GUIDANCE DOCUMENTS Page 1
GUID BLUE BOOK: ODE
IDE
GUID D93-1: OVERDUE IDE ANNUAL PROGRESS REPORT PROCEDURES; JULY 23, 19...

GUID D93-1: OVERDUE IDE ANNUAL PROGRESS REPORT
PROCEDURES:; JULY 23,1993

GUID D93-1: OVERDUE IDE ANNUAL PROGRESS REPORT PROCEDURES; JULY 23,
1993

IDE Memorandum #D 93-1

DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

Memorandum

IDE Memorandum #D93-1

Date JUL 23 1993

From Deputy Director, Office of Device Evaluation

Subject Overdue IDE Annual Progress Report Procedures

To ODE Review Staff

Purpose

To establish a procedure for the follow-up on sponsor failure to file IDE annual reports.
Background

The IDE regulation requires a sponsor of an IDE application to submit to FDA, on an annual basis, a
progress report (as outlined in the "Suggested Format of IDE Progress Reports"). The annual

progress reports allow FDA to determine whether there are any apparent risks to the subjects
enrolled in an ongoing clinical investigation throughout its course.

Vintage Documents from Clinical Device &roup
Is this the document you are looking for? Just email us here to obtain the entire copy of the
FDA July 1993 Blue Book Memo D93-1 "Overdue IDE Annual Progress Report Procedures,”

free and with our compliments.
Best regards,

Mancy J Stark, PhD
President, Clinical Device Group Inc

Click an whitepapers to apt-in to our whitepapers mailing list.



mailto:cdginc@clinicaldevice.com?subject=Please send D93-1 Overdue Annual Progress Reports
mailto:cdginc@clinicaldevice.com?=Whitepaper Subscription Please
nancy
Stamp




