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Rationale:

Phase IV drug studies, as defined by the FDA, are post marketing studies which delineate additional information including the study drug's risks, benefits, and optimal use.  As with all studies, the risks to human subjects are effected by many factors, including the study design and the merit of the scientific question.   Many Phase IV studies provide valuable information based upon use of the study drug in a broader population than earlier phase studies.  Other Phase IV studies lack scientific merit and instead are aimed fundamentally at claiming a larger market share for the study drug.   Studies in the latter category may create unnecessary risks to study subjects.

Policy:

The GSM IRB will review each application for a Phase IV clinical trial on the merits of the application, supporting documentation, and expert review in light of the federally-mandated criteria for approval. (21 CFR 56.111 and 45 CFR 46.111) In order to minimize the submission of applications with little merit, the IRB shall seek to assist investigators in recognizing Phase IV studies which primarily function as marketing efforts, rather than genuine scientific research.  In its discretion, the IRB may seek consultative review and analysis from the appropriate hospital oversight committee regarding proposed post-marketing drug & device research protocols. 

Upon its own motion, the IRB may recommend that certain approved Phase IV studies receive further review from institutional officials to address local institutional issues involved in conducting the study.   In no circumstance, however, may institutional officials approve research which has not been approved by the IRB.  (21 CFR 56.112 and 45 CFR 46.112)

This policy does not apply to Humanitarian Device Exemptions as defined by Food & Drug Administration regulations.  

Effective date:  June 1, 2005

Relevant regulatory provisions:21 CFR 56.109(a) and 45 CFR
46.109(a): "An IRB shall review and have authority to approve ... all
research activities covered by these regulations."
