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Introduction 

JODI DARRING, BS, MS-CERT, CCRP 

SENIOR COMPLIANCE ANALYST  



   Provide Overview of ClinicalTrials.gov1.
   Highlight Importance of Regulatory Compliance 2.
   Demonstrate Practical Application3.
   Clarify UVA-specific Roles and Responsibilities 4.

Objectives
KEY TOPICS IN THIS PRESENTATION



What is ClinicalTrials.gov?
ClinicalTrials.gov is a website and online database of clinical research

studies and information about their results.

Overview



Things to
Know 

ClinicalTrials.gov is managed and operated by the
United States National Library of Medicine (NLM),
which is part of the National Institutes of Health
(NIH).

ClinicalTrials.gov isn't just for researchers; it's
also a tool for patients. 

It's not just a local thing. ClinicalTrials.gov isn't
limited to the U.S.—it's a global player. You can
find studies from all over the world.

ClinicalTrials.gov welcomes studies from both
public and private sectors.

about ClinicalTrials.gov

Overview



Trial Registry Purposes 
and benefits to various groups 

Overview



Results Database Purposes 
and benefits to various groups 

Overview



Are clinical trials required
to be registered?

Clinical trials registration and results reporting is
required by law for all Applicable Clinical Trials, for
clinical trials funded by NIH, and for investigators

wishing to publish trial information in an ICMJE journal.

Overview



Requires researchers to register all applicable
clinical trials (ACTs).  

FDAAA  & Final Rule
Requirements

Overview

NIH Policy
Requirements

Requires that all clinical trials funded either in
whole or in part by the NIH must be registered.

ICMJE
Requirements

Requires researchers to register clinical trials
prospectively in order to be published in ICMJE
journals.



Overview

Applicable Clinical Trial

FDA Regulated 

Controlled

Prospective 

Human Participants 



Overview

Checklist for
Evaluating Whether a

Clincial Trial is an
Applicable Clinical

Trial
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Requires researchers to register all applicable
clinical trials (ACTs).  

FDAAA  & Final Rule
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NIH Policy
Requirements

Requires that all clinical trials funded either in
whole or in part by the NIH must be registered.

ICMJE
Requirements

Requires researchers to register clinical trials
prospectively in order to be published in ICMJE
journals.
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FDAAA & 
Final Rule NIH Policy ICMJE

Requirements



When does a study
have to be registered?

Overview

FDAAA & Final Rule NIH Funded ICMJE

days after study start date days after study start date before first enrollement



UVA best practice is 
to register the clinical
trial BEFORE enrolling
the first participant.

Overview

ICJME



Reporting
Requirements

Resource 

Overview



Who is responsible for
registering a study?

A study only needs to be registered one time.  
Either the Sponsor or the Principal Investigator

is the responsible party. 

Overview



The Principal Investigator can
designate study staff to help with

the CT.gov requirements.

If you need access to a study record in ClinicalTrials.gov,
email Jodi Darring (jgd7s@uvahealth.org)

Overview



When are results due? 

In general, primary results are due no later than
one year after the trial’s primary completion

date.

Overview



Overview

What results does CT.gov
want me report?

Description of Participants 

Findings from the Study 

Document Uploads (Protocol,
ICF, Analyis Plan) 

Adverse Events 



Regulatory Compliance 

Compliance



What is a potential legal consequence
of noncompliance with

ClinicalTrials.gov requirements?
A.   Civil monetary penalties (i.e. fines) 
B.   Grant funding actions (i.e. hold on funding)
C.   Civil or judicial actions (i.e. Notice of Non-Compliance Letter from FDA)
D.   All of the Above

Compliance

Knowledge Check



UVA Specific Roles
and Responsiblites 

UVA Workflow



UVA Workflow

Are there two
ClinicalTrials.gov websites? 

Knowledge Check



UVA Workflow

Public-Facing Site

Private-Facing
Platform

ClinicalTrials.gov

Register.ClinicalTrials.gov
Protocol Registration and Results System (PRS) 

Knowledge Check



How to access PRS?

UVA Workflow



Get a PRS Account Create New
Study Record

Enter Data
Elements

Release Study
Record

PRS QC ReviewRespond to PRS
Comments

Release Study
Record

NCT# Assigned Behind-the-Scenes
Processing at PRS

Public Access on
CT.gov

Use PRS
Validation Tools

Roadmap for Registering a Trial

UVA Workflow



Principal
Investigator 

MUST REGISTER THE PROTOCOL
The study team may enter the protocol and upload documents,
but the PI must review and release the record in
ClinicalTrials.gov.

UPDATE THE RECORD 
The study team may update the record at the required intervals,
but the PI must review and release the update.  

ENTER THE RESULTS 

The study team team may enter the results, but the PI must
review and release the results for PRS review.

Clinical Research
Coordinator 

Study Team
Members

UVA Workflow



Common
Questions
about PRS

HOW DO I RESET MY
PASSWORD?

We can also help your PI reset their
password.  

2 options.  Click FORGOT
PASSWORD on PRS login page

or contact Jodi Darring.

HOW DO I GET A PRS
ACCOUNT?

Getting an account is easy,
we’ll be happy to set it up for

you.

Contact Jodi Darring in
the Clinical Trials Office.

I FORGOT MY USER
NAME - WHAT DO I DO?

Email Jodi and she’ll get you all of
the information that you need. 

Contact Jodi Darring in the
Clinical Trials Office.

WHAT IS MY
ORGANIZATION?

Everyone at UVA uses this
organization code when logging

into the PRS system.

UVIRGINIA

DOES MY PI NEED A PRS
ACCOUNT? 

The PI is typically the responsible
party for investigator initiated

studies so they will need an account. 

Yes! 

UVA Workflow



Responsible Party in PRS System

UVA Workflow



HOW DO YOU ENTER THE
RESPONSIBLE PARTY IF THE UVA

PRINCIPAL INVESTIGATOR HOLDS
THE IND OR IDE?

The UVA PI would be listed as the responsible party.

In this case, the IND or IDE holder is listed as the
responsible party in the PRS system.

UVA Workflow



Do I need an NCT# to
get IRB approval? 

We do not require you to register your trial as
part of the IRB process here at UVA. 

UVA Workflow



UVA Workflow

But wait, there is more to
that answer!  

If the study is an ACT and will be posted on CT.gov, the
consent form must contain the required language

NCT# is required to complete the Billing Coverage Analysis 

NCT# is required to sync a study from OnCore to Epic.



Resources

Resources
School of Medicine Clinical Trials Website 

ClinicalTrials.gov 

ClinicalTrials.gov PRS offers guided tutorials

PRS Administrator at UVA: Jodi Darring

School of Medicine, Clinical Trials Office, Director: Lori Elder
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Thank you!


