
ClinicalTrials.gov
Mastering New Reporting Rules

Table of Contents
Introduction

Defining “Applicable Trial” Under the Final Rule ......................................................................... 4

Important Deadlines ........................................................................................................................ 4

Applicable Medical Device Clinical Trials ....................................................................................... 5

Jurisdictional Nexus ......................................................................................................................... 6

Who Is Responsible for Submitting Data? ..................................................................................... 6

New Registration Elements ........................................................................................................... 9

Trial Initiation Date Determines Registry Eligibility ......................................................................10

Registration Information Submission and Posting ......................................................................10

Expanded Access ...........................................................................................................................10

Results Submission Requirements.............................................................................................. 13

Results Information Data Elements .............................................................................................13

Protocols and Statistical Analysis Plans .......................................................................................14

Submitting Partial Results ............................................................................................................15

Reporting Adverse Events .............................................................................................................15

How to Delay Reporting ................................................................................................................ 16

Unapproved Products .................................................................................................................... 17

Good Cause Extensions ................................................................................................................. 17

Waivers Used for Extraordinary Circumstances ........................................................................... 17

Voluntary Submissions ................................................................................................................. 19

Updating the Record ..................................................................................................................... 21

Corrections .....................................................................................................................................21

Enforcement Mechanisms ........................................................................................................... 23

Civil or Criminal Judicial Actions ...................................................................................................23

FDAnews, 300 N. Washington St. #200, Falls Church, VA, 22046 • www.fdanews.com/products/54887

http://www.fdanews.com/products/54887?hittrk=BookTOC


Civil Monetary Penalty Actions ......................................................................................................24

Grant Funding and Public Statements .........................................................................................24

Appendix ........................................................................................................................................ 25

A. 42 CFR Part 11 - Clinical Trials Registration and Results Information Submission; 
Final Rule

FDAnews, 300 N. Washington St. #200, Falls Church, VA, 22046 • www.fdanews.com/products/54887

http://www.fdanews.com/products/54887?hittrk=BookTOC



