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History of ClinicalTrials.gov 

1997 

•FDA Modernization Act 
Mandates Registry 

2000 
•ClinicalTrials.gov was launched 

2007 

•Section 801 of FDA Amendments 
Act  
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ClinicalTrials.gov Reporting 

Requirements 

• By regulation: 

– Applicable trial registration 

– Reporting of results within one year of primary completion 

• ‘Responsible Party’ is required to provide trial results 
to ClinicalTrials.gov data base 

• Required results: 

– Study disposition and baseline characteristics 

– Primary and secondary outcomes 

– Adverse events 
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Who was Involved 

DAIT 

• Division of Allergy, Immunology and 
Transplantation (DAIT) 
– One of three extramural divisions of the 

National Institute of Allergy and Infectious 
Diseases (NIAID) that supports research at 
academic and research institutions, part of 
the National Institutes of Health (NIH) 

• Sponsor/Responsible Party for a 
diverse clinical trials  portfolio   
– Allergy/asthma; autoimmune; transplantation 

 

 

Rho 

• Contract research 
organization  

 

• Statistical and 
data coordinating 
center for 
multiple DAIT 
funded 
networks/ 
consortia 
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Challenges 

• ClinicalTrials.gov was a new system 

• Professionals new to ClinicalTrials.gov process were 
trying to develop results for each trial that needed to 
be posted 

• Quality of results submissions varied from trial to 
trial 

• All key stakeholders were not getting the opportunity 
to review developed results prior to their release to 
the public 
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Key Strategies 

1. Create core working group 

2. Create and maintain study portfolio overview 

3. Develop best practice standards 

4. Establish iterative standard review and approval 
process 
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Overarching Goal: Develop standards and 
process to guide ClinicalTrials.gov results 
development  



Working Group 

Key Contact at 
Rho (1) 

Champion for 
each Therapeutic 

Area at Rho (5) 

Project Directors 
and other 

Administration (15) 
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Key Contact at 
DAIT (1) 

ClinicalTrials.gov 
Protocol Registry 
Administrators (3) 

High Level Trial 
Sponsor 

Administration (15) 



Study Portfolio Overview 

• Develop a management system  

– Identify which of the active trials need to begin 
ClinicalTrials.gov results development 

– Track results development progress 

– Identify issues as they arise 

• Regular meetings between Key Contacts and 
Champions 

– Review status report 

– Discuss issues 

– Provide accountability and guidance 
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DAIT as the Responsible Party for Applicable Trials-

ClinicalTrials.gov Cross Sectional Overview 

Phase N= (%) of the Applicable Trials 

I/II 7   (11%) 

II 48 (76%) 

II/III 1   (2%) 

III 3   (5%) 

IV 4   (6%) 

Total 63 (100%) 

ClinicalTrials.gov Results 

Development Status: N= 

Status 

4 Priority 

36 Not Due 

2 ClinicalTrials.gov QA 

21 Record results posted to public 
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Standardization – Results 

Template 
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Standardization – Adverse Event 

XML 
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Standardization – Description 

Dictionary 
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Comprehensive Review 

• Identify important stakeholders who need to 
review/approve what will be seen by the 
public 

• Two tiers of review 

– 1st tier involves key investigators and researchers 
on the trial 

– 2nd tier involves high level individuals at DAIT 
responsible for ClinicalTrials.gov results 
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Results after 3 years 
Before Strategies were 

Implemented 

Trials not in results

development

Trials not in high

priority

Trials in high

priority

After Strategies were 

Implemented 

Trials not in results

development

Trials not in high

priority

Trials in high

priority
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• 6+ months to develop results 
• No overall management of all trials 

in ClinicalTrials.gov results 
development 

• No iterative review process 

• 3 months to develop results 
• Overall management of all trials in 

ClinicalTrials.gov results 
development 

• Iterative review process 



Ongoing Challenges 

• Delayed response from necessary trial team 
results approvers 

• Time to obtain ClinicalTrials.gov approval of 
results 

• Different expectations from ClinicalTrials.gov 
approvals between trials 
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Thank You! 

For questions contact Elizabeth Paynter: 

elizabeth_paynter@rhoworld.com 
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