
__________ClinicalTrials.gov Schema Modifications_________
1.
Create a new optional, multiply occurring element  block <Outcomes> after <BriefSummary>  block---[existing element in the CDR.]


A. Insert required, multiply occurring <PrimaryOutcomeMeasures> element in <Outcomes> block


   i. Insert required element  <OutcomeMeasures>  in <PrimaryOutcomeMeasures> element


  ii. Insert optional element <TimeFrame>  in <PrimaryOutcomeMeasures>  element after <OutcomeMeasures>


 iii. Insert optional element <SafetyIssue> in  <PrimaryOutcomeMeasures> after <TimeFrame>


B. Insert optional, multiple occurring element <SecondaryOutcomeMeasures> after <PrimaryOutcomeMeasures>


    i. Insert required element  <OutcomeMeasures>  in <SecondaryOutcomeMeasures> element


   ii. Insert optional element <TimeFrame>  in <SecondaryOutcomeMeasures> element after <OutcomeMeasures>


  iii. Insert optional element <SafetyIssue> in  <SecondaryOutcomeMeasures> after <TimeFrame>

_____________________________________________________________________________________
<Outcomes>

       <PrimaryOutcomeMeasures>

              <OutcomeMeasures>  

              </OutcomeMeasures>  


<TimeFrame>


</TimeFrame>


<SafetyIssue>


</SafetyIssue>

      </PrimaryOutcomeMeasures>

      <SecondaryOutcomeMeasures>


<OutcomeMeasures>  

              </OutcomeMeasures>  


<TimeFrame>


</TimeFrame>


<SafetyIssue>


</SafetyIssue>

     </SecondaryOutcomeMeasures>

</Outcomes>

 _____________________________________________________________________________________
2.
Create a new  optional, multiply occurring element  block <ArmsAssignedInterventions>



  i. Insert required element <ArmGroup> in <ArmsAssignedInterventions>



 ii. Insert required element <ArmGroupLabel> in <ArmsAssignedInterventions> after <ArmGroup>



iii. Insert required element <ArmGroupType> in <ArmsAssignedInterventions> after <ArmGroupLabel>




VALUES: 





Active Comparator





Case





Control





Experimental





Exposure comparison





No Intervention





Other





Placebo Comparator





Sham Comparator





Treatment Comparison



 iv. Insert optional element <Description>  in <ArmsAssignedInterventions> after <ArmGroupType>

_____________________________________________________________________________________
<ArmsAssignedInterventions>


<ArmGroup>


</ArmGroup>


<ArmGroupLabel>


</ArmGroupLabel>


<ArmGroupType>


</ArmGroupType>


<Description>  


</Description>  


</ArmsAssignedInterventions>

_____________________________________________________________________________________
3.
Create a new optional, multiply occurring element <BiospecimenRetention>



i. Insert element after <ArmsAssignedInterventions> block



VALUES:



       Samples with DNA



       Samples without DNA

4.
Create a new optional, multiply occurring element <BiospecimenDescription>

       

 i. Insert  element after <BiospecimenRetention>

_______________________________________CTGOV DTD____________________________________

<!-- === Outcomes ==================================================== -->

<!ELEMENT primary_outcome (

          measure, 

          time_frame?,

          safety_issue?)>

<!ELEMENT secondary_outcome (

          measure, 

          time_frame?,

          safety_issue?)>

<!ELEMENT measure (#PCDATA)>

<!ELEMENT time_frame (#PCDATA)>

<!ELEMENT safety_issue (#PCDATA)>

<!-- === Arms ======================================================== -->

<!ELEMENT arm_group (

          arm_group_label, 

          arm_group_type, 

          description?)>

<!ELEMENT description (#PCDATA)>        <!-- used in several contexts -->

<!ELEMENT arm_group_label (#PCDATA)>  <!-- join key with intervention field -->

<!ELEMENT arm_group_type (#PCDATA)>
  <!-- Possible values:

          Experimental | Active Comparator | Placebo Comparator | 

          Sham Comparator | No Intervention | Other | Case | 

          Control | Treatment Comparison | Exposure Comparison -->

<!-- === Bio Specimen ================================================ -->

<!ELEMENT biospec_retention (#PCDATA)>   <!-- None Retained | Samples With DNA | Samples Without DNA -->

<!ELEMENT biospec_descr (textblock)>     <!-- describes nature of specifimen -->

_____________________________________________________________________________________
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