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Overview

ÅTransparency of clinical trials information

ïMotivations

ïPolicies

ÅClinicalTrials.gov

ïRegistry

ïResults database

ÅIntegration with broader biomedical information 
infrastructure

Perspective of a national library/information center
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National Library of Medicine
More than a (just) a Library

Å Worldôs largest medical library (>8 million 

artifacts)

Å Intramural research laboratories

ï Lister Hill Natôl Center for Biomed. Comms.

ï National Center for Biotechnology Information

Å Extramural research and training

Å Information services for various audiences

ï Medline ïcitations to published literature

ï PubMed Central ïfull text journal articles

ï MedlinePlus ïconsumer-oriented information

ï Special Populations - Arctic Health, Native 

American, Asian American, Seniors

ï Genbank ïgene sequences

ï Genetics Home Reference 

ï dbGaP ïgenome wide associations 

ï PubChem ïsmall molecules database

ï Hazardous Substances Database

ï ToxTown - for school children

ï ClinicalTrials.gov

www.nlm.nih.gov

http://www.nlm.nih.gov/
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Increasing the transparency 

of clinical trials information

Zarin DA, Tse T. Science. 2008;319(5868):1340-2.

Motivations

ÅScience ïCommunication of research objectives and 

results; Enhance recruitment

ÅMedical care ïtrials inform medical decision-making

ÅEthics ïHuman volunteers involved 

ÅSafety ïIRBs can better evaluate risks/benefits



Concerns about transparency: 

Drug safety



Concerns about transparency: 

Public trust



Concerns about transparency:

Congressional interest
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FDA Amendments Act of 2007 
§801--Expanded Clinical Trial Registry Data Bank

Å Within 90-Days of Enactment (12/26/07)
ï Expand existing clinical trials registry to accept broader scope of 

trials, more required information 

ï Registration requirements for ñResponsible Partiesò (new and 
updated registrations for serious & life-threatening conditions)

ï Link from registry to specified FDA & NIH results information

Å Within 1 Year of Enactment (9/27/08)
ï Deadline for registering ongoing trials that are not for serious or life-

threatening conditions

ï Basic results database and results reporting

Å Future Enhancements (9/27/2008 +)
ï Adverse event reporting (18-24 months)

ï Pilot Quality Control study to inform rulemaking

ï Rulemaking for Expanded Registry and Results Database (3 yrs)

Å Penalties for non-compliance
ï Withhold Federal grant funding

ï Monetary fines



ClinicalTrials.gov

World s largest trials registry
60,000+ trials as of September 2008
350-400 new trials registered WEEKLY
From all 50 US States + 150 countries

Established in 2000
Mandated by FDA Modernization Act of 1997
Required for trials of drugs for serious & life threatening 
conditions

Continually expanded and modified to accommodate 
other registration policies

ICMJE policy
WHO Registration Data Elements

Accepts registration of trials of wide range of medical 
interventions across the globe

Undergoing significant transformation in response to FDA 
Amendments Act of 2007
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Clinical Trials Registries

ClinicalTrials.gov 61,665

ISRCTN (UK) 7,110

Australian New Zealand Clinical Trial 

Registry (ANZCTR)

2,402

Netherlands Trial Registry 1,343

Chinese Clinical Trial Register (ChiCTR) 95

Clinical Trials Registry ïIndia (CTRI) 93

Sri Lanka Clinical Trials Registry 31

Number of trials registered as of 15 Sept 2008
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New Trial Registrations at 

ClinicalTrials.gov
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Types of Trials Registered 

at Clinical Trials.gov
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Type of Trial Number Percent

Interventional 51,982 84%

-- Drug & biologic 39,182 64%

-- Device 3,342 5%

-- Surgical procedure 8,032 13%

-- Behavior, gene therapy, other 6,921 11%9

Observational 9,577 16%

Undefined 106

ñApplicable clinical trialsò10,477 17%

Total 61,665 100%

As of 15 September 2008
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Wide Range of Registrants 

at ClinicalTrials.gov
Trials by Data Provider No. Records Percent

University, Other 25,461 41%

Industry 18,624 30%

NIH and other Federal 17,580 29%

Total 61,665 100%

As of 15 September 2008

Trials by Location No. Records Percent

US only 30,247 50%

Non-US only 20,487 33%

Both US & Non-US 4,592 7%

Unknown 6,339 10%
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FDAAA Registration 

Requirements
ÅMust register Applicable Clinical Trials
ïDrugs, Biologics and Devices 

ïExcludes Phase 1 studies, feasibility studies

ÅVoluntary registration accepted

ÅRegistration required 21 days after 
enrollment of 1st patient

ÅRequired updates (at least annually, more for 
some elements)

ÅPost information within 30 days of receipt

ÅEXCEPT delay posting of information for 
trials of uncleared/unapproved devices



FDAAA required registration 

information
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Descriptive

ÅBrief title & summary

ÅPrimary purpose

ÅStudy type

ÅPrimary disease/   condition

ÅStart & completion dates

ÅTarget # of subjects

ÅOutcomes

Recruitment

ÅEligibility criteria

ÅGender, age limits

ÅHealthy volunteers?

ÅRecruitment status

ÅExpanded access?

Location and contact info
ÅName of sponsor

ÅResponsible party

ÅFacility name and contact

Administrative information
ÅUnique protocol ID

ÅOther protocol ID

ÅIND/IDE protocol ID



BASIC RESULTS REPORTING
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Basic Results Reporting: 

General Requirements

ÅApplies to results of ñapplicable clinical trialsò of 

FDA-approved/cleared medical products

ÅDeadline for submission (in general) within 12 

months of the earlier of estimated or actual trial 

completion date 

ÅDelayed submission with certification 

ïInitial approval/clearance:  within 30 days of decision

ïNew use: within 30 days of FDA action or withdrawal 

without resubmission for 210 days.  2-year maximum.

ïExtensions for good cause
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Basic Results Reporting:
Information Requirements

ÅDemographic & baseline characteristics

ïTable of values, overall and for each arm

ï# of patients dropped out & excluded from analysis

ÅPrimary and secondary outcomes

ïTable of values for each primary & secondary outcome 

measure, by arm

ïScientifically appropriate tests of statistical significance

ÅPoint of contact (for scientific information)

ÅCertain agreements (restrictions on PI to discuss or 

publish results after trial completion date)
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Adverse Events - Default

ÅTake effect if the Secretary fails to issue regulations 
within 24 months after the date of enactment [September 
2009]

ÅSerious Adverse Events
ïTable of anticipated and unanticipated serious adverse 

events 
ïGrouped by organ system
ïNumber and frequency of event in each arm of clinical trial

ÅFrequent Adverse Events
ïTable of anticipated and unanticipated adverse events
ïExceed a frequency of 5 percent within any arm of clinical 

trial
ïGrouped by organ system
ïNumber and frequency of event in each arm of clinical trial
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Underlying Philosophy for 

Results Reporting System

"Make everything as simple as 

possible...



21

ébut not simpler.ò

Albert Einstein
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ClinicalTrial.gov Results
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Basic Results Record
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