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Background: Pediatric pharmacoepidemiologic research is often performed using a wide range of real- world data 
(RWD) sources. However, limited information is available specifically on global RWD sources for pediatric 
populations. 
 
Objectives: To provide an overview of globally available RWD sources for pediatric pharmacoepidemiologic 
research, including attributes and capabilities. 
 
Methods: An online questionnaire about RWD sources capturing pediatric data was sent to the ISPE Real-World 
Evidence Task Force RWD subgroup, four ISPE special interest groups, and representatives of nominated 
databases. Attributes collected included data source type, geographic coverage, number of pediatric patients 
captured, data accessibility, available data linkages, patient age groups, diagnoses and comorbidities, 
medications, vaccines, and other patient data. Questionnaire responses completed by ISPE members were 
verified by database representatives. 
 
Results: Of 94 databases identified, 55 unique pediatric RWD sources were verified for pediatric 
pharmacoepidemiologic research. These included data from Europe (47%), North America (38%), multiple world 
regions (7%), Asia-Pacific (5%), and South America (2%). Most databases had nationwide coverage (80%) and 
contained either electronic medical/health records data (49%) or claims data (44%) (some with both). 
 
Six databases (11%) reported having >20 million pediatric observations. Most (89%) included children of all ages 
(birth until age 18). Most (69%) had limited access (e.g., by approval only or through collaboration with local 
investigators), whereas only 9 (16%) databases were publicly available. Most (64%) could be linked with other 
databases for research purposes.Almost all databases (93%) contained data on pediatric outpatient medications, 
and about half (47%) contained pediatric inpatient medication data. Two-thirds of databases captured vaccine 
information for children (67%), and about one-third had regularly updated data on height (31%) and weight (33%) 
for children. Other pediatric data attributes captured include diagnoses and comorbidities - 48 databases (87%), 
lab results - 31 (56%), vital signs - 29 (53%), imaging - 22 (40%), device data - 21 (38%), narrative patient 
histories - 17 (31%), and genetic/biomarker data - 13 (24%). 
 
Conclusions: Our study provides a comprehensive overview with key details about a diverse array of databases 
suitable for pediatric pharmacoepidemiologic research. Our study allows researchers to identify fit-for-purpose 
RWD sources useful for pediatric pharmacoepidemiologic studies. Future efforts should maintain up-to-date 
information about these databases and profile additional RWD sources useful for pediatric 
pharmacoepidemiologic research.  


