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AGENDA
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• Learnings (i) - Background rates

• Learnings (ii) – Historical (O/E) comparisons
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Challenges in the characterisation 
of background rates in general:

Heterogeneity
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Age and sex stratified incidence rates for 15 AESI 

Xintong Li et al. BMJ 2021;373:bmj.n1435©2021 by British Medical Journal Publishing Group
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Choices

• Great heterogeneity 
depending on choices e.g. 
anchoring vs random vs 
fixed date (eg 1st Jan)

• This affects more for 
shorter time rate 
estimation eg 28-day rates

Ostropolets A et al. Front Pharmacol 2022
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CONCLUSIONS

• Background rates are not “one number” …

• If “one number” is really needed, we need to 
adjust/standardize by age & sex

• Must use the same data for obs & exp rates (next sections)

• Bear in mind the impact of “anchoring” e.g. post-vaxx
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Challenges in the characterisation 
of background rates of TTS:

Measurements + Diagnoses
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There’s no code for TwT/VITT …

A Shoaibi et al. Drug Saf 2022
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Diagnosis + Measurements availability…

A Shoaibi et al. Drug Saf 2022

+ many RWD assets (e.g. most health claims) DO NOT HAVE any measurement data
+ no RWD asset that I know of has data on anti-PF4 (or similar) measurements
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CONCLUSIONS (2)

• TwT is a new syndrome, with no bespoke SNOMED/ICD code

• Identification in RWD depends on the presence of diagnostic 
codes + lab data

• % of lab measurement/s presence will determine % TwT

• No PF4 or similar antibody measurements readily available
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Background rates of TwT in 
8 European datasets

14
E Burn et al. Pharm Drug Saf 2022

Expected N of events per 10 million 
person-months in general population
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AGENDA

• Challenges

• Learnings (i) - Background rates & historical comparisons

• Learnings (ii) – Historical (O/E) comparisons
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Obs (post-vaxx) / Expected (background)
in CPRD AURUM (UK) data

16E Burn et al. Nature Comms [in press 2022]
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Obs (post-vaxx) / Expected (background)
in CPRD AURUM (UK) data (ii)

17
E Burn et al. Nature Comms [in press 2022]
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Obs (post-vaxx) / Expected (background)
in CPRD AURUM (UK) data (iii)
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E Burn et al. Nature Comms [in press 2022]
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Questions?
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