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DISCLAIMER

This presentation represents the professional opinions of the contributors, based on their
experience up to the present, April 2025. While every effort has been made to ensure accuracy,

this content should not be considered definitive, and it is not intended to replace primary
sources for ClinicalTrials.gov requirements.
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GOT FEEDBACK!?

® Help us improve these materials by answering our anonymous 2-question survey.
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https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
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HOW TO READ THIS PRESENTATION’S SPEAKERS NOTES

VIA USE OF A STANDARD SCREEN READER

= Mac
o On the slide, press Shift + F6 until you hear: "Notes pane.*

o In the Notes Pane, press Control + Command + Right arrow key. You'll hear "Edit text, insertion at beginning of text,"
followed by the speaker notes text.

= Windows

o In the Normal view, press F6 until you hear: "Thumbnails."

o Press the Up or Down arrow key until you hear the title or number of the slide and its position in the list of slides. If there
are speaker notes on the slide, you'll hear: “Has notes.”

o To display the Notes pane, press Alt + W , P, N.

o Press F6 until you hear “Slide notes,” and then press the SR key + R to listen to the note.
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RESPONSIBLE PARTY

Entity or individual responsible for the submission and content
requirements of the record, under applicable law and/or policy
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Presenter Notes
Presentation Notes
The Responsible Party is a legal term, and a single RP must be specified for each study record. The specified organization or individual is responsible for the submission and content requirements of the record, under the law and/or policy which apply to the study. 

Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)(PL 110-85) defines Responsible Party as the entity or individual who is responsible for registering a clinical investigation and submitting Clinical Trial Information to ClinicalTrials.gov. The statute defines the term as follows:

(1) the sponsor of the clinical trial; or
(2) the principal investigator of such clinical trial if so designated by a sponsor, grantee, contractor, or awardee, so long as the principal investigator is responsible for conducting the trial, has access to and control over the data from the clinical trial, has the right to publish the results of the trial, and has the ability to meet all of the requirements under this subsection for the submission of clinical trial information.




RESPONSIBLE PARTY..

FDA regulated studies
Definitions adapted from 21 CFR 50.3:

» Sponsor: the organization or individual who holds the IND or IDE
(if applicable) and initiates a clinical investigation

» Investigator: the individual who conducts a clinical investigation

(P1)

» Sponsor-Investigator: Both, as defined above
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Presenter Notes
Presentation Notes
Note that when the statute refers to the "sponsor of the clinical trial" it is referring to a very specific definition of the term “sponsor:" that being the organization or individual who holds the IND or IDE (if applicable) and initiates a clinical investigation. 

The term "sponsor" may have varying definitions depending on the context. For instance, in a grants office, the organization funding the study is referred to as the “sponsor.” However, this clearly differs from the aforementioned definition used in the context of ClinicalTrials.gov. For completing a ClinicalTrials.gov record, a funder is listed as such by adding it to the "Collaborators" portion of the "Sponsor/Collaborators" section.




RESPONSIBLE PARTY...

PRS "Responsible Party" Options

1. Sponsor (Organization is Sponsor)
2. Sponsor-Investigator (Investigator is Sponsor)
 Does not apply to studies which are not FDA-regulated
3. Principal Investigator (Sponsor designates Pl), if:
 Responsible for conducting the study,
 Access to and control over the data,
* Right to publish the results, and
* Ability to meet all requirements for submitting and updating
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Presenter Notes
Presentation Notes
If all of the PI requirements are met, the PI accepts the designation when they release the record in the PRS, and it becomes public. If at any time the PI no longer meets the requirements, the RP role defaults back to the Sponsor (in other words, the Initiator) of the study. 

In the context of Ct.gov, the term “sponsor” does not have a direct meaning for a study that does not involve a regulated drug, biologic or medical device. However, we are working in a system that was designed for FDA-regulated trials. Therefore, records for studies that are not regulated by the FDA will still display the “Sponsor” as the name of the Organization in whose account the study is registered, by default. 


ORGANIZATION PRS ACCOUNT

Under which organization's PRS account is a study registered?

This question only applies to investigator-initiated studies.

Sponsor Organization:

The primary organizational affiliation of the study initiator (responsible
for overall preparation, planning and control of the study).

When applicable, the study initiator is the FDA IND or IDE holder.
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Presenter Notes
Presentation Notes
When considering which organization's PRS account ought to be used to register a study, we want to first remember that at an academic medical center, university, or hospital, the studies we are concerning ourselves with are only those studies which are investigator-initiated. 

Using that as our starting point, a study would be registered in the PRS account of the Sponsor Organization (i.e., academic medical center, university, or hospital), affiliated with whichever investigator is initiating the study – that is, the individual responsible for the overall preparation, planning, and control of the study. If two or more investigators at separate institutions co-initiate the study, then they and their PRS Administrators need to determine the appropriate organization's PRS account with which to register.

For FDA-regulated investigator-initiated studies conducted under an FDA IND or IDE, the PRS account to be used is that of the entity affiliated with the IND or IDE holder. If there is no IND or IDE, in other words, if it's an Applicable Clinical Trial that is IND exempt, IDE exempt, or evaluates a non-significant risk device, then the study is registered using the PRS account of the organization affiliated with whichever investigator wrote the protocol.


WHO MAKES REGULATORY DETERMINATIONS?

= Depending on the institution:
= |nitiating investigator makes the ultimate determination (with internal support guidance on request); or

= |nitiating investigator makes the determination initially, but the final determination may made by any of the following
within the organization:

= ClinicalTrials.gov PRS Administrator
= |IRB
= Other research office — such as the one assisting with INDs/IDEs

= Office of General Counsel — rarely, but may be used for consultation/2" opinion
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Presenter Notes
Presentation Notes
The Investigator will have their own thoughts about whether they need to register their study, but this determination may be checked or verified by any number of other offices at some institutions.


RESPONSIBLE PARTY APPROACH AFFECTS WORKFLOW

= |nstitution as Responsible Party — institution releases the record (whether Pl drafts, or reviews, or not!)
= User with PRS Admin role must release
= Allows QA gatekeeping

= Challenges: Requires sufficient manpower.

= Pl is delegated RP status — Pl releases the record
= With or without central office assistance in drafting

= With or without QA gatekeeping

= Challenges: Difficulty with getting Pl to be responsive about releasing record; difficulty with QA'ing when PI can release
themselves (mitigated if central office inputs ACT results)

= Workflow might vary slightly for registration, updates, and results
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Presenter Notes
Presentation Notes
If your institution is the Responsible Party, then a person with the PRS administrator role must release the record, whether the PI drafted the submission or a central office did it. 
In other institutions, the RP status is delegated to the Investigator. In that case, the Investigator must release the record, no matter whether there is a central office that helps them with drafting, or some sort of quality check. 
There are benefits and drawbacks to each approach, which may reflect other aspects of institutional culture. 



HOW CENTRALIZED/DECENTRALIZED IS YOUR

INSTITUTION? (OVERALL)

= Single Unit- Highly Centralized

= Mayo
=  Hospitals

= Small private colleges
= University with different colleges with highly centralized authority:

= University of Rochester;Yale

= Private colleges
= University with different colleges that are highly decentralized.
= University of Michigan

= University of Colorado
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Presenter Notes
Presentation Notes
The institutions within which we work vary not only in their size and the number of investigator-initiated trials they might have each year, but in whether they represent a single organizational unit, (even if it has different buildings or locations) or a broad university that nonetheless exerts a highly centralized authority, or a very decentralized university or university  system.



HOW CENTRALIZED/ DECENTRALIZED IS

YOUR INSTITUTIONAL CLINICALTRIALS.GOV ACCOUNT?

= One account, no groups (UW-Madison; Stanford)
= Two main accounts, e.g. cancer center and “other” (UMichigan)
= One account with “groups” by department or college
= University of Rochester; University of Michigan (non-cancer center);Yale
= One account with “groups” for some admin role: University of Pittsburgh

= Multiple Accounts

=  What are “groups”? Pros and cons...
= Pro: allows different subunits to look at their own records efficiently

= Con: Rigidity of categories
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Presenter Notes
Presentation Notes
Then, based, in part on the centralized or decentralized nature of your institution, the clinicalTrials.gov account might be a single account, two main accounts, one account with groups by department or college, such as at the University of Rochester, University of Michigan, and Yale, or multiple accounts.
I’ll talk for a few moments now about groups.  Not all institutions use them.  But where they are used, they allow for ready filtering of accounts for different administrators to focus on different parts of the larger portfolio.   The drawback to groups is that you’ll need to make decisions about how you determine allocations – for example if a PI has a joint appointment in two schools, in which “group” are her trials?  Do they all go to one, or might they be split?  



WHERE CAN THE PRS ADMINISTRATOR BE LOCATED

IN AN ORGANIZATION?

= Within the IRB or the office that houses it

= Office of Regulatory Affairs

=  Clinical Research Data Management & Data Analytic Department
= Biostatistics

= Clinical Trials Office

®  Education and Compliance Support for Human Subjects research
= Office of Research (U — wide) (protections, study activation)

= Within the CTSA unit

®  Cancer Center

ACLI CAL TRIALS
AREG RATION AND RESULTS REPORTING
O TASKFORCE


Presenter Notes
Presentation Notes
There is no one place that ClinicalTrials.gov administrators sit.  Some of the most common places are listed here:  - within the IRB or the larger department that houses it, in an office of regulatory affairs, in some other branch of the human research protections program, within a CTSA or a cancer center.
Where you sit may be a function of a very deliberate decision based on careful thought and discussion, or it might be a function of who got tasked with taking it on years ago, and it just settled in that way.   But no matter where you sit there will be some tasks no one else can do, and some that you might share with other parties.   



USING MICROSOFT TEAMS FOR “TRACKING” RESULTS DUE

m  Tasks in Microsoft Teams can be used to keep track of studies with results due
m  *Each study with results required is added as individual tasks 2-3 months prior to its due date.
o sStudies with results due get reminders at: 6 months, 3 months, 1 month, then weekly
= <Task Title includes record owner name and due date
= *You can then set Progress, Priority, Start Date, Due Date and Repeat (frequency of reminders)
m +Notes section includes Unique ID, dates RO was emailed, progress notes, date results released and any other important notes
®  *You can also set up checklists within each task

= <Based on the Repeat frequency chosen (Yearly, Monthly, Weekly, Weekdays, Daily, Does not repeat or custom), reminders that
the task is due will be generated.

o *A 1 month reminder email is sent, then weekly thereafter until results are released.

m  Click complete as each task is complete.
o  *We consider task complete when record has been reviewed and any PRS comments are addressed and approved.

o  *Once the record is complete, need to change “Repeat” frequency to Does not repeat. Then click complete to remove the task from the list.
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POSSIBLE TASKS/DUTIES OF PRS ADMINISTRATOR

" Adding and disabling PRS user accounts
= [f institution is Responsible Party, approving and releasing records for initial registration, updates, and results

= Sending study teams reminder emails to register, update, enter results or publicly post informed consent
forms (for Common Rule agency funded clinical trials)

= Conducting internal QC review of records submitted

=  Conducting trainings (large group trainings or individual consultations)

= Maintaining institutional ClinicalTrials.gov website and guidance documents
= Making regulatory determinations

=  Tracking institutional compliance metrics

= Drafting and updating institutional ClinicalTrials.gov policy
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Presenter Notes
Presentation Notes
One thing all PRS administrators do is give others accounts – if the institution retains RP status, this may only be toa handful of other administrators and staff;  or they may still want the PIs or their study teams to be able to update records, but they/ the institution will release them as RP .  If the PI is the RP, there could be more users in your system than there are records (because a PI may want a study team member to have edit rights too, even though only the PI can release the record.)
Beyond that you may be submitting records yourself, or reminding others to submit/update and release them as necessary;
You’ll definitely have some form of monitoring or oversight – whether of your own work to prevent and avoid problems, or of hundreds of PIs.
If you have PIs as RPs you’ll need to do a lot of training or handholding through various parts of the process (especially results submissions)  and you’ll need to notify Pis of upcoming deadlines for updates, informed consent uploads, and results reporting.  
Finally – or first, depending on whether you’re looking at it from a systemic or case by case basis you may need to make determinations of whether ClinicalTrials.gov even applies.   



RESPONSIBLE PARTY STATUS AFFECTS PRS ADMIN. ROLE

= |nstitutional RP — Organization controls content: (University of Wisconsin;Yale, except for IND/IDEs)

= |f there are PI/RPs, PRS Administrator (e.g. Rochester)
= Teacher, reminder, quality checker

= |nvestigator (Rochester)

= Hybrid
= E.g,cancer center uses institution and other specifies Investigator (University of Michigan)
= Central creation of record, but Investigator is responsible
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Presenter Notes
Presentation Notes
Here are a few examples of these different approaches:  
One of the nice things about being in the task force, is being in a community where there are many models and many mentors available.



RELATIONSHIPS WITH OTHER KEY OFFICES:

= Sponsored Projects/Grants offices (sometimes two separate offices, sometimes one — institution dependent)
= Entering accurate info re Clinicaltrials.gov in funding apps and reports
= Entering accurate info re funding/ support in Clinicaltrials.gov
= Dependency of NIH Forms G (Human Subjects & Clinical Trial Info form) on Clinicaltrials.gov data element definitions
= Research billing
= Compliance with insurance requirements
= |RB
= Ensure accurate CT info in application
= Ensure correct language in ICF
= Consistent info in IRB/ protocol and Clinicaltrials.gov

= IND/IDE support

= Consistent info in FDA and Clinicaltrials.gov submissions
= Form 3674 Cert
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Presenter Notes
Presentation Notes
No matter what your defined role is, there are a variety of other offices you’ll want to get to know and connect with, and systems and documents you’ll want to be able to look at.  Your work will intersect with each of these parties: 
Sponsored projects will be dealing with forms that rely on definitions from ClinicalTrials.gov
Research billing will need the NCT # to bill for the services in trials;
The IRB will need to see that the right language is used in informed consent forms
If you have an IND/IDE support center, they may help you distinguish the NSRs that would require 510(k) approval from those that really don’t.



RELATIONSHIPS WITH OTHER KEY OFFICES..

= Multiple colleges/units
= College/unit/dept/center Admins or liaisons for communicating with Investigators

= Grant admins

= Cancer center/ other Reporting systems

= Consistency with CTRP etc.
= Human Research Protections/ Research Compliance offices
= Other internal Clinical trials offices

= Patent/ Innovation offices

= E.g,device lock box
= |T support offices for pulling from Clinicaltrials.gov

= Biostatistics
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Presenter Notes
Presentation Notes
Beyond that, any of these other offices may have information that you need or skills that you can put to good use, so even if you’re just one person working on ClinicalTrials.gov on your own, even part time, it’s good for you to get to know who else in the greater institution might be able to help you and how.

Human Research Protections/Research Compliance Offices: It is important to communicate expectations for deadlines of registration, maintenance and results reporting for when this applies. See applicable deadlines. 

Other internal clinical Trials offices: This may include but not limited to IRB, Regulatory Affairs and or subject matter experts in drugs/devices. Consult with internal offices as needed to ensure accuracy and compliance with regulatory requirements. Establishing a relationship with research compliance will help to ensure that information is accurate. 

Biostatistics: Interacting with biostatisican/biostatistical support early and often is recommend. When creating the registration record its important to consult biostatistics when drafting the outcome measure title, description and time frame in line with clinicaltrials.gov's Results Quality Control Review Criteria. This will help ensure that preparation, analysis and results reporting expectations are clear from the start of the study. Different institutions may go about this in different ways, but it is encouraged for results to be entered into the results templates to ensure that they align with clinicaltrials.gov PRS system and results section. Ideally, there is a plan in place for analysis, preparation and submission of results prior to the time of the actual primary completion date. Once the primary completion date has been set, results deadline starts counting down. 




LOCAL INSTITUTIONAL RESOURCES

= |dentify those in highly regarded positions that do/ may view transparency in clinical research as important

= Get their support as needed for funding, support, outreach, compliance

= Look for opportunities to implement tools, reminders, resources, etc. along already established submission
pathways/ processes (e.g., funding and IRB application submissions)

" Provide information on the Web, through training sessions, internal newsletters/ e-mail blasts
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Presenter Notes
Presentation Notes
Consider the resources of your institution in terms of who can be champions for what you do; this may be for formal escalation, but it may also be simply former “customers” who can assure others that you’re there to help;
What workflow processes might facilitate your work, and what communication streams might you tap into?  Do you want to offer open workshops, hook up with some other series of speakers and offer to be one, reach out to departmental brown bags?


ESTABLISH A ROBUST MECHANISM TO MAXIMIZE PERFORMANCE (Some best practices) 
Ensure that all required sections of the registration are completed accurately and comprehensively. Especially those sections that indicate that a study is an applicable clinical trial and receives federal and/or NIH funded clinical trial. This will help you to leverage the PRS planning report.
Ensure that the responsible party is the record owner, and all necessary designees are assigned to the access list. This will help ensure that the right people are in place for making edits and approving releases. 
Communicate early and often with responsible parties and those listed on the record to ensure that they are verifying and updating the records as need to stay in line with applicable deadlines. 
Leverage the PRS systems planning report to troubleshoot records with errors and plan for upcoming results reporting deadlines. 
Develop a tracking system that allows you to be able to prioritize studies that are require action and or escalation to ensure compliance and results being reported on time. 


SETTING UP A SYSTEM — A CASE EXAMPLE
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A. IDENTIFY A KEY PERSON TO ASSIST INVESTIGATORS

IN YOUR ORGANIZATION

1. Who does this position(s)/ ClinicalTrials.gov PRS Administrator fall
under at your institution?
2. Consider the following to house the PRS Administrator :
* Full Time Employee (FTE)
e Securely Funded
 Chain of Command to Leadership that has bought in

Recommended Key Capacities for the PRS Administrator ....
1. Access to IRB study database, including funder information
2. Ability to conduct QA review of protocols newly registered on ClinicalTrials.gov
3. Ability to monitor non-compliance with federal regulations
4. Access to Clinical Trial Management System (helps with study status updates if available)
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Presenter Notes
Presentation Notes
Ask who will the position(s) Clinical Trils.gov PRS Administrator fall under?
Consider: Full Time. Part Time, funding source and chain of command.
Important that the person has access to IRB study data base, can conduct QA review of protocols newly registered on ClinicalTrials.gov
And has the ability to monitor non-compliance with federal regulations.
Our Rationale- Clinical Trials Disclosures is a human Subject Protection Issue     
The approach aligns with the Declaration of Helsinki paragraph 35 and 36 
All Study results inconclusive negative or positive must be made public!

It is recommended that the PRS Administrator ….

1.Has access to IRB study database which enables internal monitoring and management
2.Conducts quality assurance review of protocols newly registered on ClinicalTrials.gov
3.Has ability to monitor non-compliance with federal regulations

WHY?
1.Clinical trials registration and results reporting is a Human Subjects Protection issue.
2.The approach aligns with the Declaration of Helsinki paragraph 35 and 36 (updated October 2013) ”All study results inconclusive, negative or positive be made public”.



B. ESTABLISH A ROBUST MECHANISM TO

MAXIMIZE PERFORMANCE

" Informative and organized website that is updated as necessary

= Customized education & training sessions

= Overview of Clinical Trials Disclosure:What Every Investigator Needs to Know

= Results Reporting Refocus with Tools and Tips
= Monthly HSPP/IRB Bulletin has ClinicalTrials.gov section that communicates with the research community
=  Tools and review process for investigators:

o Protocol templates to discern “interventional studies” and “non-interventional studies”

o Built-in questions of clinical trials disclosure in a platform such as IRB application and review process
= |Institutional Policy & Procedure
= Mechanism for monitoring:

o In-house dashboard/ database that generate IRB reports

o ClinicalTrials.gov PRS Planning and othe @NENICAL TRIALS
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Presenter Notes
Presentation Notes
We have laid out a solid foundation for our CTG Program since 2013. The role that our institution’s CTG Administrator is actually an educator and sales in disguise. The mission of the PRS administrator is to empower everyone who cross path with to build up the concept of a complete research cycle, and to understand why this matters and where the resources are to do what is required. Customized trainings are topic-specific, and investigators are strongly encouraged to receive them.
We set up the website, developed Policy and Procedure, and set up the mechanisms to capture studies that are subject to pertinent regulations. 
At the IRB, there are application questions and protocol templates for investigators.
Our IT team has set up a dashboard that receive data from the eIRB and the ClinicalTrials.gov Planning Report and generate specific topics for CTG monitoring, such as newly IRB-approved interventional studies that are required registration, and X month results due report for results reporting.

Institutional Policy & Procedure
Develop institutional policy and procedures in line with regulatory requirements. This will help ensure that consistency and accountability across the organization. Also it will allow for you to provide higher quality service and leverage the internal structures at your institution to troubleshoot and push things forward. Look to see if your institution has a research and/or institutional policy committee. 


Customized education & training sessions 
Overview of Clinical Trials Disclosure: What Every Investigator Needs to Know: Its important to provide trainings that cover the essentials for what investigators need to know what is expected of them. Write these expectations and procedures into a institutional policy. Develop resources and host trainings with study teams and investigators to help close the gap with knowledge and set expectations. Do this as often as possible. 
Results Reporting Refocus with Tools and Tips: 
Help investigators to understand that results information to clinicaltrials.gov is conceptually similar to preparing a manuscript for publication in a journal. Let investigators be aware of what results need to be submitted by sharing the results templates. 
Participant Flow 
Baseline Characteristics: 
Age
Sex/Gender
Race, Ethnicity, Region
Study Specific Measures
Outcome Measure and Statistical Analysis 
Serious/Adverse Events Data (as applicable)




C. ENGAGE WITH INTERNAL AND EXTERNAL COLLEAGUES

Internal:

= Interact with the following internal offices/ colleagues: Grants Office, Faculty Affairs, IRB, Clinical Trials Office,
Department Administrators, Core service/statistical support, IT support, Research leadership

= Develop solutions and tools for regulatory support

External
= Participate in ClinicalTrials.gov Taskforce, a nation-wide group joined by institutional PRS administrators

= Communicate with ClinicalTrials.gov PRS Team at National Institutes of Health and act as a liaison between
investigators and the ClincialTrials.gov PRS Reviewers

= |dentify and share best practices with other institutions
= Respond to requested consultations with from around the country

= Expand institutional knowledge with the Taskforce update on a regular basis
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Presentation Notes
Internal: Collaborate with various internal departments and colleagues, including the Grants Office, Faculty Affairs, IRB, Clinical Trials Office, Department Administrators, Core Services/Statistical Support, IT Support, and Research Leadership is important. Remember to design and implement solutions and tools to enhance regulatory support.

External: The PRS administrator is a member of the ClinicalTrials.gov Taskforce, a national network of institutional PRS administrators collaborating to enhance compliance and establish best practices. The PRS administrator serves as a vital link between investigators and the ClinicalTrials.gov PRS Team at your institution, promoting effective communication and regulatory compliance. They proactively identify and share best practices with other institutions while responding to consultation requests nationwide. Additionally, the PRS administrator supports institutional knowledge growth by keeping stakeholders informed with updates and insights from the Taskforce.
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