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Abstract

This Study aimed to establish consensus on conceptual foundations, terminology, and
methodological relationships among self-controlled “trigger” study designs, which
inherently control for time-invariant confounding and assess associations between
transient exposures (potential triggers) and acute outcomes. Supported by the
International Society for Pharmacoepidemiology (ISPE), a working group developed
standardized guidance comparable to the Strengthening the Reporting of Observational
Studies in Epidemiology (STROBE). Based on a systematic review of existing literature
collectively termed Self-controlled Crossover Observational PharmacoEpidemiologic
(SCOPE) studies, the paper clarifies methodological distinctions between outcome-
anchored designs (case-crossover [CCO], case-time control [CTC], case-case-time
control [CCTC]) and exposure-anchored designs (self-controlled case-series [SCCS]). Key
methodological considerations related to exposure, outcome, and timing are outlined,
along with standardized terminology and a practical worksheet to facilitate study design.
Achieving consensus in these foundational elements will improve clarity, enable critical
appraisal, and promote rigorous implementation of future SCOPE studies. Additionally,
this abstract was translated and paraphrased into Korean to assist Korean authors in
clearly understanding and applying these concepts. This work is endorsed by ISPE. (PeRM
2025,17:1-17)
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Referent Windows Focal Window

Time

(B) Exposure-anchored design
Point Exposure

!

Referent Windows Focal Window Referent Windows

Time

Fig. 1 3% 80| A8 X}7|-CHZ mX} & AE QS (Self-controlled Crossover
Observational Pharmacoepidemiology, SCOPE) ®7 MAE 2tCtsiH| Eeet O3, 2HEHS|
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A2t 2o FE 7|12+ nEfstoh( MY OS2 wileyonlinelibrary.comOilA EQlg 4~ QUR).
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SCOPE, Self-controlled Crossover Observational Pharmaco Epidemiologic; CCO, case-crossover; CTC, case-time-control; CCTC, case-case-time

control; SCCS, self-controlled case-series.
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