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What do we mean by “Registry”?

 Difficult to categorise 

 Cohort study, ongoing

 Typically multiple aims, diverse funding

 3 broad groups

 Clinical quality Registry

 Device / drug Registry

 Rare disease Registry

 Varying consent arrangements



ANZDATA Background

 Clinical Quality Registry

 Coverage

 Long term dialysis and kidney 
transplantation

 All Renal units in Australia and New 
Zealand participate  

 Data collected

 For key events

 At yearly census
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Background – trials



 Long term follow-up of trials



Previous uses of ANZDATA for trial 

work

 Long term follow-up of trials



Previous uses of ANZDATA for trial 

work

 Long term follow-up of trials



Embedding trials in Registries

Observational 
registry

Embedded in clinical 
practice

Large population dataset
Low cost data collection

External validity

Randomized 
controlled trial

Internal validity
Causal inference

Registry-
randomized 

controlled trial

Combines internal 
validity with routine 

data-capture in clinical 
care



Benefits to trials
 An ability to easily follow up patients long term (without need for data linkage)

 Users already have familiarity with the system and routinely use it

 Minimization of duplicate data collection, costs

 Trials can benefit from functionality of robust registry data collection system

 Direct link to evaluation of practice change

Benefits to Registries
 Routine data collection for trials helps to increase quality of registry information

 Promotion of trials increases user engagement and enthusiasm towards the registry

 Bridge gap between research and clinical practice

Why embed trials in a Registry?



 The ANZDATA Registry currently hosts 4 active registry trials:

What are we doing?

RESOLVE BEST Fluids TEACH PD SWIFT

(Pilot)



Primary outcomes

RESOLVE BEST Fluids TEACH PD SWIFT

QOL – EQ-5D

(Tablet)

Hospitalised 

AMI / stroke 

/ all cause 

mortality

Delayed graft 

function
Time to first PD 

related infection

All required some modification of Registry based data collection….



Example 1:

 Normal Saline vs Plasmalyte for 

IV fluid replacement post DD 

kidney transplantation

 Individual level RCT; opt-in 

consent

 Primary outcome early graft 

function

 Other endpoints cover short and 

long term outcomes
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Example 1:

At point of transplantation, randomise patients from ANZDATA through an 

automated connection to external randomisation system (Flexetrials, 

NHMRC CTC)

Randomisation Allocation receivedEnter variables

for minimisation

Enrolment Randomisation Data Collection Reporting



Example 1:

Short term trial specific data

No need for probabilistic data linkage!

ANZDATA database

Long term follow up data

Enrolment Randomisation Data Collection Reporting



Example 2:

Data items seamlessly integrated within regular ANZDATA collection

Enrolment Randomisation Data Collection Reporting

Patient enrolled in



Not all is roses…

 Registry data collections less flexible

 Registry data has breadth not depth

 Multiple other stakeholders may limit 

choices

 Differences in data standards

 Differences in time frames

 Reflected in infrastructure, processes



Not all is roses…..

 Registries lack ability for detailed AE/SAE collection

 Limited data collection infrastructure

 Relevance of this limitation depends on intervention

 To date, ANZDATA trials have not used novel / 

investigational products

 SAE data collections for trials use separate dataset



Not all is roses….

 Registry data collected 

generally to clinical, not 

research standards

 Validation typically “ad-hoc”

 Outcomes chosen for a 

variety of reasons

 Generally few

 Comorbidities?



Example 3:

 Collecting PROMs in Registries (and routine 

health care) is a critical challenge

 Novel elements

 Multiple data sets (PROMS in Qualtrics)

 Patient – reported outcomes -> uploaded from 

tablet

 Electronic data entry (via tablet)

 Critical model for PREMs PROMs for registries



Other approaches: Symptom Monitoring 

with Feedback Trial (SWIFT)

INTERVENTION

3-monthly IPOS-Renal 

(Symptoms)

Results sent to dialysis 

nurse unit manager and 

nephrologist

Nephrologist/nurse 

encouraged to discuss 

symptoms at next clinical 

encounter

Does measuring a problem cause change?



Symptom Monitoring with Feedback 

Trial (SWIFT) at a global level

INTERVENTION

3-monthly IPOS-Renal 

(Symptoms)

Results sent to dialysis 

nurse unit manager and 

nephrologist

Nephrologist/nurse 

encouraged to discuss 

symptoms at next clinical 

encounter



Issues around outcomes

Registry outcomes

 “Pragmatic”; rarely 

surrogate

 Not audited or 

“validated”

 Oriented to longer term

 Not necessarily targeted 

to intervention

RCT outcomes

 Carefully defined to fit 

intervention

 May be surrogate

 Audited

 Defined to fit time frame 

of trial



Reflections

 Registry outcomes measures need to be quick, easy, unambiguous, 
cheap to measure and robust

 works for large, multicentre, highly pragmatic trials with clinically easily 
measurable endpoints

 Won’t work for many other situations

 “Validated” endpoints not readily available in Registries

 Involvement in trials will likely lead to increase audit / validation of 
Registry

 Other models of embedding trials in Registries

 Platforms; linkage for followup

 Opportunity for validation of surrogate endpoints…….



Ultimate aim: a linked and 

learning health system

Registry - ANZDATA

Trials Network - AKTN

Guidelines - CARI

Evidence Synthesis - Cochrane

ANZSN

KHA

TSANZ
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