui
submit Application: STEP 3 — Click SENE to save the information provided in your
{This section must be complated by a user with the "Approuer” roke) application Or C”Ck Smel tO Submit your application-
| declare that all information provided in this application is true and correct. | agree to pay the application fee listed

above, "

o [
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