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Overview: Need for Consolidation of Data

• When any one trial has an inadequate sample size to 
answer a question, pooling of data from multiple trials is one 
potential solution.

• Combinations of data from multiple trials is best done using 
individual patient-level data (IPD). Meta-analyses done with 
study-level data are insufficient to determine poolability.

• “New information…”  The recent finding of a mortality signal 
with femoropopliteal drug-coated balloons (DCB), based on 
a study-level meta-analysis, is a contemporary example of 
the importance of IPD and collaborative analyses.



DCBs: “Certain information has come to light…”






The Need for Independent Patient Data

• Principle: Randomized controlled trials (RCTs) are best when 
combining data; pooling of registries is not ideal.

• Among the RCTs comparing DCB to PTA in peripheral arterial 
disease, no one study has adequate sample-size to conclude 
the absence of increased mortality with DCB.

• A new, larger trial with 5-year follow-up would be best, but we 
cannot wait 7 years or longer for the answer.

• Combinations of data from multiple (preferably all) RCTs is the 
only possible compromise, but IPD is needed.



Collaborative Data Sharing to Assess DCB Mortality

• Data must be shared and pooled to obtain adequate power to 
draw conclusions on the absence of an effect, in this case 
increased mortality after DCB.

• Data sharing agreements are necessary, executed between 
each trial Sponsor and the entity doing the analysis.

• Pooling of IPD requires mapping of variables from all 
individual studies to a single construct – a dataset or multiple 
datasets, each with an equivalent structure.



Example of Data Mapping: Use of R Studio



Collaborative Data Sharing:
Next Steps for the DCB Enigma
• The Society for Vascular Surgery has embarked on a process using 

the principles mentioned.

• Other groups are also addressing the question, each with slightly 
different analytical models.

• One needs a very experienced biostatistician skilled in meta-analytic 
techniques. But the challenge isn’t in the statistical analyses. Rather, 
the effort is in the brute force data mapping – e.g. 5 manufacturers, 
each with a few different RCTs- 100 candidate variables to map, 500 
different names for the same thing, and the need to validate that the 
timepoints/definitions are the same.

• In the end, a proper assessment of the DCB mortality signal requires 
time, expense, and, most importantly and most elusively, 
collaboration.
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