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ClinicalTrials.gov – History

• Launched in Feb 2000

• Key summary protocol information

• FDA Amendment Act (FDAAA) 801 in 2007

• Registry expanded

• Results database added

• Results section enabled on 27 Sep 2007

• Trial registration required by public law from Dec 2007

• Results reporting required from Sep 2008

• Adverse event disclosure from Sep 2009

• “Expansion” foreseen in Sep 2010
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ClinicalTrials.gov – Statistics I

(Trials as of 09/28/2009) Number Percent

Total registered 79,347 100%

Type of trial

Observational 12,921 16%

Interventional 66,105 83%

International sites (171 countries)

USA 42,849 54%

Europe 18,841 24%

Data provider

US Federal (incl. NIH) 18.824 24%

Industry 32,140 41%

University, Other 40,822 51%
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ClinicalTrials.gov – Statistics II

(Trials as of 09/28/2009) Number Percent

Total with results 824 100%

Type of trial

Observational 41 5%

Interventional 783 95%

International sites

USA 393 48%

Europe 168 20%

Data provider

US Federal (incl. NIH) 29 4%

Industry 710 86%

University, Other 110 13%
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Results Disclosure on ClinicalTrials.gov

• Registration and results reporting via Web-based Protocol
Registration System (PRS)

• “Basic results” required for “applicable” clinical trials, i.e.

• Phase 2 to 4 interventional studies*

• Studies involving drugs, biological products or medical devices 
approved and regulated by FDA

• Studies with sites in US or studies conducted under NDA  

• Studies initiated or ongoing as of SEP 27, 2007 or later

* Self-commitment by PhRMA: Phase 1 to 4 studies involving patients
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Timelines for ClinicalTrials.gov 

• Generally, submission of results within 12 months of the
earlier of the estimated or actual trial completion date

• Delayed submission of results

• Seeking initial approval

• Seeking approval for a new use

• Extensions for “good cause”
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Prohibited Acts and Penalties

Prohibited Acts

• Failure to submit a certification

• Knowingly submitting a false certification

• Failure to submit required clinical trial information

• Submission of false or misleading clinical trial information 

Penalties

• Penalty for a violation is up to $10,000

• If the violation is not fixed after 30 days, the penalty can be up to 
$10,000 per day until the violation is fixed
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Basic Results Information

• Scientific information

• Participants flow (Disposition) – by treatment arm

• Baseline characteristics – overall and by treatment arm 

• Primary and secondary outcome measures, statistical analyses 
– by treatment arm

• Adverse events – by treatment arm

• Administrative information

• Point of contact (for scientific information)

• Certain agreements (restrictions on PI to discuss or publish 
results after trial completion date)
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Adverse Events

• Serious Adverse Events

• Table of anticipated and unanticipated serious adverse events

• Grouped by organ system class

• Number and frequency of events in each clinical trial arm

• Frequent (other) Adverse Events

• Table of anticipated and unanticipated non-serious
adverse events

• Exceed a frequency of 5 percent within any trial arm

• Number and frequency of events in each clinical trial arm
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The Website ClinicalTrials.gov
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Results – Participant flow
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Results – Baseline Measures
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Results – Outcome Measures I
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Results – Outcome Measures II
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Results – Serious Adverse Events
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Current Process Description

Identify trials for which results

have to be published on ClinicalTrials.gov

Contacting trial team,

sending out excel template

Filling excel template before deadline

Formal QC approval

Data entry to ClinicalTrials.gov web form

Final review and approval

Uploading/entering to ClinicalTrials.gov
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Problems and Issues

• Mainly manually driven process

• Entering and copying of information vulnerable to errors

• Validation and Quality Check are time-consuming

• Trial teams are often not familiar with ClinicalTrials.gov
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Future Process

Uploading to ClinicalTrials.gov

Identification of needed items for result

collection during TSAP writing

Program/save results into pre-defined

datasets automatically

Convert datasets into xml format

eligible for ClinicalTrials.gov

Final review of xml file



19-21 OctPhUSE 2009, Basel 23

The statistician’s responsibility

• During writing of Analysis Plan

• Specify information which should be disclosed

• Identify tables of CTR with information for disclosure

• Define specifications for programming

• Keep track of changes
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The programmer’s responsibility

• During table creation for Clinical Trial Report (CTR)

• Extract information needed for ClinicalTrials.gov

• Save information in dataset (“Disclosure Data Set”)

• Use validated macro code

• Transform final dataset into xml format

• Validation during standard program validation
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Advantages

• Information is collected when it is produced anyway

• Manual data entry minimized

• Accuracy of data ensured within current standard processes

• Disclosure data are available early before official deadline

• Minor additional workload
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Summary

• Additional workload due to legal requirements to disclose on
ClinicalTrials.gov necessary

• First process

• Data entry and copy manually

• Vulnerable to errors

• Future process

• Needed information is produced automatically

• Only minor additional workload

• Use of validated tools
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