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The ClinicalTrials.gov 
P t l R i t ti S tProtocol Registration System 
(PRS)

PRS Basics

• Web-based data entry system for summary 
protocol and results information
– Requires organizational account, user name, 

password
• Contact organizational account “administrator” or 

email register@clinicaltrials.gov 

• Required and optional structured data 
elementselements
– Pull-down menus
– Free text
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PRS Basics (cont’d)

• Organizational Accounts
– Established by the sponsory p

– Used to enter, review, submit, and update 
protocol and result information for studies 
(“records”)  sponsored by the organization

• PRS Roles
Administrator: creates user accounts edits and– Administrator: creates user accounts, edits and 
approves records, point of contact

– User: creates, edits, and modifies records

5

PRS Basics (cont’d)

• Automated business rules for basic quality and 
completeness checks:
– - Study cannot be released; must be addressed

– - FDAAA* item; should be addressed

– - Helpful hints

• Additional review is conducted by ClinicalTrials.gov 
staff

6
*Food and Drug Administration Amendments Act of 2007
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P t l D t E tProtocol Data Entry

PRS Login Screen

8http://register.clinicaltrials.gov
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• Create
Add new study

PRS Main Menu: Functions

– Add new study

• Modify
– Update existing study

– Add results

• Review comments
A t f– Access comments from 
ClinicalTrials.gov staff 
review of study
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Entering Protocol Data

10http://prsinfo.clinicaltrials.gov/fdaaa.html
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Sample Data Entry Screen
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Sample Data Entry Screen
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R lt D t E tResults Data Entry

Entering Results Data

14http://prsinfo.clinicaltrials.gov/fdaaa.html
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Entering Results Data—
Verify and Update Protocol First*

• Overall Recruitment Status

• Study DesignStudy Design

• Enrollment (number of subjects)
– Verify number and ensure “actual”

• Primary and Study Completion Dates
– Verify dates and ensure “actual”y

• Arms and Interventions

• Outcome Measures

15* Recommend rereleasing protocol prior to starting results data entry.

Protocol Data Copied to Results
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How Are Results Reported?

• Tables are “constructed” by the data 
provider
– Columns are preset as study arms, but can be 

changed
– Rows are measures—some are preset, others 

are customized for each study
– Type of measure determines specific design of 

“cells”

17

cells

• Attempt to balance fixed structure with 
flexibility

17

Results Data: Tabular Format

18
Tse T, Williams RJ, Zarin DA. Chest. 2009.
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The ClinicalTrials.govThe ClinicalTrials.gov 
Review Process

Data Provider Record Flow
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ClinicalTrials.gov Record Flow
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Protocol/Results Review Criteria

• Protocol and results must be clear and 
informative

• Review focuses on:
– Logic and internal consistency

– Apparent validity

– Meaningful entries

– Formatting

22
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PRS Information Resources

• Protocol Registration
– Data Elements
– Detailed Review Items

• Results
– Data Elements
– Detailed Review Items
– Pre-submission ChecklistPre submission Checklist
– Helpful Hints and Common Errors

• User’s Guide [PRS Main Menu]

23
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http://prsinfo.clinicaltrials.gov/fdaaa.html

Protocol Detailed Review Items

• Formatting, spelling

• Internal Consistency

• Arms and Interventions 
– Consistent use of drug 

i d– Recruiting Status

– Study Start Date

– Primary and Study 
Completion Dates

• Study Type accurate

name in record

– Arm Type accurate

– Structure is logical

• Eligibility Criteria
– Formatting

N ti lt• Outcome Measure & 
Time Frame specific
– E.g., “efficacy” and 

“safety” not sufficient

• No narrative results or 
compensation 
information

24
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Results Review Focus

• Concept: Tables should convey the design, 
conduct and analysis of the datay

• Logical table structure

• Measure Title/Description and Units of 
Measure consistent

• Complete scale information
– Construct and domain

– Best/worst values

– “Units on a scale” if no other units

25
25

Results Review Focus (cont’d)

• Data appear valid

• All results in tabular format (i.e., no resultsAll results in tabular format (i.e., no results 
or conclusions in free text)

• Consistency between modules, including 
the protocol section

26
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Review Comments

• When record posted or reset, data 
providers will receive emailp

• Comments can be accessed from PRS 
Main Menu and directly in each record

• Specific comments are collocated in the 
section where the issue was identified

• May be preformatted “comment stamp” or 
customized for specific issue

27

Accessing Review Comments
From the PRS Main Menu

28

03-154 NCT00145249     Amphotericin Alone or in Combination with Results 06/22/2010 09/16/2010

Fluconazole for AIDS-Associated Meningitis
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Review Comments
Data Provider Perspective

29

30
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Review Comments (cont’d)

• If record reset without public posting, then 
review findings must be addressedg
– Modify record to address comments and 

rerelease record

• Email register@clinicaltrials.gov if 
questions on content of comments

Incl de NCT n mber date of comments and– Include NCT number, date of comments, and 
description of question w/ any supporting info

– May also request teleconference

32
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Posting on ClinicalTrials.gov

• Indicates that no major problems were 
detected, such as:
– Information internally consistent

– Logical table structure

– Measure title and units of measure consistent

– Complete scale information

All lt i t b l f t ( itt lt )– All results in tabular format (no written results)

– Data appearing valid
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Caveats Regarding Posting at 
ClinicalTrials.gov

• Data provider is responsible for ensuring that 
records meet review criteria
– Data providers should assess their records using 

available review criteria prior to releasing the records

• Posting does not ensure that all review criteria 
were met

• Comments may still be provided “suggesting” 
i timprovements

• ClinicalTrials.gov may note issues and request 
revisions after record posted publicly 

34
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Additional Information
General ClinicalTrials.gov information:g

http://prsinfo.clinicaltrials.gov

FDAAA related information:
http://prsinfo.clinicaltrials.gov/fdaaa.html

Office of Extramural Research:
http://grants.nih.gov/Clinicaltrials_fdaaa/

Questions?
register@clinicaltrials.gov


