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Background


 
There is no national database identifying what 
registries exist in Australia


 

Compare this with 
clinical trials
• Helsinki Declaration 

states that “Every clinical 
trial must be registered in 
a publicly accessible 
database before 
recruitment of the first 
subject.” (Para 19)

Presenter
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.



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?

Presenter
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. 




• 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

Why develop a registry of registries?



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



Methods



Methods









• Inclusion/exclusion criteria
• Patient level health-related data was continuously 

collected;
• Outcome 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

Methods



• Face and content validity of survey assessed
• Additional questions identified

• Governance structures
• Search strategy identified

• Peer reviewed journals
• Consultation
• Grey literature

Methods



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 Burns 
Association (ANZBA) national burns 
registry 

 Australian and New Zealand 
Cardiothoracic Organ Transplantation  
Registry 

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

 Victorian State Trauma Registry 
(VSTORM) 

 Australian Bleeding Disorder Registry 

 Australian and New Zealand Liver 
Transplantation Registry 

 Australian and New Zealand Dialysis 
and Transplantation Registry 

 Australian Bone Marrow Transplant 
Recipient Registry 

 Australian Creutzfeldt-Jakob Disease 
(CJD) Registry 

 Australian Corneal Graft Registry,  Breastscreen Australia y 
 Australian Orthopaedic Association 

Joint Replacement Registry 
 Australian Rheumatology Association 

Database Project 
 Australian Society of Cardiothoracic 

Surgeons Database Project 
 Melbourne Interventional Group 

Interventional Cardiology Registry 
 Centre for Healthcare Related Infection 

Surveillance and Prevention (CHRISP) 
 Melbourne Vascular Surgeons 

Association Audit 
 Cervical Cytology Registry- Victoria  Australian Motor Neuron Disease 

Registry 
 NSW Concord Colorectal Cancer 

Clinical Registry 
 South Australian Infection Control 

Surveillance database, 
 Queensland Trauma Registry- 

CONROD 
 South Australian Trauma Registry 

 Trauma Registry, Royal Perth Hospital  Victorian Cardiac Arrest Registry 
 ACCORD Comprehensive Cancer 

Patient Database 
 Victorian Orthopaedic Trauma Registry 

(VOTOR) 



Presenter
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?? 




Presenter
Presentation Notes
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. 




Presenter
Presentation Notes
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.




Presenter
Presentation Notes
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)
   



Presenter
Presentation Notes
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




 

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 

Conclusions




 

Need to identify the quality of the underlying data 
source. ? Independent audit and scoring system





 
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

• Is mortality a good marker of quality of care?  
• Need to consider what process measures are collected by registries

Conclusions. Some sobering thoughts….



Thank you

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