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Welcome

e This webinar is being recorded

* Webinar will be made available in the upcoming weeks

* Any relevant links will be broadcasted via the slido app

* Q&A will open midway in the session — we will be using slido tool

| - | OLE: 40
* Alive Q&A session will take place after the presentation
) .
e Live poll — please let us know how we went D E

Difficulties hearing from computer?
Check your settings located under “Audio & Video” tab located top of your screen:
OR
Dial: +61-2-9338-2221 | Access code: 2652 449 8142



How to ask Questions...

SIIdO App Slido QR

ss Apps P2

Scan the QR
— — code to access
e Click on Apps + icon
separately on

e Select “slido” your mobile

« Open Q&A tab to ask questions device

* Live Poll (use survey tab when prompt to)



Caretaker mode

We would like to note that the Australian Government IS in caretaker
mode and in accordance with the caretaker conventions, | will be limiting

my statements today to factual issues and matters of administration.

This presentation is for information only and does not constitute legal or

formal advice and should not be relied upon for any other purpose than

learning.




Agenda:

 Invited guest speaker — Mark Songhurst, LTHT

* Invited guest speaker — Kirk Kikirekov, Prospitalia h-trak
e June webinar

e Questions and answers
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Mark Songhurst

Mark has been working in the NHS for 23 years, for the last 5 years on the Scan4Safety Team at
Leeds Teaching Hospitals NHS Trust.

He is now the Programme Lead, driving further implementation and integration of GS1 standards into
the organisation. Having worked for 13 years in Internal Audit he has an in-depth understanding of the
processes from across the hospital that go in to delivering good patient care.

Mark is also a Future-Focused Finance ValueMaker and a School of Health and Care Radicals
Change Agent. He has a real passion for working with people and understanding how people
collaborate across the NHS to make changes that will have a lasting impact on the service we provide
to our patients.

Mark was awarded the Future-Focused Finance Award by the HFMA in 2018 in recognition of his work
locally, regionally and nationally to improve NHS Finance.

His infectious willingness to accept change, to walk alongside NHS staff of all levels enabling them to
engage with change and try something new is helping drive the Scan4Safety project forward at Leeds.

® If the last two years in the Healthcare industry have taught us anything it is that we can no longer work
' alone therefore Mark has been sharing his experience nationally and globally to ensure that the
benefits that GS1 standards and Scan4Safety bring can be shared.




The Leeds
Teaching Hospitals
NHS Trust

helle my name is...

Mark Songhurst

Scan4Safety Programme
The Leeds Teaching Hospitals NHS Trust

SCAN4.SAFETY
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National Drivers

| NHS Procurement Strategy -
A NHS :
it published May 2014

GS1 & PEPPOL (Pan-

NHS eProcurement Strategy Euro pea 1 PUbIlC
Procurement Online) - the
mandated standards

Scan4Safety - practical
implementation of
standards

SCAN4.SAFETY
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NHS

The largest Provider of Specialist Adult and Paediatric Services in England  reaching Hospitals

NHS Trus

SCAN4.SAFETY



Our Goals

- The best for patient safety, quality, and experience

- The best place to work

- Seamless integrated care

- Centre of excellence for research, innovation, education, and
specialist services

- Financially sustainable

Our Values

SCAN4.SAFETY
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OL 1k 10

Let’s pick a product

B

Possible Names
TAVI
Transcatheter Aortic Value Implantation

Brand Name

Manufactures Product Code
Inventory Management Customer Item Number
UDI Number (UK GS1 GTIN mandated in

Healthcare)

SCAN4.SAFETY



NHS

What we can do now at Leeds Teaching Hospitals
Cﬁ.“i Clinical Need Identified 7»,{.
ﬁ'.‘?-l Clinical Service Unit Approval uDI
" Information

Procurement process

Manufacturer Catalogue and Price List “’j’{“

GH) [Irust Catalogue 3,1

 Omnicell  Trust Inventory System 35’

ORACLE  Trust Financial Enterprise Resource Planning *;’s{'

(ERP) b,
PAGERG  Tryst PEPPOL Interchange % {

h Manufacturer or Distributer Sales ’}"{

Goods Delivered to Hospital ¢

:

Invoice Received and Paid 7

SCAN4.SAFETY
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A Patient Journey
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Operating Journey




NHS

The Leeds

What we are aiming for
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The Leeds
Teaching Hospitals
NHS Trust

i
Data Is useless unless it Is turned .
Into iInformation and information is
useless;
unless it Is properly targeted
Roy Lilly
t SCAN4.SAFETY




NHS

The Leeds

Benefits
NHS Trust

Day to Day Recall Financial for Demonstrator Phase
Product Recall Staff Time £84,411
Inventory Reduction £1,781,634
-dq-.(' Returned Stock £159,082

Efficiency Benefits £157,645

10:15 — Notification from Medicines & Healthcare : L

Products Regulatory Agency (MHRA) Confirmed Tray Rationalisation Elis s

In Trust TOTAL £2,316,336

10:28 — Confirmed we have the product in the

Trust and that there will be no use of these

products in the coming days

[=] 47 [m]

11:42 — Confirmation to Medical Director -

Operations that all respective products have '
been removed from the clinical area and are [=]
under the control of the appropriate Inventory

Manager. SCAN4 SA FETY
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The Leeds

A Patient Journey — Building In to the Future ===
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Patient Centred
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How to ask Questions...

Slldo App Slido QR

aa Apps -

Scan the QR
O R code to access

e Click on Apps + icon —_
separately on

 Select “slido” your mobile D
 Open Q&A tab to ask questions SIS

e Live Poll (use survey tab when prompt to)

1ap [m]




Agenda:

* Invited guest speaker — Mark Songhurst, LTHT

 Invited guest speaker — Kirk Kikirekov, Prospitalia h-trak
e June webinar

e Questions and answers
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Kirk is committed to achieving sustainable health care through digital
technologies, and has been dedicated to this cause for two decades.

As the Managing Director of Prospitalia h-trak, he specialises in innovative
software solutions for the complex supply chains that exist for Medical
Devices.

This includes life-saving and life-enhancing technologies such as implantable
prostheses and other medical devices.

His work has contributed to delivering innovative software for patient safety,
while also delivering cost savings and efficiency in the supply chain.

He joined the h-trak business soon after the company’s establishment in
2002 and has developed the capability of the business to where it is today,
with 25% of the Australian acute hospitals using the h-trak software, and its
internationalisation with growth in New Zealand, Germany and UK.

22
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About Prospitalia h-trak

 Established in Melbourne in 2002

« Patient-centric system designed for the unique
challenges that exist in healthcare around medical
devices:

Supply chain and product replenishment
Prostheses billing

Product traceability to patient and documentation in
electronic medical record (EMR)

Patient safety

« Data capture at the bedside using mobile technology
(PDA/Smartphone technology)

» Delivered as software as a service (SaaS) — the most
efficient and cost effective means of delivering software

 Product Master Database as core service to customers

« UDI a core design feature from the outset (i.e. for 20
years now)

Spend analytics at a very granular procedure level

System integrates within the hospitals ecosystems including
Patient administration systems (PAS), EMR, Billing
Systems, Enterprise resource planning (ERP) and clinical
costing

System is now used in approx. 20% of the Australian acute
hospitals, and growing at a rate of 30% per annum year-on-
year

50% of Principal referral hospitals in Australia
Expansion into NZ, UK and Germany

h-trak system used at Derby and Burton University
Hospitals Foundation Trust — the first trust to be accredited
for Scan4Safety in 2017

[=] T [m]

E 23
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Inventory
Management

y/\N

h-trak

4

Patient-centric
Model with Data
Capture at the
Point of Care

[ ]

Billing (:)ﬂ
|

Patient Safety v
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Why is the UDI important? .

* Provides certainty in the market (suppliers and

providers) Issued by HIBCC Issued by GS1

« Guarantees penetration
 Removes inconsistency

* Reduces costs in duplication of effort and costly
workarounds

* Provides a consistent and reliable framework for
software and systems developers

* Follows the regulations already in place at U.S. FDA
and European Commission (EC)

« TGA adopting and managing the UDI is a logical

extension ’e
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What do we see In practice?

More than 90% of product data usage captured through h-trak is by scanning manufacturers barcodes
More than 90% of medical devices by volume are imported into Australia
The top 20 companies globally represent >70% of all medical devices sold into the Australian market

There are a few large distributors/importers representing products from many manufacturers overseas (e.g.
LifeHealthcare). These companies have little control on what is included on label.

There are equally a lot of small and medium enterprises (SME) importers of very niche and highly specialised
products. There companies have even less influence on manufacturing operations

Logical for Australia to be in harmony with FDA/EC on UDI

E 26



Challenges

Incorrect application of standards

Fragment sets (screws, plates etc) used in Trauma/Orthopaedics:

— Often provided non-sterile (because of surgeon preference and also storage space). Data capture is difficult because there is no product
packaging at the point of use (surgery) eg. products provided in caddies.

— Kits/bundled products. From a traceability standpoint, each product used on the patient needs to be captured. The UDI therefore needs to
be applied at the smallest unit (usually the ‘each’). This does not always happen, as the Supplier considers the selling unit only.

— Available real estate on product package.

Clear definition of use cases, and design of systems to deal with the unique use cases that exist in healthcare

Stakeholder engagement:
— Education

— Communication (at all levels)

— Change management

[=] 27
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Hospital ecosystem

Suppliers
Demographic and other data p . ‘
s to facilitate patient-centric a,' |3I'05p|tCl|ICI
. automated transactions e h-trak
Patient Management > —~—— Automated and -
efficient purchasing '
I < » Hospital Electronic
- Upload detailed implant | patiepnt record (EPR)
' information to patient record
Electronic Medical <
Record
Insurers
.|| Upload/download surgery

documentation
Operating Room
Management System

v

Automated and =

efficient billing
» Hospital Billing

(3 System

Patient

Upload costing information
based on real data — improved

L ) cost modelling
Clinical Costing <

28



Implant Registries

* There are many implant registries, mostly they are run by
the college of surgeons or similar. E.g. The Australian
Orthopaedic Association runs the National Joint Registry

* The regqistries require certain clinical data that allows
studies on product efficacy to be carried out through
longitudinal studies

« Data capture is primarily via manual means. le.
completion of forms which is then input into the registry

« The UDI can facilitate consistent devices data, but this
needs to be augmented with very specific clinical data
depending on the device type

* This can only be achieved with a patient-centric data
capture solution and is most accurate and efficient when
performed electronically

Z%  Australian Orthopaedic Association
Bt
HIP FORM A%  National Joint Replacement Registry it E T E
™
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Example Case Studies

Customer A

Prostheses and patient billing — 8 hours
reduction in processing time — savings of
$1.2 million per annum

Pre h-trak 5% slippage on prostheses
revenue — current annual prostheses
revenue $37M (four hospitals) ~ $1.85
million recovered revenue

Able to provide detailed advice on impact of
Prostheses Reforms including mitigation
strategy ~ $6 million impact

Efficiencies gained with streamlined
procurement and payment processing
integration with ERP system

Single Corporate catalogue enabling
valuable reporting across all sites

Massive Operating
Efficiencies

Customer B

Revenue for prostheses billing pre h-trak
~ $3.8 million — post h-trak ~ $5 million =
30% improvement and counting

Average spend per procedure pre h-trak =
$1,120 — post h-trak (12 months) = $964
14% reduction in procedure costs

Approx 52,000 procedures per year =
savings $8 million per annum

Efficiencies gained with streamlined
procurement and payment processing
integration with ERP system

Single corporate catalogue enabling
valuable reporting across all sites

Return on investment < 6 months

ROI <6 Months

Customer C

Improved revenue for prostheses billing by
$6 million per annum ($3m -> S9m)

Improved revenue from MBS claims > S1M
pa

Savings from improved management of
consumables and prosthetics ~ $S7 million pa

Efficiencies gained with streamlined
procurement and payment processing
integration with ERP system

Single Corporate catalogue enabling
valuable reporting across all sites

Return on investment < 1 year

300% Increase

in revenue
30
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Total Procedures Total Consumables Cost Total Prosthetics Cost Total Device Cost Average Device Cost
| |
A n al t I C S 268,466 $86,903,939.44 $112,086,859.33 $198,990,798.77 $741.21
y Sort by
Device Costs by Cost Centre Total Procedures -
Device Costs (prosthetics and consumables) vs, #Procedures Total Procedures Total Device Cost Average Total Device Cost

H 17,129 $29,736,717.09 $1,736.05 ¥
# Total procedures and device e ik
6,730 $1,681,351.63 $249.83 ¥
COStS 5,379 $7,827,102.23 $1,455.12 ¥
4,929 $6,321,749.83 $1,282.56 A
OLOGY 4,366 $4,362,320.98 $999.16 ¥
. 4,346 $1,589,817.50 $365.81 A
# Average device costs s772 $1765,248.03 345755V
3,729 $11,360,855.61 $3,046.62 ¥
3,660 $5,431,602.06 $1,484.04 ¥
3,658 $2,862,151.03 $782.44 ¥
# Breakdown by cost centre 226546756 $756.67 4
2,532 $184,909.57 $73.03 A
2,356 $5,909,129.88 $2,508.12 A
. 2,226 $299,484.19 $134.54 A
# Month by month fluctuation $1.143,236 14 560714 &
1,830 $864,996.15 $472.68 A
1,828 $538,929.43 $294.82 A

# Ave rage prOCEd ure duration Total Device Costs and #Procedures vs. Average Total Device Cost Average Procedure vs. Facility Usage Duration

Average Total Device Cost: 00:49 Ol: 07
$761.06 $733.22 $750.63 $77697 482583 Ava Facility Usags-1 13h

‘ Breakdown by Consumables $72752 (51746 $73519 $726.55 $642.13 $742.32 $712.32 e e e

and prostheses
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# Total Knee
Replacement

@ Usage by clinician
# Breakdown by supplier
# Total device costs

# Average device cost
per procedure

# Average procedure
duration

# Breakdown by
consumables and
prostheses

Procedure type by Total Procedures

Total Knee Replacement
(arthroplasty) (Anaes.) (Assist.)

g2.0

Total Procedures

Total Consumables Cost Total Prosthetics Cost

82 $77,089.86

Total Device Cost

$507,719.51

Average Device Cost

$430,629.65 $6,191.70

Device costs by primary clinical staff for: Total knee Replacement (arthroplasty) (Anaes.) (Assist.)

Device Costs (prost

SMITH, John
JONES, Amanda
GUPTA, Vijay
JOHNSON, Brad
DOCTOR, Dr
DOCTOR, Dr
DOCTOR, Dr
DOCTOR, Dr

DOCTOR, Dr

DOCTOR, Dr

DOCTOR, Dr

Top suppliers by total device costs

Zimmer Biomet Pty

and consumables) vs. Average Total . Average Procedure |
Total Procedures Device Cost Facility Usage Duration
34 $207.225.35 $6,094.86 | 0118|0140

13 £78,143.37 $6,011.03

11 $71,508.01 $6,500.73 | 01:37 | 0p:02

11 $71,290.00 $6,480.91 | 01:11

2 $12,879.06 $6,429.52 |
L

2 $12,203.39 $6,101.70 |
=

2 $11,083.94 $5,541.97 802 ‘
= n

2 $11,628.84 $5,814.42 | 01:53| 0216
&

2 $13,067.09 $6,533.55 | 2 .[0‘-_:_-->l
f

1 $6,169.37 $6,169.37 |

1 $6.600.19 $6,600.19 |

$271,205.64 | 53.4%
$107,292.98 | 21.1%
$72,498.00 | 14.3%
>15.00 | 2.8%

3.49|1.8%

Data as at: 18/01/2021 4:52:58 AM
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Agenda:

* Invited guest speaker — Mark Songhurst, LTHT

* Invited guest speaker — Kirk Kikirekov, Prospitalia h-trak
 June webinar

e Questions and answers
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Next webinar — UDI Sandpit
21 June, 11.30-12.30pm AEST

Early Adopters .
- . . : L Public
# View and download UDI data, full device versions, history and relationships
{CSV and M2M (HL';'” # View and download UDI data, full device versions, history and relationships
» Scan labels and barcodes (Csv)

# Scan labels and barcodes

Early & @ Public
Adopters

Sponsors
and
Manufacturers J 2 0 2 2
une on

» Create, update and delete UDI records via the Portal

» Device data (based on GUDID) to support agreed Projects

Sponsors and Manufacturers

TGA
» Create, update, delete UDI records via M2M (beta NPC and other
systems using HL7) » Manage UDI record and device status
3 Bulk upload of new UDI records » Verify integrity of UDI data .
> Link UDI to ARTG # TGA Staff Centre (access operetmrel statistics, manage and release

~ L reference data)
» Sponsor access and authentication

» Manufacturer access and authentication
» Attach documents to UDI records
# Support clean-up of ARTG data and alignment / integrity with UDI

#» Manage reference data sets

34



Agenda:

* Invited guest speaker — Mark Songhurst, LTHT

* Invited guest speaker — Kirk Kikirekov, Prospitalia h-trak
e June webinar

e Questions and answers
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How to ask Questions...

Slldo App

e Apps &

Click on Apps + icon
Select “slido”
Open Q&A tab to ask questions

Live Poll (use survey tab when prompt to)

Slido QR

Scan the QR
code to access

separately on

your mobile
device

13 [m]




How did we go?

LIVE POLL

Michelle is currently reading over your submitted questions.

We'll be back shortly for Q&A




wi

*
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Contact us

UDI Project

udi@health.gov.au



mailto:udi@health.gov.au

ustralian Government
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Questions? -

39



ustralian Government
Department of Health
Therapeutic Goods Administration

Website and link references

https://www.tga.gov.au/unique-device-identification-system
UDI hub ps:// ga.g /unig y

https://www.tga.gov.au/consultation/consultation-exploring-options-
introduction-australian-unique-device-identification-udi-system

Second UDI consultation paper

https://www.tga.gov.au/consultation/consultation-proposal-introduce-
unique-device-identification-udi-system-medical-devices-australia

First UDI consultation paper

https://www.tga.gov.au/unique-device-identification-system-
communications-and-stakeholder-engagement

Previous webinars

40


https://www.tga.gov.au/unique-device-identification-system
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More Information

TGA website
TGA Facebook

TGA Twitter

TGA YouTube

TGA topics blog

TGA Linkedin

TGA Instagram

https://www.tga.gov.au

https://www.facebook.com/T GAgovau/

https://twitter.com/T GAgovau

https://www.youtube.com/channel/UCem9INJbMSOeW1Ry9cNbucw

https://www.tga.gov.au/blogs/tga-topics

https://www.linkedin.com/company/therapeutic-goods-administration/

https://www.instagram.com/tgagovau/?hl=en

42
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