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• Registries prospectively collate 
purposeful data

oHeath Service

oClinical Quality

oDisease or treatment 

oProduct or device

• Whole population
oOften rely on opt-out process

• Complete follow-up
oCross-linkages

oPROMS/PREMS

REGISTRIES

Diagnosis

Investigation

Management



RegistriesCase report

Case series

Prospective 
Cohort Studies

RCT
Registries

Registries

Registries



TASTE trial

• Swedish Coronary Angiography 
and Angioplasty Registry

• Evaluated the effectiveness of 
intracoronary thrombus 
aspiration plus PCI compared 
with PCI alone

• Primary outcome measure 30-
day mortality from death registry

• Secondary outcomes from 
registry data



TASTE trial • Rapid accrual

• No patient was lost to follow-up

•  ~US $50 per patient ($300,000 
for trial)

• No difference in all cause 
mortality at 30-days (2.8% vs 
3.0% PCI-only (HR 0.94, 95 % 
CI 0.72–1.22; p = 0.63)). 

• No difference all cause 
mortality 1-year (5.3% vs 5.6% 
PCI-only (HR 0.94, 95 % CI 
0.78–1.15; p=0.57

‘‘the next disruptive technology in 
clinical research’’ 



CRISTAL 
trial



• Pragmatic RCT 
o Translates to a real-world setting

• Quick accrual

• Complete follow-up

• Reduced per-person cost

Benefits of IR-RCT Challenges of IR-RCT

• Registry data quality 

• Ethical issues including consent

• Data and participant privacy

• Participant withdrawal

• Data and Safety Monitoring Board 
in the trial vs registry SC.

• Require bespoke infrastructure

• Research questions, study designs, 
and types of outcomes limited by 
quality and features of registry



Why consider in Metabolic Bariatric Surgery?

• Practice that lack evidence

• Traditional RCT difficult
o Expense

o Equipoise

oNumbers needed to recruit

oAbility to deliver internationally

• International network of 
mature registries with 
platforms with interest in 
developing trial activity



Define area 
of clinical 

controversy

Literature 
review

Survey of 
clinicians

Survey of 
consumers

Review 
current data 
in registries

OMM and MBS
VTE
TXA

PREPRATORY WORK



Timing of starting pharmacotherapy for thromboprophylaxis

Do you think the following is an important topic?



Duration of pharmacotherapy for VTE

Do you think the following is an important topic?



Willingness to participate

6,025 pa



If you were to have a 
bariatric surgical 
procedure would you be 
willing to have a daily 
injection under your skin 
to thin out your blood and 
prevent blood 
clots/DVT/PE?



Would you be willing to 
self-administer daily 
injections to prevent 
blood clots/DVT/PE?



For how long would you 
be willing to have a daily 
injection under your skin 
to prevent blood 
clots/DVT/PE after an 
operation?

13%

30%

2%

32%

23%

1 week after surgery 2 weeks after surgery

3 weeks after surgery 4 weeks after surgery

Only in hospital



There are new tablets that can thin out 
the blood after surgery. There is 
potentially a role for these tablets in 
preventing blood clots/DVT/PE after 
bariatric surgery, however, once taken 
their effect is not easily reversed. This 
means that there is possibly a higher 
risk of bleeding after bariatric surgery.  
Normally around 1 in 100 patients who 
have a bariatric surgery need to return 
to theater.

Would you be willing to take these 
tablets if the risk of bleeding was:



Country Rate of 
symptomatic VTE

Israel 0.08% 
Netherlands 0.08%

Michigan 0.13%
Ontario 0.9%
SOReg-Sweden 0.11%
SOR Reg Norway 0.09%

Incidence, group 1 0.1%

Incidence, group 2 0.06%

Alpha 0.05

Beta 0.2

Power 0.8

N=78,425 per group

Incidence, group 1 3%

Incidence, group 2 1.2%

Alpha 0.05

Beta 0.2

Power 0.8

N=1,990 per group

Incidence, group 1 1%

Incidence, group 2 0.4%

Alpha 0.05

Beta 0.2

Power 0.8

N=6,060 per group

Australia 22.2% of deaths  

2.5% defined AE

No consistency in regime



Summary
• Symptomatic VTE is an infrequent event after MBS

o Expected 0.2-3% from literature

oRegistry data from around the world suggests 0.1% more likely incidence

o This is despite the pharma regimes used around the world being very variable
▪ All include some sort of pharma

▪ All include mechanical prophylaxis

• When VTE occur they are a major source of mortality

• Surgeons see VTE management as an important topic and 
willing to participate in trial

• Patients happy to look at injecting self but NOT tablets if they 
increase risk of bleeding



Do we need chemothromboprophylaxis after MBS to prevent VTE?

RCT

• Rationale: 
o there is a broad variance in practice regarding the use of chemoprophylaxis. 

o Despite this the rates of VTE are very low 0.1%

o Perhaps it is the other factors that are more important than chemoprophylaxis?

Mechanical
Hydration

Early mobilisation

Mechanical
Hydration

Early mobilization
Chemoprophylaxis

VS

Non-inferiority

Feasible?
N=75,000



CONCLUSIONS

• RCTs are the gold standard – but difficult to achieve in surgery

• In-Registry RCT are a pragmatic way to answer clinical research 
questions
o Efficient

oRelatively cheap

oAdaptable

• What should be the first IFSO In-Registry RCT?
o Important question to practitioners and consumers

o Likely to change practice

o Feasible numbers

o Funding
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