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Presentation Notes
Difficult to identify registries. 

Often called different things audit, registry, database

Some publish profusely, others not

Some exist as isolated stand alone applications of desktop pcs, others are more sophisticated

This often reflects how they were developed. i.e. often by interested clinicians within craft groups. 

But lets compare this with clinical trials.
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Background

Do the same ethical principles apply for clinical
registries as for clinical trials?

Is there the ability for registries to exploit patients?
(Observational NOT interventional)

® vulnerable groups recruited

® data linkage increases amount of information accessible to

registry custodians

What accountability should registries have to have

® Report their governance structure/processes?

® Report how data are being collected?

® Assess and report their outcomes?
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Presentation Notes
This leads me to at least think about whether the same principles should apply for registries as for clinical trials.

Clinical trials have a legal obligation to disclose if they are causing harm. Registries can identify that harm is occurring but have no legal requirement to report. These are some of the issues which Bob will address so I won’t labour it. 




Why develop a registry of registries?

To prevent unnecessary duplication of registries

To facilitate development of national databases with
Identical definitions

To identify gaps in research/data

To provide a checklist for those wishing to establish a
registry (much like CONSORT)

To enable researchers to understand the quality of data
within registries (unlike BioGrid)
To assist efforts to link databases for QI purposes




Aim

To assess the feasibility and utility of an
Australian registry of registries

To assess the ability of clinical registries currently
In existence to monitor quality of care

,
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their use

N Black, M Payne, on behalf of the DoCDat Development Group

See editorial commentary, pp 327-8

0845 300 6016 enquiries@ic.nhs.uk
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knowledge for can

List of Databases

Supporting Documents Search

Directory of clinical databases: improving and promoting

Qual Saf Health Care 2003:12:348-252

DoCDat is an information resource for all those involved in clinical audit, clinical governance, health services management and health

services research. It provides information about databases containing patient level and administrative data concerned with clinical
care in the UK

To access the listings, use the List of Databases or Search links above.

In the Directory you can find information concerning:

which clinical databases exist in the UK

a brief description of the area each one covers and how it is managed

a simple, at-a-glance reviews of the quality of their data
contact details of the custodian of each database.
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* Send us your
comments

* Notify us of a new data
collection

0845 300 6016
* enguiries@ic.nhs.uk
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Bristol Royal Infirmary Cardiac Surgery Audit

Centralised individual level database. DoCDat has not yet fully assessed this database. Details are provided to enable you to investigate the database yourself,

GENERAL ASPECTS:

Background information

Acronym BRICSA

Date last updated 21/07/2003

Background Information ACSA submits data to the Mational Adult Cardiac Surgical Database. Additional fields have been added to the NACSD dataset for local audit purposes and

to enable autormated processing of discharge summaries
Reference population

Commen circumstance that determines inclusion Patients aged 16 and over undergoing cardiac surgery at Bristol Royal Infirmary
in database
Does the database trace the individuals through Yes. Patients are traced through subsequent episodes of cardiac surgery
mare than one episode of care?
Geographical area covered by the database Patients resident and/or treated in Avon and Somerset Health Authorities. some cases drawn from Gloucestershire, Wiltshire Devon, Dorset. and Comwall
CONTACT DETAILS
Contact name David Finch
Address
Phane number
Email address David Finch@ubht.nhs.uk
Website

DATABASE CLASSIFICATION

Body system Cardiovascular, Pulmonary

Pathogenesis: Congenital/Genetic, Degenerative, Infections, Injury
Intervention Surgery

Age group Older People

Country England




Methods

Inclusion/exclusion criteria

* Patient level health-related data was continuously
collected;

® Qutcome data was collected by the registry and not
primarily through linkage with outcome databases;

® Data were collected across more than one site or
healthcare institution.

Did not include product registries e.g. medication/blood
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Methods

Face and content validity of survey assessed

Additional questions identified
® (Governance structures

Search strategy identified
* Peer reviewed journals

* Consultation

* (Grey literature
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Results

Good buy-in
28 eligible registries; all completed survey
Approach taken to complete the survey varied




Victorian Infection Control Nosocomial
Infection Surveillance System
(VICNISS)

Australian and New Zealand
Cardiothoracic Organ Transplantation
Registry

Victorian State Trauma Registry
(VSTORM)

Australian and New Zealand Liver
Transplantation Registry

Australian Bone Marrow Transplant
Recipient Registry

Australian Corneal Graft Registry,
Australian Orthopaedic Association
Joint Replacement Registry

Australian Society of Cardiothoracic
Surgeons Database Project

Centre for Healthcare Related Infection
Surveillance and Prevention (CHRISP)
Cervical Cytology Registry- Victoria

NSW Concord Colorectal Cancer
Clinical Registry

Queensland Trauma Registry-
CONROD

Trauma Registry, Royal Perth Hospital
ACCORD Comprehensive Cancer
Patient Database

Australian and New Zealand Burns
Association (ANZBA) national burns
registry

Australian and New Zealand Intensive
Care Unit Society (ANZICS) Adult
Patient Database

Australian Bleeding Disorder Registry

Australian and New Zealand Dialysis
and Transplantation Registry
Australian Creutzfeldt-Jakob Disease
(CJD) Registry

Breastscreen Australia 'y

Australian Rheumatology Association
Database Project

Melbourne Interventional Group
Interventional Cardiology Registry
Melbourne Vascular Surgeons
Association Audit

Australian Motor Neuron Disease
Registry

South Australian Infection Control
Surveillance database,

South Australian Trauma Registry

Victorian Cardiac Arrest Registry
Victorian Orthopaedic Trauma Registry
(VOTOR)
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General atiributes of registnes H=28
Classification of body sy ade
Al body sydems 11 (39
Cardiovascular (181
Muszculozkeletal 30117
Meuralogical 207
Haematalogical 207
Reproductive 2077
Other (Ophthalmalogical
gaddrointe ginal, Uralodical 30117
interve ntion belbg mapitored By the e olsthy
Multiple interventions 14 (50
Surgery T [25)
Medidnes 2077
Primary care 2071
Int ensive carefooranary careidialysis 207
P sychiatricipeychological care 104
Length of Operation
Lezzthan 3 vears E(21]
Gto10 vears 10(36]
11 1o 20 yvears 725
More than 20 years S(18)
Statesfte witore s represente o
State-baszed 13042
Audtralia - all states 1039
Augtralia + Mew Zealand 4019
Auzt —MTiTas 1104)
Foilow g
il dizcharge 0
Forlezzthan 1 vear g
rtil stopped being s=2en 1
IIntil death 13
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Presentation Notes
60% of registries focus on specific body systems. Those that don’t The finding that many registries cut across numerous body systems, diseases and monitor numerous interventions is not surprising when considering that they include trauma and intensive care.

Cardiovascular registries include cardiac surgery, interventional cardiology, cardiac arrest, transplantation and vascular surgery registries: 

Primary care registries were the screening ones for breast and cevical ca

Cancer and injury registries constitute 40% of registries

As expected surgery is well represented. That is because surgery is generally easy to collect data on: defined procedure, recovery time is generally short. Outcomes are best measured when clinical stability has been reached. This is usually reasonably short for surgical procedures. Contrast this with asthma, diabetes, COPD or other chronic diseases.  

Those registries which have been operating for >20 years are: ANZDATA, Aust corneal graft registry,   Aust Liver and Cardiothoracic transplant registry and the NSW Colorectal Cancer registry. 

11 of the 13 registries following pts until death link to hospital administrative system (n=6), National Death Index or state equivalent (n=4) or another reigstry (1). 



Why don’t all registries link to the National Death Index?? 




Data collection and Ilt:lll.l'l:FnI..l't Fredq
Farigbies colected N=25
Ide ntifier, condition, Intervention, shart e ontcome S01a)
Ie ntitier, candition, intervention, shart e ontoorme + major
COohfoNhde ks FrEa)
Ide ntitier, condition, intervention, shart ferm ontoorme, maior
confonnders + lohg term altcome 16 (57)
Primany antcomes colected N=d8E
Mot alityisurvival 28 (6B1)
mMomidityicomplications Bi12)
Frocedural success S011)
Cancar 419
Dizcharge statusz, zervice utilization, exposure 3B
How are data collected? MN=25
Paper-bazed reporting 18 (B4
Weh-based reporting 414)
Comhbination of paper and weh-bazed 30110
Electronically via adminidrative databasze 1047
Mot anzwered 200
How are records stored on the database? N=25
|dertifiable 17 (61)
Feversibly anonymised T 250
[rrescersibly anonymized 4147
Data linkage N=28
Mo data linkage 11 (39)
Linkage to a hospital administrative datsbhasze B(21)
To anather registry S18)
To Mational Death Index or state equivaent 414
Mot gated 207
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5 registries cannot risk adjust. These are Motor Neuron Disease reg, VOTOR, SA Inf Control registry, liver transplantation, and Burns. 

Without risk adjustment data it is v difficult to benchmark outcomes

Three registries providing audit reports and provider-specific reports at least three monthly while one registry provided no audit or provider report. 

Irreversibly anonomised = No individual identifiers or ‘key codes’ are stored on the database, or encryption is irreversible Those irreversibly anonymised = AOA JRR, Motor neuron disease registry, vascular surgeons audit and Aust Bleeding Disorder registry

Reversibly anonomised= Individual identifiers (see above) have been removed or encrypted so those using the data cannot identify individuals.  A unique individual ID (or ‘key code’) may be included.  It is therefore possible to reverse the anonymisation of the data either by decrypting the encoded individual identifiers or by linking the data, through the ‘key code’, to individual identifiers. 
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Data collection and output

Freguency of audit reparts
Annually
Monthly to gquarterly
Mot produced

B-moanthly

2N reguest

Mot applicablenot answered
Fregquehcy Of proy e b specitic Yoo s

Annually

Monthly to guarterly

on reguest only

B moanthly

Mot produced

Mot applicables not answered®
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Important that registries are accountable 

We talk in the Operating principles about the need for registries to report to the wider community. 

An annual report should be produced and be publicly accessible. 

This study has shown that 18% don’t provide audit reports and 14% provide no data or findings back to clinicians.




3 Regish'y govemance and ethics Fregih=28F
Mehat isthe fevelto which patentia!lpartichants have consented?
Paticipants individually informed 15 (54)
Mat informed & (29)
Paticipants inform ed colledively £ (14)
Mat answered 1)
e at fevelaf conseht was pravided by reaisthny particihants
Dt off 21 (75)
Qptin B i21)
Conzent not reguired (ledislated data collection) 104
A steering commitee was involqed n the estabilzhiment of the registhy
Yes 22 (79)
Mo G i21)
The datafase has the syppart of Felevant clinkcal oF plofessiohala ssockation
Yes 15 (24)
Mo 13 (46)
A management gioln aversee s the aotiviies of the reglstny
Yes 25 (549)
Mo 20N
Mot answered 104)
How often dao managerment grane meet to discissasnects of the reqisth?
Week |y to monthly 12 (43
=h onthlyto 3 moant by S 18]
= 3 monthly to & monthly S8
=6 monthly to 1 vear RN
Mo meeting 27
Mot answered 104
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Interesting points from this slide:

Those not informed = ANZICS, vascular surgeons, cardiac arrest, bleeding disorder, Perth Trauma and 3 infection registries

Half of those participants contributing to the registry have been given information to them individually. 

Participants informed collectively: The subject has been informed that data will be collected about them, stored on a database, and used for particular purposes. Informing subjects occurs, for example, through posters and leaflets displayed at the location of the health care provider. 



Majority of registries have opt-off consent. Ethical hurdles related to privacy have been seen as a major constraint.  It appears that many have overcome this hurdle.  

The majority of registries are established and have ongoing oversight by a committee. 17 of the 22 registries established with a steering committee have opt off consent. 4 of the 6 registries established without a steering committee have opt off consent (77 vs 66, RR=1.15. 

No meetings = burns, CJD

Meetings >6 monthly = infection, transplantation, corneal graft registries





Registries set up with a steering committee were significantly more likely to adopt opt off consent compared to those who did not have a steering committee involved in its development (OR 4.1)

   


4. Data quality
Compieteness of recrifment of e igibe popliaton 28 100%)
Inknosen ar fesy [=80%) 13 (46)
Al or almod all (=97%) 290
Mozt (90-979%) S(18)
b any (S0-589%) 2107)
Mot represent ative 1140
Use of expiicl definitions for variabe s
All or almost all (=97%) 26(93)
M any (50-799%) 207
Use of expicl fikes for decking how variabies are recorded
Al or almod all (=97%) 221N
M any (50-799%) 30117)
Mone 2107
Mot answered 104
Relability of coding of condiionsand intewentions
Mo inter+ater reliakility undertaken 2308
Good (kappa = 0.8) 4147
Fair reliahility (kappa 0.5-0.58) 104
Extent to which data are valdated
Fange and consistency checks 130487
Fange and consistency checks + external validation 10037
10% of all data iz audited by a CRO 1040
Mo audit 104
Mot answered 3010
Completeness % of varia bie s at Jeast 95% complete)
Mozt many (50-97%) 13 (467
Al or almod all (=97%) 903
nknosn ar fes (=80%) B(21)
Mot anzwered 1140
Ihdepe hidehce of observathns of pimaw adtcome?® h=44
Independent observer blinded to the intervention or
not necessary as objective outcom e e.g. death 44 792
Independent abzerver not blinded to the intervention 3 6]
Dhzerver neither independent nor blinded to the
irteryention 102
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Nearly half do not know or definitely collect less than 80% of the eligible population.   

Completeness of recruitment of eligible population: If a significant proportion of the population is not included selection bias may be introduced (those included are systematically different from those who are not included in the sample).  Selection bias reduces the generalisability of the results to the reference population. 



Reliability of coding: How standardised is the coding for conditions and interventions? Does the same person record the same information in different ways (intra-rater reliability), and do different people record the same information in different ways (inter-rater reliability).  

Coding audit can assess by having (1) . different coders code the same information : compare for concordance (inter-rater reliability).  Or 

(2) Getting the same person to code the same information at different points in time (intra-rater reliability).  

These tests produce Kappa scores, a measure of concordance where a score of 1 equals 100% concordance, and 0 equals no concordance. 

This is not routinely done by most registries.  






Limitations

Pragmatic about the definition of a registry
Data search strategy not extensive. Many local

registries might exist which we have not captured.

Would not capture registries which (1) do not publish in

peer-reviewed journals or (2) do not have a webpage (3)

do not use terms register, registry, database
Relied on self-reporting

~

@
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[ Conclusions

Need better operational definition of what is a clinical
registry

Need to consider how to recruit registries to the
Registry of registries ? like clinical trials

Need to collect information on process of care
measures as well as outcomes collected by
registries
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Need to identify the quality of the underlying data
source. ? Independent audit and scoring system
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Patients not given the full picture

Anrill 2 2NNG
April 3, 2009

M THE AUSTRALIAN | rosetofs sose sse @& A A

OMLINE NEWSPAPER OF THE YEAR

NUMERQOUS concerns have been raised over the integnty of public hospital peformance data. AMA
THE AUSTRALIAN BUSINESS AUSTRAL Victoria's Bendigo and district subdivision did so in a submission to an upper house inguiry that was the
culmination of feedback from patients, GPs, specialists and family experience. Our concerns relate to the

Breaking News  The Nation  The World  Clim integrity of performance data across the state. not just in Bendigo

Hospital audits tipped amid claims of waiting list fraud
Rick Wallace, Victorian political reporter | Apnff 01, 2009 Font Size Print Page: {=)

article from: #% THE AUSTRALIAN

VICTORIAN Health Minister Daniel Andrews has been forced to order audits of all of the state's major hospitals
in the wake of a growing scandal over manipulation of waiting lists.

It iz believed an audit into waiting list data to be released today will make a number of criticisms of the hospital

system, increasing pressure on the minister to act.
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' Conclusions. Some sobering thoughts....

When using registries to measure quality of care, need to:
Collect data from close to entire eligible population

® 45% don't or can’t demonstrate it

® The fact that 75% have opt off consent provides greater assurance of high
capture rate

Have good governance structures
* 11% don’t have regular management meetings
Provide information back to providers
® 18% don't provide any audit reports and 4% only provide them on request

® 14% don't provide any reports back to providers and 21% only provide them
on request

Capture quality of care issues

* |s mortality a good marker of quality of care? 1
\ ® Need to consider what process measures are collected by registries ( »
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Thank you

Sue Evans
Sue.evans@med.monash.edu.au

3 99030017
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