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Guideline on good pharmacovigilance practices (GVP):
Module VIII — Post-authorisation safety studies (Rev 3)
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Epidemiologists have become so enamored with statistical analysis
of the data that they have paid too little attention to the validity of
the raw data being analyzed with these sophisticated technigues.
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Best Practices for Conducting and Reporting Pharmacoepidemiologic Safety

Studies Using Electronic Healthcare Data

Guideline on good pharmacovigilance practices (GVP): Module VIII — Post-

authorisation safety studies (Rev 3)

Scientific guidance on post-authorisation efficacy studies
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Research
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A Checklist for Retrospective Database Studies — Report of the ISPOR Task

Force on Retrospective Databases

Developing a Protocol for Observational Comparative Effectiveness
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