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IMI ConcePTION Core Data Elements
Background

2

“develop a series of operational recommendations to 
optimise and standardise data collection techniques, 
analysis, and reporting in pregnancy 
pharmacovigilance (PregPV) research to improve data 
harmonisation and evidence synthesis capabilities”
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IMI ConcePTION Core Data Elements
Aims of the recommendations

3

CDE 
Data 

Format



IMI ConcePTION Core Data Elements
Scope of the recommendations
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In scope Out of scope

Maternal perinatal exposures Paternal exposures

Pregnancy, fetal, neonatal and 
childhood outcomes

Breastfeeding 
exposures/outcomes

Co-variable risk factors



IMI ConcePTION Core Data Elements
Development of the CDE recommendations
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(1)                (2)                  (3)                 (4)                (5)              (6)

(1) Identification of EWG
(2) Scoping review
(3) Candidate CDE screening
(4) CDE definition
(5) Development of suggested data structure and 

relational hierarchy
(6) Classification of essential elements

NEWG



IMI ConcePTION Core Data Elements
Development of the CDE recommendations
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IMI ConcePTION Core Data Elements
CDE recommendations framework overview
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• Consensus opinion achieved after 20 rounds of 
review and debate

• Comprised of 98 data elements arranged in 14 
tables

• 63 essential for pregnancy/fetal/neonatal 
outcomes

• 71 essential for longer-term childhood 
outcomes



IMI ConcePTION Core Data Elements
CDE recommendations framework overview
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IMI ConcePTION Core Data Elements
Controversial CDEs – Trimester definition
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T1 0 to 96 days (LMP to 13+6 weeks) 0 to 90 days (LMP to 12+6 weeks)

T2 97 to 195 days (14 to 27+6 weeks) 91 to 188 days (13 to 26+6 weeks)

T3 196 days onwards (>28 weeks) 189 days onwards (>27 weeks)

In the future – Can we use a more optimised 
definition of exposure relevance?



IMI ConcePTION Core Data Elements
Controversial CDEs – Prospective definition
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At the time of initial reporting:

Simple definition • Exposure occurring in pregnancy
• Pregnancy ongoing

EMA definition • Exposure occurring in pregnancy
• Pregnancy ongoing
• No anomalies detected through prenatal screening

FDA definition • Exposure occurring in pregnancy
• Pregnancy ongoing
• No prenatal screening performed



IMI ConcePTION Core Data Elements
Published versions
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https://www.entis-org.eu/cde

https://www.entis-org.eu/cde


IMI ConcePTION Core Data Elements
Limitations and future work
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Limitations

• Recommendations represent a consensus agreement

• Disease severity/activity during pregnancy/post-partum not considered

• Exposure/disease specific adaptations likely needed

Future work

• Extensive promotion work needed

• Regular review and update

• Statistical analysis/reporting standards
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