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November 1997
Enactment of US Food and Drug 
Administration Modernization Act 
(FDAMA) requiring the NIH to establish a 
databank of information on clinical trials a

February 2000
Launch of ClinicalTrials.gov

September 2007 
Enactment of US Food and Drug 
Administration Amendment Act 
(FDAAA) expanding registration 
requirements and enacting 
penalties for noncompliance

May 2005 
13 153 Studies 
registered in 
ClinicalTrials.gov

October 2005 
22 714 Studies 
registered in 
ClinicalTrials.gov

May 2006 
Launch of the WHO 
International Clinical 
Trials Registry Platform

December 2007
Scope of registration to include all 
phase 2-4 drug and device trials

September 2004
ICMJE requires prospective 
registration of clinical trials as 
precondition for publication

June 2004
State of New York 
vs GlaxoSmithKline

September 2008 
Requirement to report basic results

September 2009
Requirement to report adverse events

September 2010
Rulemaking (eg, definition 
and clarification of key terms 
in legislation) was due but 
has not yet been issued

September 2010
96 346 Studies 
registered in 
ClinicalTrials.gov

April 2012
124 196 Studies 
registered in 
ClinicalTrials.gov















<ctr:PublicTitle> 
<TranslatedText xml:lang="en"> 

Vitamin D Plasma Level and Its Role in Headache 
</TranslatedText> 
<TranslatedText xml:lang="de"> 

Vitamin D Plasma Niveau und ihre Rolle in Kopfschmerzen 
</TranslatedText> 

</ctr:PublicTitle> 





<GlobalVariables> 
… 
<ctr:Contacts> 

<ctr:Contact UserOID="U.1" ContactRole="PRIMARY CONTACT" 
ContactRoleCodeListOID="CL.CONTACTROLES"/> 

<ctr:Contact UserOID="U.1" ContactRole="CONTACT FOR SCIENTIFIC QUERIES" 
ContactRoleCodeListOID="CL.CONTACTROLES"/> 

<ctr:Contact UserOID="U.1" ContactRole="CONTACT FOR PUBLIC QUERIES" 
ContactRoleCodeListOID="CL.CONTACTROLES"/> 

</ctr:Contacts>  
</GlobalVariables> 



Term Explanation / Remarks 



 

<Protocol> 
… 
<sdm:Summary> 

<sdm:Parameter OID="PAR.INDIC" ShortName="INDIC" Term="Trial Indication"> 
<sdm:Value>Headache</sdm:Value> 

</sdm:Parameter> 
</sdm:Summary> 
… 

</Protocol> 

<sdm:Parameter OID="PAR.INDIC" ShortName="INDIC" Term="Trial Indication"> 
<sdm:Value ctr:CodeListOID="CL.NLMESH">Headache</Value> 

</sdm:Parameter> 
… 
<CodeList OID="CL.MeSH" Name="MeSH CT"> 

<ExternalCodeList Dictionary="National Library of Medicine MeSH" 
Version="July 2015 International Version" 
href="http://www.nlm.nih.gov/mesh/MBrowser.html"/> 

</CodeList> 

<sdm:Summary> 
<sdm:Parameter OID="PAR.INDIC" ShortName="INDIC" Term="Trial Indication"> 

<sdm:Value> 
<TranslatedText xml:lang="en">Headache</TranslatedText> 

</sdm:Value> 
<sdm:Value> 

<TranslatedText xml:lang="de">Kopfschmerzen</TranslatedText> 
</sdm:Value> 
… 

</sdm:Parameter> 
</sdm:Summary> 
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