
 

Appendix B: 
Elements of Established Private Clinical Trial Registries and Results 
Databases 
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Clinical Trial Registries 
Clinical Trial Registry      

Accessible at No Charge* n/a n/a n/a n/a     n/a

Open to All Registrants* n/a n/a n/a n/a     n/a

Not-For-Profit* n/a n/a n/a n/a     n/a

Verification of Registration Data* n/a n/a n/a n/a     n/a

Electronically Searchable* n/a n/a n/a n/a     n/a

Includes All WHO Data Elements* n/a n/a n/a n/a     n/a

Conforms to ICMJE n/a n/a n/a n/a     n/a

Registration at Inception n/a n/a n/a n/a     n/a

Specifies Recruitment Status n/a n/a n/a n/a     n/a

Target Sample Size n/a n/a n/a n/a     n/a

Funding Source n/a n/a n/a n/a     n/a

Institutional Location n/a n/a n/a n/a     n/a

Contact Information n/a n/a n/a n/a     n/a

Title of Study n/a n/a n/a n/a     n/a

Technical or Lay Summary n/a n/a n/a n/a     n/a

Research Ethics Review Disclosed n/a n/a n/a n/a     n/a

Ethics Committee Named n/a n/a n/a n/a     n/a

Study Hypothesis/Purpose of Study n/a n/a n/a n/a     n/a

Key Inclusion and Exclusion Criteria 
(Eligibility Criteria) 

n/a n/a n/a n/a     n/a

Study Design (e.g., Allocation to 
Intervention, Type of Masking, Group 
Assignment) 

n/a n/a n/a n/a     n/a

Study Type (e.g., Interventional vs. 
Observational, Randomized vs. Non-
Randomized) 

n/a n/a n/a n/a     n/a

Study Phase n/a n/a n/a n/a     n/a

Primary Outcome Variable n/a n/a n/a n/a     n/a

Secondary Outcome Variable n/a n/a n/a n/a     n/a

Phase I Trials Included* n/a n/a n/a n/a     n/a

Phase II Trials Included n/a n/a n/a n/a     n/a

Observational Trials Included n/a n/a n/a n/a     n/a

Publications Listed n/a n/a n/a n/a     n/a
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Independent Verification of Results n/a n/a n/a n/a     n/a

Protocol for Online Submission n/a n/a n/a n/a     n/a

Text Search Specific to Clinical Trials n/a n/a n/a n/a     n/a

Search by Recruitment Status n/a n/a n/a n/a     n/a

Search by Sponsor/Institutional 
Location 

n/a n/a n/a n/a     n/a

Search by Disease n/a n/a n/a n/a     n/a

Results      

Link to Results n/a n/a n/a n/a     n/a

Clinical Trial Results Databases 
Clinical Trial Results Database      

Open to All Registrants  n/a     

Results Disclosed      

Results Posted Within 12 Months†  n/a n/a     n/a n/a n/a

Results Reporting Standardized  n/a     n/a

Funding Source  n/a       

Institutional Location  n/a     

Contact Information  n/a     

Title of Study  n/a     

Technical or Lay Summary  n/a     

Safety Data/Adverse Events  n/a     

Detailed Outcome Information‡  n/a       

FDA Approval Status  n/a     

Attrition Rate  n/a     

Study Hypothesis/Purpose of Study  n/a     

Study Design  n/a     

Publications  n/a     

Link to FDA Label  n/a     

Description of the Patient Population  n/a     

Stipulates Essential Data Elements  n/a     

Study Phase  n/a     

Phase I Trials Included  n/a     

Phase II Trials Included  n/a     

Observational Trials Included  n/a     

Independent Verification of Results  n/a     

Text Search Specific to Clinical Trials  n/a     

Search by FDA Approval  n/a     

Search by Phase  n/a     
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Search by Name of the Drug  n/a     

Search by Sponsor/Institutional 
Location 

 n/a     

Search by Disease  n/a     

Posts on PhRMA Web site        

* Criteria required for ICMJE acceptance  
† Applies to trial completion or termination date (not time after FDA approval) 
‡ The presence, in tabular format, of efficacy data in sufficient detail to permit the calculation of risk ratios 
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