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Figure 1. Study Approach and Cohort Attrition
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+ To describe the methods and resulting comparability of
cohorts in a multi-database study of patients newly treated

application of prucalopride.
with prucalopride or polyethylene glycol 3350 (PEG) for Aftertrimming gy N=16,769 "

chronic constipation

and trimming to obtain comparable study cohorts

OBJECTIVE

+ To report study design decisions undertaken when SAP = statistical analysis plan.

comparability could not be achieved
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Figure 2. Study Design and Implementation of Analyses SNR, and GePaRD Data Sources
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METHODS
Key Design Aspects
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(CPRD/THlN/ISD History of hospitalization for _
Scotland) cardiovascular disease
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+ From the matched cohorts, the PS was estimated for patients with constipation diagnoses 1 |
. . i Number of medical visits with
each initiator of prucalopride or PEG using the relevant REVIEHIOUICOMES O eS diagnoses =

Number of unique other gastrointestinal _
related outpatient diagnoses, 1-12

covariates at the index date, and the PS distribution was
used to trim both cohorts to enhance comparability.
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» Figure 2 depicts the main features of the study analyses
and the critical path for their implementation. Patient-level
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Pru = prucalopride. COPD = chronic obstructive pulmonary disease; IBS = irritable bowel syndrome.

+ Figure 1 shows the attrition of the cohorts included in the study.

+ Figure 3 shows a description of the study population
characteristics and the balance of selected covariates in the CONCLUSION

PEG and prucalopride cohorts.

Matching, trimming, and PS stratification yielded comparable cohorts in 4 of 5 data sources.

+ GePaRD data showed a disparate clinical profile of German
patients, especially of PEG initiators, likely owing to specific
drug reimbursement policies in Germany. Comparability of both
cohorts could not be achieved for some important covariates,
and heterogeneity with the other data sources was large.
GePaRD was ultimately excluded from the pooled analysis.

Use of these methods could not achieve balance for key covariates within the German cohort, likely
due to reimbursement differences in Germany. Consequently, the pooled post-authorization safety
study analyses included only data from the UK and Sweden.
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