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1. Titles and Background Information
+ Organization's Unique Protocol ID*FDAAA
« Secondary IDs FDAAA
* Brief Title * FDAAA
« Acronym
« Official Title
« Study Type * FDAAA

2. US Food and Drug Administration (FDA) Information
« Applicable Clinical Trial
* Investigational New Drug Application (IND)/Investigational Device Exemption
(IDE) Information

3. Human Subjects Review
+ Board Approval*
+ Board Name *
+ Board Affiliation *
+ Board Contact *
+ Data Monitoring Committee?
+ Oversight Authorities *

4. Sponsors
* Sponsor*FDAAA
+ Collaborators
* Responsible Party FDAAA

5. Study Description
* Brief Summary*FDAAA

* Detailed Description

6. Status



* Record Verification Date * FDAAA

« Overall Recruitment Status * FDAAA
* Why Study Stopped?

+ Study Start Date FDAAA

* Primary Completion Date FDAAA

« Study Completion Date

* Expanded Access Status FDAAA

7. Study Design
* Interventional Study Design*(FDAAA)
+ Observational Study Design
* Primary and Secondary Outcome Measures

8. Arms, Groups and Interventions

9. Conditions and Keywords
+ Conditions or Focus of Study*FDAAA
+ Keywords

10. Eligibility
+ Study Population Description*
« Sampling Method *
« Eligibility Criteria*FDAAA
+ Gender * FDAAA
+ Age Limits * FDAAA
+ Accepts Healthy Volunteers? FDAAA

11. Protocol Location, Contact and Investigator Information
* Facility*(FDAAA)
* Recruitment Status * FDAAA - protocol accrual activity at a
+ Facility Contact * (FDAAA) (or Central Contact required)
+ Facility Contact Backup
* Investigators (at the protocol location)
+ Central Contact * (FDAAA) (or Facility Contact required)
+ Central Contact Backup
* Overall Study Officials

12. Related Information
« References
* Links
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