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This guidance was written prior to the February 27, 1997 implementation ofFDA's Good Guidance 
Practices, GGP's. It does not create or confer rights for or on any person and does not operate to bind FDA 
or the public. An alternative approach may be used if such approach satisfies the requirements of the 

··-......- applicable statute, regulations, or both. This guidance will be updated in the next revision to include the 
standard elements ofGGP's. 
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Purpose 

.'---"'.The purpose of this memorandum is to establish procedures for the efficient 
rev iew of IDEs and to identify performance goals for the IDE Program. 

Background 

The Office of Device Evaluation (ODE) has traditionally approved 
approximately one third of the original inv estigational dev ice exemption 
(IDE) applications in the first 30 day rev iew cy cle. In recent times 
(fiscal y ears (FY) 1993 and 1994 ) , howev er, only 25 % of the original IDE 
applications were approved during this initial rev iew period. In addition, 
the av erage total time from receipt of the application to approv al increased 
to 242 day s after averaging 178 days for the last 5 y ears . 

The reasons for non-approv al may be summarized as relating to inadequate 
characterization of the device being inv estigated, poorly designed clinical 
trials, and inadequate subject protection measures . In all cases, ODE's 
intent has been to improve the quality of the information derived from the 
investigations and to protect the well-being of those participating in the 
clinical trials. We must recognize, howe v er, that our approach has had some 
unintended effects such as discouraging the conduct of the clinical trials 
and thus the generation of potentially useful information or causing the 
trials to be conducted outside the United States without gui dance from FDA. 
ODE staff has also been expending considerable resources in rev iewing 
multiple amendments over an extended period of time . 

If the performance goals presented below are achieved, the gain to be 
· . .__/ realized by both the regulated industry and ODE staff would be significant. 

Increasing the approval rate and reducing the time to approval for original 
IDEs to more reasonable levels will encourage the medical dev ice industry to 
conduct their clinical inv estigations in the 
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