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South Australian Impact

e ANZDATA (Renal dialysis & transplantation)
— Steve McDonald, Alex Disney, Tim Mathew

e AOANIJRR (Joint replacement)
— Steve Graves, Phil Ryan

e Breast Device
— Rod Cooter

 National Prostate Cancer Registry
— Kim Moretti, David Roder
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What Is a registry




Typical clinical registry
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Operation of a registry




Typical data-entry screen
Provides data-spine

AUSTRALIAN BREAST DEVICE REGISTRY FORM

AFFIX PATIENT STICKER or complete details below:

Patient UR # I

UR: 03156681

Tel: 8876543210 DOB: 8/08/

Ideally auto-populated

Incorporated into work-flow

AFFIX RIGHT DEVICE STICKER |
Patient Name:
Surgeon Name:
Address:
Phone: ( )

Manuf

Oislrib  pate of implant:

eI

Serial 324-5376
6846218
6846218-063 o
‘\I FIX I\'IESH.'DEHMAL EHEET
[COMPLETE IF NO DEVICE STIC
MESH/DERMAL SHEET:
Manutacturer.
FReference no
rial no:

e

OPERATION DATE:
(ddimmiyy)

SITE DETAIL

Site Name: _Lduﬂ_‘ ‘t"\-j_ﬂg\)_s_f./

Suburb: State:

Surgeon name: LI“_C,_C_O__ i

Is this patient a medical tourist to Australia?  Yes[ ] no[ ]

RETURN FORM:
! Regst
sity. DEPM, Alfred ntre,
cial Road, Melbourne 3004
email: abdr@monash.edu fax: (03) 9903 0277
contact phone: (03) 8903 0205

Patient Name:

SurgeonName:

Address: _
Phone: ( Lett [
Date of Implant: Right O -

oses [N prT R, Ly

| Systems B.Y.
324-5376 2
LoT | 6846218

6846218-022

Manui

PATIENT HISTORY:
RIGHT sreast

Catggory of operation
\JCosmetic augmentation
Construction - post cancer
ruction - n / prophylactic

[Jcongenital deto

Operation type
Initial (now device)

Revision of in situ device
[CJimplant revision, removal or replacement
D Tissue Expander revisi oval, replacement

Previous Radiotherapy [ ]ves o /

sreasT LEFT

Category of operation
etic augmentation [_]

Operation type

initial (new device)

Revision of in situ device
ant[_]

removal, replacement [_]

Previous Radiotherapy [ |ves [ |no

PLEASE COMPLETE OVER PAGE




Opt-out ethics

MJA 200 (4) - 3March 2014

Opting in for opt-out consent

A place for opt-out consent in the National statement on
ethical conduct in human research

n most human research, potential participantﬁ are lan N Olver
rovided with detailed information so that thev can MD, PhD, FRACP,
provided with detallec SO S0 e €y Ce Chief Executive Officer
make a fully informed choice about whether to

_‘- _ .__‘- _‘ - " - 1]__-_.-_‘ A " . - -'-_]_ _.-..r_j |._‘|

participate in the project. The requirement for explicit Cancer CouncilAustraliz,

consent reflects the value that our society places on Sydney, NSW.

individual autonomy. lan.olver@cancer.org.au

e Governance delays still a major cause of delay



Systematic outcome measurement :
The most difficult challenge

e Personal contact with standard script
— Eg letters or SMS x 2, then phone

e ‘Systematic’ clinical review
 Record linkage for longer term surveillance

* |nformation sought
— Disease specific questions
— Quality of life
— Flags for further follow-up



Epidemiological principles

Applicable to registries

report all or report none
report before outcomes have occurred

iIncomplete follow-up risks bias

Distinguishing operator vs device
Accounting for factors beyond control

within the registry eg different devices
or across similar registries
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Victorian Prostate Cancer REgistry
e E

e From 2009
e Covers ~80% Victoria, includes >12 000 men
e Linked to private clinicians and health services
e Opt-out consent (2% opt-off)
 Small dataset, from data-managers not clinicians
 Regular feedback reports
* Includes Delphi derived quality indicators

e Indicators: include proportion of very low-risk men
(“PRIAS-eligible”) having no active treatment and risk-
adjusted positive surgical margin rate

FIVE YEAR REPORT

% MONASH University

Evans et al MJA 2016



Outcome benchmarking reports

(Risk adjusted)

Figure 5: Registry reporting - example of a funnel plot showing percentage positive
margins following cancer surgery

ERMEMATE rsk

W posifva margns-NT

NOTE: EARLY RECOGNITION OF PROBLEMS



Positive Surgical Margins

i PROSTATE CANCER REGISTRY

Change in Positive Margin Rates over time

2009 2010 2011 2012 2013
0.00%

-2.00%

-4.00%

-6.00%

-8.00%

-10.00%

% change from 2010 baseline

-12.00%

-14.00%

Evans et al MJA 2016



Reduction in Low Risk Men having active
Treatment

i PROSTATE CANCER REGISTRY

Reduction in active treatment of PRIAS patients for early versus late registry
adopters

2010 2011 2012 2013

1.68

-10

-15

-20

-25

-30

e Only Early Adopters Only Later Adopters

Rates of change in compliance with PRIAS guidelines are
greater in hospitals that are early contributors to the registry
compared to later adopters.

Source: Health Outcomes Australia Analysis. Registry data.
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Who values the information?




Clinical Registries:
Who values the information? And for what?

e Benchmarking
e Appropriateness of care/accountability
e Variation**

¢ Planning; trend analySiS Who values the information?

Government
Hospitals (public & private)

e Access to care
e Credentialing SRR

Insurers

° Drug & device Safety Professional societies
o Drug & device manufacturers
* Clinical research




Lack of data: Breast Implants

Ehe New Aork Times

— Business -

Dow Corning’s Moral Evasions

» Dow Corning 1984-1992 a

= Implant brand erroneously linked to chronic disease

= 132 law suits costing Dow Corning $3.2 billion resulting in bankruptcy

> PI P Apr|| 2010 rlews.. Sport rhi Business = Money | Real Estate @ Travel | Lifes
king Newss South Australia National World Technology Opinion In-dept
= Non medical grade silicone ST

= Total Australian sales ~13,000 Fuel additive used in French breast implants - report

AFP | AFP | January 02, 2012 11:30pm

» Anaplastic Large Cell Lymphoma 2010 ¢ emmummen

U.S. Food and Drug Adm

Protecting and Promoting

= alow butincreased risk of ALCL

Large Cell Lymphoma (ALCL)
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Registries, clinical trials, evidence
synthesis and modelling




Trials, registries & modelling
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Challenges ahea‘




Future challenges

Operating Principles

i
e More complex that appreciated TA'Hf'StCI“l
e Participation largely voluntary Quality Registries
* Require substantial infrastructure

e Data & ethics burdens nehta =

* No personal & device identifiers
 No systematic approach to:
— Governance S e L
— Resourcing
— Data
— Legal
e Potential multiplicity (rail gauge issue)
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What is happening in Australia®?




Australian developments

e ACSQHC ‘ Operating Principles for Clinical Quality Registries”
& “Framework for Australian Clinical Quality Registries

e NHMRC endorsement of opt-out consent in certain settings

e Industry or charity funding of key registries in cancer, trauma
& heart disease. Industry funding of AOANJRR

e Commonwealth funding for breast, cardiac and bariatric
registries. State funding for others

e Consulting for cost-effectiveness & prioritisation

Clinical Quality Device Registries 2"d Nov 2012



Provide clinically credible benchmarking

Priority is: high impact, high cost defined episodes
Data of value for multiple stakeholders

Challenges in ethics, governance, funding models
Rapid developments overseas, especially Europe & US

Increasing levers to encourage participation
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