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Phuse 2018
Triumphs and Challenges

Integrating Externally Acquired 
Data Into Standard Workflows
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What is External Data?

• External Data is Data Acquired where we 
are not the sponsor

• We are not the sponsor… we don’t have 
control over the data collection/protocol.
o No insight into quality of the data

§ “Completeness” / Accuracy / Ability to trace the 
data from source to final dataset

§ Usually just get a bunch of data… lucky if you get 
a data dictionary.
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Examples - 1
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Example – AIBL

• We have some control since we 
purchased it.
o Partnership / Paid for it.
o Caveat Emptor – No return policy
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Examples - 2



6Biogen | Confidential and Proprietary

How do we get this data?
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Step 1 in the Workflow: Acquire the 
Data
• Easier Said Than Done

o Download from a Website?
o Email
o Not in a Database (csv)
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Problems:

But I’m Sure It’s In A Good Format

• Do you like 
CSVs?

• Like, a lot of 
CSV’s (>100)
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Problems:

But I’m Sure It’s Well-Defined

• Do you like 8 
character alpha-
numeric variable 
names?

• Like, a lot of 8 
character alpha-
numeric variable 
names (> 100)?
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So what principals do we want to 
follow – The Laws of Public Data
• Has to be in a 

consistent format
• Has to be able to 

pooled with other 
public data sets

• Has to be able to 
pooled with clinical 
data.
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Workflow Part 2: QC The Data

• Compare like against 
like
o For example, if you 

have a 72 month data 
cut, and then a 90 
month data cut, 
examine the 72 month 
data in the 90 month 
data cut.

o You’d be surprised at 
what changes!

o Often a changelog is 
not provided
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Workflow Part 3: Transform The Data

• Transform to SDTM
o Clinical data is 

already in this 
format

o People will want to 
pool it with their 
own trial data

o You don’t have to 
spend time creating 
your own standards 
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Conversion

• Time consuming and difficult
o No “magic bullet”
o Every data set defines something like “visit” 

different… try the best you can.
o Only take what you need for now.

§ Start with DM, always. 1 Record per patient, 
good way to start looking at the data

o Good task for interns, contractors, sworn 
enemies…. 
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Analysis

• Remember that this 
data does not have 
the cleanliness of 
clinical data.
o Therefore, always 

check the integrity 
of your data.

• We live in a world 
where Data 
Management is not 
especially rigorous…
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How do we let researchers know 
what is available?
• Once people know 

that there is data 
available, they will 
“swarm” to you.

• You want a way to 
give people access 
to the data without 
being bogged down 
with hundreds of 
shells.
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Public Data Dashboard

• Goals of the Data 
Dashboard:
o View Data
o Details
o Don’t let them 

extract it though… 
it’s a guide. They 
need to talk to a 
stat first.
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How to Program It

• Lots of options, 
but R/Shiny was 
the most robust.

• Quick to iterate 
and get up to 
speed, but custom 
enough to allow 
custom work.
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Conclusions

• With a small amount of upfront work, you 
can enhance the work done by so many 
departments.
o HEOR (Health Effectiveness/Outcome 

Research)
o Epidemiology
o Stat Genetics
o Biomarkers/Imaging
o And So Much More!


