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The National Library of Medicine (NLM) launched an effort to modernize ClinicalTrials.gov to
improve the user experience by updating the platform to accommodate growth and enhance
efficiency. To obtain detailed and actionable input, NLM issued a request for information (RFl),
NOT-LM-20-003, on December 30, 2019, with comments due by March 14, 2020. The RFI's
purpose was to solicit comments on the ClinicalTrials.gov website's functionality, information
submission processes, and use of data standards. NLM received 268 responses, listed in the
Contents in the order in which they were received. As indicated in the RFI, the comments
received, including the name and affiliation of the submitter, are being posted publicly without
change. For more information about the modernization effort, please see the ClinicalTrials.gov
Modernization webpage.
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Submission No.: 2

Date: 1/6/2020

Name: Tyrone Quarterman
Name of Organization: UPENN

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Ability to export directly to other interfacing websites such as REDCAP, Qualtrics.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

cross referencing journal sites such as NCBI, NLM publications, JAMA, PubMed. Ability to directly
reference publication materials would greatly reduce strain on investigators and team inputting data

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

Reviewing and releasing records, inputting record data. exporting into other systems for advanced
metrics. Sorting and organizing as well as search functionality works well.

Improvements should be made to review criteria and logic checks to ensure consistency with reporting
requirements as well as external requirements.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

A wide range of studies.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

Error checks- could be improved to force or highly encourage teams to fix errors before leaving the
system (e.g. you cannot close the page without fixing error)

consistency in outcome measure review- outcome measures are highly contested and sometimes it is
difficult for study teams to understand how to report outcome measures.



2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

Our institution uses an HSERA system, being able to directly link to a CT.gov webpage or hyperlink a
CT.gov webpage / NCT number would greatly improve communication.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

none.

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

faster review, more communication with reviewers.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

Highlights / badges on the posting on CT.gov (e.g. stars for high performing investigators or teams that
publish successfully with 1 or less returned submission).

Expedited review times for high volume investigators
priority webchat support for high performing investigators.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

provide specific (redacted) examples of successful submissions.

3b. List names of and references to specific standards and explain how they may be useful in improving
data quality, enabling reuse of data to reduce reporting burden, or improving consistency and
management of data on ClinicalTrials.gov.

none.
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Submission No.: 3

Date: 1/6/2020

Name: Anonymous

Name of Organization: N/A

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

It is very difficulty to enter information on cross-over studies, mechanistic studies, or studies with
unusual study designs.

Perhaps this could be achieved with different templates for different study designs.

1"



Submission No.: 4

Date: 1/7/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

Would it be possible to link a clinicaltrials.gov listing with a publication (when existing) rather than
having to list results on the clinicaltrails.gov listing? | find the results section to be rigid and our results
do not always conform to the categories and responses available. Not all studies on clinicaltrials.gov
conform to the methods or results of traditional trials.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

It would be great to have reminders when expiration dates are approaching (before they expire) so that
personnel would know that the study listing needs to be updated.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

My primary use involves a wide range of study types. It also involves both single center and multicenter
studies including but not limited to clinicaltrials.
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Submission No.: 5

Date: 1/8/2020

Name: Anonymous

Name of Organization: N/A

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

1) Please consider removing trials with only “advisory issues” from the Problem Report. Reconciliation of
advisory issues is not mandatory; yet, trials with these issues continue to show as problem records with
actionable items. It makes reporting non-compliant records more complicated than it needs to be.

2) Please consider requiring all of the “Oversight” fields to be required. As in, there should be an
automatic logic error if they are unanswered. These fields pertain to FDA regulations.

3) Please consider alerting the Responsible Party with an automatic email when record errors are
generated. Often the RP will complain that “they didn't know” there were errors.

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

1) Please consider creating an unassigned checkbox and open text field, visible only on the PRS side, for
convenience of institutional PRS administrators. The checkbox could be used by the admin to denote
anything specifically relevant to their processes. Additionally, the open text field could contain
temporary notes that should not be a permanent part of the record (as the current text box is). For
example, it might contain notes like “expecting IRB approval next week” or “advisory issues are unable
to be addressed” or “Pl is considering transferring institutions,” etc.

2) Although Planning Reports are convenient, adding an organizational calendar function would be
excellent.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

Consider making organizational account statistics available to institutional PRS administrators
themselves. Because not all registrations/results reporting may go through a central PRS admin, there is
not a way to easily track organizational statistics (eg. # of revisions for registration, time to results
approval, etc). That information would give us the tools to advocate for institutional policy changes and
incentivize ourselves internally.
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Submission No.: 6

Date: 1/9/2020

Name: Peter L. Elkin, MD, FACMI, IAHSI

Name of Organization: University at Buffalo, SUNY

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

| would like to see the methods for each study codified including the main variables including outcome
variables. Then the data should be attached to the study and any published papers. | would like to
encourage systematic reviews and metaanalyses where possible derived directly from the reuse of the
clinical trial data.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

| would like to see the methods for each study codified including the main variables including outcome
variables. Then the data should be attached to the study and any published papers. | would like to
encourage systematic reviews and metaanalyses where possible derived directly from the reuse of the
clinical trial data.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

We use it to feed a cellphone application to speed recruitment to clinical trials.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

We use all trials for a given region.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

You should use NLP to code the study variables with standard ontologies (such as SNOMED CT, LOINC,
RxNorm) to assist reuse of clinical trial data.
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2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

A web service approach that takes in batch datasets of trial info would be helpful.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

NLP

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

study calendar, reimbursement and payments to participants, codified inclusion and exclusion criteria.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

Fund research on methods to fairly compensate data providers as downstream work yields publications
and new inventions.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

Maps between ICD10 and SNOMED CT are helpful
Maps between RxNorm and NDC codes and between RxNorm and ATC codes are helpful
Ongoing alignment of LOINC and SNOMED CT.

Linkages to scientific ontologies such as the Gene Ontology, HPO, MONDO, BFO, and OGMS and IAO.
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3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

ICD10 is available widely but not very granular

SNOMED CT is good for diagnoses, procedures and Findings (Signs and Symptoms)
RxNorm is good at modeling clinical drugs

NDC codes model pharmacy orders

LOINC is good for Lab test result names

GO is good at Gene Modeling and Systems Biology

HPO and MONDO model genetic disorders
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Submission No.: 7

Date: 1/9/2020

Name: Michael Hoffman

Name of Organization: University of Toronto

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

Preprints, such as from bioRxiv and medRxiv. Link via DOI.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

New submissions to clinicaltrials.gov should include a Data Management and Sharing plan describing
how individual-level data will be managed and made available to other rsearchers

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

FAIR Data Principles https://www.forcell.org/group/fairgroup/fairprinciples
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Submission No.: 8

Date: 1/10/2020

Name: Anonymous

Name of Organization: N/A

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

It seems clear that NIH is intent on ensnaring brief “challenge” paradigms of cognitive neuroscience
(primarily neuroimaging), which briefly probe non-enduring brain responses to different stimulus
conditions, into this platform which is intended for registering results of ENDURING changes in mental
or physical state resulting from extended or persistent interventions such as medications, manualized
therapies or medical devices. While unfortunate, the administrative burden on PIs could at least be
lessened by creating a logic/flowchart registration procedure that would probe up front in the process
whether the "intervention" is intended to result in a change in state that would endure beyond the
laboratory visit or encounter, and if toggled “yes”, needless questions (e.g. FDA/regulatory) would be
obviated. A cognitive neuroscientist should be able to register the design and record the response in 20
minutes or less, each.
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Submission No.: 9

Date: 1/10/2020

Name: Liza Rovniak

Name of Organization: Penn State College of Medicine

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

Clinical trials.gov is a huge headache for PI’s in resource-limited small towns where it's hard to find
qualified PhD-level project coordinators who have the needed skills to accurately fill out the online
forms. Often, the Pl has to fill out/update the time-consuming forms on their own (or provide multiple
rounds of feedback to a more junior coordinator which is even more painful/time-consuming). It takes
away time from research and publications. It provides no practical usefulness to PI's. All | get from
Clinical Trials.gov is emails from people from other regions of the country/world (who are ineligible to
participate) inquiring if they can participate in my study which takes even more of my time. | don’t use
Clinical Trials.gov for scientific information. The published reports in the field (protocol papers, results
papers) are the best source. Investigators do a better job on the published papers because there is
academic incentive (promotion/tenure) for publications, but there is no reward/incentive for doing
more bureaucratic form-filling via Clinical.Trials.gov. | think a better system would simply work in an
automated fashion to extract the needed info from the funded grant (e.g., an extension of the NIH
Reporter system), rather than requiring investigators to take such an active role with filling out this
bureaucratic paperwork.
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Submission No.: 10

Date: 1/10/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

The search functions are not user-friendly with respect to finding outcomes for a particular topic.
Bringing CT functionality into the 21st century with search engines and functions like google, Siri, Alexa
is far more likely to serve the general public than the current interface.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

No active researcher has the time to do all the manual entry necessary to link publications in the current
system. The NCBI system is woefully inadequate at auto populating and linking publications.
Furthermore, it only tracks PI’s, not Co-I’s on grants. Linking CT to scholargoogle or other much more
commonly used (by the public) search engines is a must if the goal is really to server the public’s need
for access. The current system is simply too cumbersome for the average person to persist beyond
finding a clinical trial that they might want to enroll in.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

My lab tried to begin a service to establish a public “blog” finding and translating outcomes of trials for a
particular condition. | have taught research design and statistics for 15 years, and have over 400
publications. We gave up on the task. It was nearly impossible to find understandable, reportable or
analyzable outcomes. | do not believe the public in general can access trial results in any meaningful
manner. In fact, the results reporting seems purposefully obfuscated. As a result, my only use of CT.gov
is to comply with regulatory requirements.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

My primary use of CT.gov is now simply to comply with regulations. The search functions, the format
(and lack of standardization) of outcome reporting has rendered any scientific or pubic service reporting
of results far too cumbersome and time consuming to continue. | am a highly published, and
experienced researcher with many years of teaching experience in statistics and design, and | am unable
to use CT.gov to summarize findings on a given topic. Results reporting is inscrutable. We can regularly
do those tasks from published results in journals, but not from CT.gov.
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2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

There is no escaping the conclusion that CT.gov registration and information submission is an onerous
chore for investigators. Many studies are forced into the rubric of “Clinical Trial” as if they are an
investigative drug trial when they are not. | frequently get calls or emails from people (patients)
desperate to enroll in some sort of trial to help their condition, only to disappoint them when they learn
that we are studying a mechanism, not a treatment. It is a tremendous disservice to the public, that it
totally a function of CT.gov registration shortcomings. Similarly, if looking for results of actual
treatments, the public cannot discern what is a real clinical trial vs. CT.gov/NIH defined clinical trial.

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

| would sure like not to duplicate all my efforts for the local IRB, NIH reporting, and CT.gov, but |
honestly have no idea who to integrate these systems. A serious amount of Pl time is wasted on the
administrative reporting tasks, instead of actually doing science and reporting it to the public.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

| laud the idea of positive reinforcement, rather than the current approach of threats of fines and
imprisonment. The most valuable reinforcers for extremely busy researchers are 1) time, 2) research
funding. Anything that can be done to reduce the time burden and anxiety surrounding threats from
CT.gov would improve the lives of researchers, and increase the probability of timely compliance. As a
researcher, | frequently have the impression that whomever is putting together these regs and
processes has never had a grant, run a lab, or tried to publish important information.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

If an effect size cannot be provided or computed easily from the outcomes reported, it is a failure of
reporting.
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Submission No.: 11

Date: 1/10/2020

Name: Richard diMonda

Name of Organization: Medical Device Consultant

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Most Federal sites have poor search engines. | have been very impressed with the quality of the clinical
Trials.gov website search engine. It is worth continuing to enhance that aspect of it cause it enables you
to find the study you are interested in reviewing.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

might provide links to published papers as an update; request this of the sponsor. it might make it easier
to show earlier results than when the sponsor gets around to posting their results.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

the main use is for new product research. If someone did a trial for an application and for example a
type of device, you will need to likely do the same trial. So | use the site to gauge how involved the trial
needs to be. | also use it regularly to help estimate how long it realistically might take to do a trial. Also,
another good thing is to contact researchers listed as they might be interested in participating in your
trial of a similar type. Its a tremendous resource for clinical / regulatory pathway research.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

| use it exclusively for commercial reasons. What trial might I likely have to do and how long did it take
to do it. Very valuable.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

I've only submitted a long time ago. | am sure | struggled. But your format is excellent cause it enables
you to really see what someone did.
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2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

Would be nice but likely impractical. No one is going to spend time filling out your stuff prior to doing
what they need to do to get going. Unless, of course FDA were to force you to do that, which | think
would be burdensome.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

Not sure

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

Not sure

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

| don’t think that this will matter much to anyone.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

| would be careful to force someone to comply with every bit of information as it will disincentivize
submissions. | would continue to model the boxes to emulate the topics in a clinical protocol so that you
can cut and paste.

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

Not that important. i make extensive use of this website and think it is very valuable as is. I'm a
commercial medical device product developer. The obsession with data and analyzing it, doesn’t
necessarily need to find its way into this space. When someone is using it they likely use it as | have
suggested and you need to review each study that is similar to that which you are planning to do. Hence
any enhancements you make to your search engines will have more impact than these outlier things
that are of interest to data miners but no one else.
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Submission No.: 12

Date: 1/10/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

It seems that even if a trial does not reach its target sample size, that ClinicalTrials.gov still requires the
investigator to perform data analyses and enter p-values and other results in the Statistical Analysis
section. However, this is not wise. If the target sample size was not reached, then performing statistical
analyses is not good practice. Thank you for your attention.
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Submission No.: 13

Date: 1/14/2020

Name: Jordan EIm

Name of Organization: Medical University of South Carolina

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| only use clinicaltrials.gov to quickly check on a study that someone mentions. The study designs are
usually difficult to understand as presented on clinical trials.gov.

| never use clinicaltrials.gov to review results. | always go to the primary source (published article) which
provides more context.

The description of outcome measures never get reviewed until the time that results are submitted. As
such the outcome measures listed when the study is first registered are usually input by the Pl or project
manager (not a statistician) and hence are often lacking in specific details (e.g. time range, type of
outcome binary or continuous) etc. When | am inputting results | often have to revise the title and
description of the outcome measures in order to be more exact. Nevertheless, | always get asked by
clinicaltrials.gov for MORE clarifications to the outcome meaures before results are accepted.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

| rarely use this data. If used, it is only for general reference of a limited range of studies that are
ongoing (not for results).

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

A statistician really needs to submit the results. However, the trials are registered by the Pl who may be
at a different institution from the statistician. There is no way for a statistician to be given access to the
trial without “joining” that institution. Hence | have an account with clinicaltrial.gov through the Pls
university. This is award and | would prefer to have a single log in account.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

Adaptive, Bayesian, Global tests are very difficult to report within ClinicalTrials.gov.
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3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

The system is awkward and cumbersome. It requires us to manually enter results which are already
publicly available through PubMed. Why not simply link to the primary study reports which are
published? Details of outcome measures (full descriptions) are difficult to understand without context
(background and rationale), yet there is a character limit to the description field within ClinicalTrials.gov.

Responding to questions about descriptions of outcome measures are tedious and unnecessary since
much better descriptions are already available in the published articles and within the public domain.
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Submission No.: 14

Date: 1/15/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

It would be helpful if publications of a particular trial’s data were linked from the page.
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Submission No.: 15

Date: 1/15/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Researching medical devices and pharmaceuticals. When a brand name is searched, ClinicalTrials.gov
includes generic names for ingredients in the product, leaving hundreds of trials to weed through

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| use ClinicalTrials.gov to research medical devices to find up-to-date trials that evaluate products. It
would help to be able to sort by date, sponsor, etc when going through the trials

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

2. When I look for information on a product, the search sometimes brings up a ton of studies that don't
have the product at all. | use the “other terms” search engine. It would be useful to be able to search for
“intervention” field only.
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Submission No.: 16

Date: 1/15/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Be able to sort drugs by Mechanism of Action and Method of Administration

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

Link results to the published paper (if applicable)
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Submission No.: 17

Date: 1/15/2020

Name: Rodrigo Garcia

Name of Organization: Source Healthcare

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Adding a filter when searching for a study to select for the study model and the masking would be very
helpful for narrow searches.

May | suggest adding a filter for these options on your search page. This would allow someone to find
the types of studies they are looking for without spending hours on end looking for the right study.

Eg. Filter for allocation “Randomized”, masking “double-blind”.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

To build from the filtering process | discussed earlier. The filtering tool on your search page is very
useful, yet it needs to have more filtering options to filter studies by masking and allocation.

Countless of hours spent looking through a variety of trials when this process could be streamlined with
a box to click on the filter toolbar of the search page.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

My primary use of ClinicalTrials.gov is to look for potential studies that are looking for sites. Too often,
time was spent scrolling through studies that where either specific to research institutions or did not
meet the specified criteria of masking for our research purposes.

My primary use of ClinicalTrials.gov is on the latter (2), so for sites like ours it would be very beneficial to
have additional filters.
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Submission No.: 18

Date: 1/15/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

-- Ability to sort search results by different fields (eg start date, completion dates, trial size)

-- Ability to move columns for search results (eg first field being start date, then completion date, or first
by indication, etc)

-- Improving search such that a searching “peripheral artery disease” in the indications field only
retrieves the records that fit this parameter; oftentimes, Raynaud’s and other indications are also
retrieved.
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Submission No.: 19

Date: 1/16/2020

Name: Vinod

Name of Organization: GSK

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

1. Ability to extract data for specific studies e.g. | would like to extract 100 studies with the 100 NCTIDs |
have from previous extractions or data

2. Ability to store or save search queries and alerts for specific search criteria
3.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

PMIDs can be linked - to access detailed results published for the trials; CT.gov results are not updated
as and when the new data arrives

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

Analysis of Trials for specific disease areas

Customized searches to understand pipeline landscape in certain time periods
Improvements needed

1.Addition of Phase I/Il in filters

2.Site numbers Summaries for each trial (e.g. Locations - 130) or Sites % across geography - for specific
trial)

3.Extract data for specific NCTIDs - Only 15-16 IDs can be extracted now

4.
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Submission No.: 20

Date: 1/16/2020

Name: Michael Sutton

Name of Organization: Urgent Research

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| use the RSS alert all the time and know many partients and professionals who also use it. Keeping the
RSS feature, and the ability to create RSS feeds based on custom searches, is very important to me.
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Submission No.: 21

Date: 1/16/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| would like to suggest two potential improvements:

It would be great for patients to have an easy to understand Study Duration field. For example: up to 2
Months, Up to 20-60 Weeks, etc.

Also, it would be nice to homologate the definition of “Recruiting” as some Companies choose the
“Recruiting” status only if they have enrolled at least one patient. | think that the definition of Recruiting
should be less flexible, as specifically for patients, it would be important to know when a site of interest
is ready to screen them even if the site has no patients yet.
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Submission No.: 22

Date: 1/16/2020

Name: Vidushi Khurana

Name of Organization: Course5 Intelligence

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

All the keywords mentioned in the trial are not searchable using “other terms” and even “boolean
search”

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

1. Press releases by the company

2. Databases: IND & NDA, Orphan/ Fast track/ Priority review/ Prime/ Breakthrough designations, drug
approval status

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

1. In the download, exclusion and inclusion criteria must also download. As many search keywords
appear in these criteria which is not 100% searched while using “other terms”. E.g. in case of solid tumor
trial, indications are better specified in the exclusion and inclusion criteria.

2. Change in the trial country should be searchable, as of now 90% of the location change is pertaining
to site-related changes

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

Data analysis and data update
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Submission No.: 23

Date: 1/17/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

Improvements:

- Pl proxy (i.e. study coordinator, record owner) will allow the records on ClinicalTrials.gov to be released
in an appropriate time frame

- Protocol Section > Study Status > Record Verification should automatically update once a change has
been made, submitted, and approved
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Submission No.: 24

Date: 1/17/2020

Name: Tom Crocker

Name of Organization: Bradford Teaching Hospitals

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

We search clinicalTrials.gov as part of the search process for systematic reviews that we conduct. This is
a mandatory task for Cochrane reviews and considered an important source of additional trials (MECIR
C27; Baudard et al 2017; Pansieri et al 2017). We can download all of the search results to import into
reference managers such as EndNote. We use the reference manager to conduct the screening and
study selection process. However, the options to export do not enable us to bring all of the study details
into the reference manager. The options in “Download”, “Download table contents”, file format: XML
excludes many important details. Additionally, the available import filters put the data into the wrong
fields (e.g. URL goes into Publisher). Although there is an option to download a full study record XML in a
zip file, each study record is placed in a separate file, rather than all in one XML file, making import to a
reference manager impossible. Please enable the export of all study details for all search results in one
file, and their import into reference management applications.
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Submission No.: 25

Date: 1/17/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

1. Please allow for push email notifications of changes to a specific trial. Should a trial have its Start Date
move out for example, an email is sent to a user indicating the Before/After values of all fields where
data has changed.

2. Allow for individuals to create user accounts where they can then add in either individual trials to
track, or companies. This will save a lot of time.

3. Allow for individuals to create a list of trials that they do not want to show up in for any searches they
do. Often when a search is done it will come up with trials a person is not interested in and the filters
are not robust enough to filter them, and constantly updating filters is inefficient. Having a trial 'ignore
list' would greatly streamline searches.

4. Have the ability to do a side-by-side view of two or more trials so each section can be compared. This
should be simple to implement since it would use similar logic to the logic use to compare two versions
of a single trial.
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Submission No.: 26

Date: 1/17/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

| suggest that you have an export functionality one-by-one for the trial information. | end up having to
copy/paste the study into a Word document and then pretty it up thereafter. It would be nice if there
was a way to produce a pdf from the website
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Submission No.: 27

Date: 1/17/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

| would like to see a listing for national clinical trials that don’t require me to be there in person but are
conducted either by telephone or by webcam.

Virtually everyone else has this option
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Submission No.: 28

Date: 1/18/2020

Name: David Shapiro

Name of Organization: [Not provided]

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| explore new modified, or newly applied treatments, primarily for conditions | have been diagnosed
with, and (1) sometimes offer myself as a subject; (2) sometimes investigate their risks and benefits by
searching elsewhere at NIH.gov or other resources; (3) sometimes read reported results in order to
consider whether to pursue particular modalities once they have been released for general use;
sometimes look at results with an eye to querying an editor.

It would be helpful to be able to find all the locations of a multicenter trial without having to drill into
the study.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

Relatively wide. Any number of the search criteria are of value to me: age, country, date begun, phase,
funding . . . | find subject-funded studies highly suspect.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

Too many studies are listed as currently recruiting subject that have long stopped doing so. When a trial
reaches its estimated completion date, at the latest, it should automatically be switched to “No longer
recruiting” status unless the registrant revises its posted dates. If the resources are available, this should
occur X weeks before the estimated completion date, X being the number of weeks that each cohort
needs to participate.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

| believe it is critical that studies publicized through clinicaltrials.gov be made available as sources of
information regarding the value or danger of the interventions being explored. To this aim, anybody
requesting such publicity should be required to make readily available, through a link or links accessible
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through your site, information that may be of use to those interested in the interventions. This should
take the form of standard reporting such as is presented in refereed journals, even in the case of early
termination. This should occur upon completion or termination of each study. Aside from any possible
fines, any institution or lead researcher failing to provide this access upon completion or termination, or
whose research falls into the void of “Status unknown,” should be prohibited from posting any further
notices on Clinicaltrials.gov until this requirement is satisfied.
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Submission No.: 29

Date: 1/19/2020

Name: Elizabeth Molnar

Name of Organization: Seaforth Medical, Brisbane

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

As a psychiatrist, | have treated two patients with POTS wgo responded well to Reboxetine, an Specific
norepinephrine reuptake inhibitor.

Elizabeth Molnar, bethmolnar@bigpond.com
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Submission No.: 30

Date: 1/19/2020

Name: Michael Copeman

Name of Organization: Copeman Clinic, Palm Beach, Sydney, Australia

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Need to include a paragraph at the start of each trial listing that specifies what the
treatment/compound being tested is aiming to do, and how the researchers think this is likely to work.

Need to ensure sponsors provide the name of each institution participating in a trial (not just a
postcode), along with the name of the investigator at that site, and an email address to contact him/her
or their delegate.

Need to include a paragraph that describes succinctly what patients entering the trial will likely go
through, in terms of investigations, treatment and monitoring/follow-up.

Need to ensure each site participating in a trial can update (in as close to real time as possible) the
status of IRB approval and logistical preparations of the trial at their site (i.e. when is it likely to start),
and (when open) the actual number of places left on the trial (and any sub-requirements for patients
filling those places).

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

A list of recent publications related to the treatment being investigated is helpful at the end of each trial
listing.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

ClinicalTrials.gov is now the most useful part of my day, in providing second opinions to cancer patients
seeking new therapies. (I can only thank the hard-working staff who see that this huge, global
undertaking keeps working so well!)

In the last decade, we have identified thousands of suitable clinical trials for patients - right round the
world - based on information initially sourced from your website. As a result, there are now patients
alive, and in remission, who had previously been told that there was no option for new treatment
available.

See above for potential improvements.
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1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

We will search for any trials, anywhere on ClinicalTrials.gov. Patients with life-threatening conditions
will often travel wherever an opportunity exists - and may use private or donated funds to support
them.

Patients and their families are impressed that a) the US Government is behind the site - and uses it to
make sure that new treatments are being tested properly, prior to registration in the USA; b) the site is
truly global - and allows researchers in developing countries to “compete” with the most-
advanced/well-funded centres in USA/Europe; c) information on the site is updated regularly (whereas
many other sites are out of date within a few months); and d) information on completed trials is
included (although there is often some delay in this appearing!).

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

Just keeping everything as close to real time as possible is the main request.
Patients don't like it if a trial that seemed to be open to patients has closed.

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

Although | have been involved in submitting trials in the past, | am no longer involved in this process.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

Patients and their families/friends are increasingly accessing the site - but clearly need assistance to get
information most useful to them. | would suggest keeping the site open to all to peruse (without any
prior registration or information logging). But, patients do need a convenient way to print out (or email)
trials they think might be relevant to themselves to their doctors.

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

N/A

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

Every six months have a merit list of individuals and organisations that ticked all the boxes.
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Annually, have another list that recognises trials that recruited and completed on time.
Over time, academic institutions will use your lists to reward their staff!

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

N/A

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

N/A
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Submission No.: 31

Date: 1/20/2020

Name: Timothy Fortin

Name of Organization: ICl Research

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| use the site to monitor new trials in Oncology.

Please the ability to order the columns of a list of trials as well as the ability to sort the columns
(ascending or descending)
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Submission No.: 32

Date: 1/20/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Clinical trials should be able to send an alert when new studies match specified criterion and an option
should be in the alert to limit studies based on age and/or sex of the individual and/or geographic
region. Basically, the alert should be able to be as specific as the search when narrowed through
selecting options.

This could be beneficial for clinicians conducting related research and for people with the condition
hoping that they could match into a trial.
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Submission No.: 33

Date: 1/21/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

The ability to sort/order search results would be extremely helpful. For example, sorting results in
ascending/descending order of the Last Update Posted date, Number Enrolled, etc.
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Submission No.: 34

Date: 1/22/2020

Name: Rahul Ganatra

Name of Organization: VA Boston Healthcare System

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Asking trialists to justify why changes to changes or amendments to protocols are made is a function not
currently supported by clinicaltrials.gov that would be very useful. For example, when appraising a trial,
| frequently look at the change history of the primary outcome. Primary outcomes are changed for a
variety of reasons, but as a consumer of the literature | am interested in appraising whether this could
increase the likelihood of a type | error. Therefore, asking researchers to be accountable for any
changes to the study protocol by explaining them seems reasonable to me.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

Linking to the published research protocol would be useful for a trial record. For example, many times
journals have trial protocols available as supplementary material on their website, but having these
available on clinicaltrials.gov would put all of the relevant protocol information in the same place.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

The feature | use most is the tabular view of the current vs. original primary and secondary outcomes to
identify changes here. This works really well for most trials. The biggest limitation | encounter in doing
this is that the language is often slightly different between the current and original without introducing a
real difference in meaning. It would be easier to judge if the original and current primary outcomes are
the same if the language was kept the same in the absence of a substantive change.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

| use clinicaltrials.gov for a wide range of studies, but generally all of them are trials. | would really love
it if clinicaltrials.gov could also be a place where protocols for observational studies and meta-analyses
were housed so that | could use it as a one-stop-shop for critical appraisal of all kinds of studies.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).
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2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

not applicable

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

not applicable

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

not applicable

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

not applicable

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

not applicable

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

Changes to the language of the primary and secondary outcome that do not reflect an actual change in
the outcomes make it difficult to determine if an actual change has occurred. Frequently, | will see the
original primary outcome be something general (e.g. “time to worsening heart failure”), and the current
primary outcome be something specific, like (“time to first hospitalization for heart failure”) - in my view
this is risky because it increases the likelihood of a type | error by not requiring authors to commit to a
specific primary outcome at the outset of trial registration. | would like to see the requirements for
specificity of outcomes tightened, as well as a field added for authors to provide justification for why
outcomes were changed.

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

not applicable
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Submission No.: 35

Date: 1/22/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

none

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

none

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

Web users are used to using the Go Back arrow, usually at the top left of their browser, to go back to the
prior page which they had viewed. But it doesn't always work properly after doing a search and opening
up a hit. For instance, if the hits display 10 to a page, and | am at the page with hits #61-70, if | open one
of those, and then use the back arrow, it takes me back to the page with hits #41-50. | have repeatedly
encountered such a problem. At the top of the display of a given hit, there is a Return to List link that
works correctly, but as an occasional user of this website, | frequently forget to use it.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

For some conditions, such as prostate cancer, there are a large number of trials that are recruiting, even
within 100 miles of my residence, but many of them are of advanced forms of cancer that are not
applicable to be (at least not yet). Perhaps you could allow optionally narrowing the search by the Stage
of the prostate cancer, or by “not metastasized” and “metastasized.”
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Submission No.: 36

Date: 1/23/2020

Name: Anonymous

Name of Organization: N/A

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

Regulatory Authority Name, ESMO and ASCO result link could be added to the data base

53



Submission No.: 37

Date: 1/23/2020

Name: Abdul Rahman

Name of Organization: Freelance

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

Adding an option to track recruitment status in each research site within a clinical trial record would be
very helpful.
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Submission No.: 38

Date: 1/23/2020

Name: Alistair Sinclair
Name of Organization: n/a

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Make access to trial “complete history of changes” 1 click away from each trial’s page

Currently requires 3 clicks

Click to “tabular view” > “change history” > then a final click to “ClinicalTrials.gov Archive Site”)
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Submission No.: 39

Date: 1/23/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

It would be helpful if the search screen would allow entry of search parameters in sentence form, as
with a Google search, with an algorithm searching all fields for relevant data. An example search might
be: “Show all recruiting studies in Ohio, USA, involving treatment of subjects with kidney disease, over
70 years old, including measurements of klotho.”
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Submission No.: 40

Date: 1/23/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

The below items should be considered, specifically for the AACT (API). Each of these could represent a
new column.

1. Calculating number of countries in each study (e.g. 14)

2. Calculating enrollment duration for each study (e.g. 24.1 months)
3. Control arm of each study (e.g. Placebo)

4. Standardized primary endpoint (e.g. ACR20)

5. Standardized primary endpoint timing in weeks or months (e.g. 12)

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| use the website to investigate historical and current clinical trials for intelligence to what has occurred
in the scientific community.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

Mostly (1), but (2) could be made useful by being able to search for specific biomarkers in oncology, for
example. If you are looking for a biomarker-driven population, being able to search for this would be
extremely helpful.
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Submission No.: 41

Date: 1/23/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

| really really just want it to be blazingly fast. It doesn't have to look slick -- speed is all that | care about

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

competitive intelligence

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

an API
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Submission No.: 42

Date: 1/24/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

It would be very useful to be able to search by continent.
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Submission No.: 43

Date: 1/24/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

biomedtracker and pubmed

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

searching and filtering trials for individual cancer patients looking for relevant trials

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

on a more limited range of studies because we look for trials for individual pts.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

use a set of standardised inclusion/exclusion criteria those registrating their trial on the database can
select from. this would allow for filtering on specific criteria while now one and the same criterion can
be written in 100 different ways so you need to screen all the criteria listed and can't filter on them

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

would be easy if we could filter on studies in europe as a whole as well in stead of having to screen the
lists of trials for each individual country

60



2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

/

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

see above, harmonisation of eligibility criteria

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.
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Submission No.: 44

Date: 1/24/2020

Name: Melissa Cliver

Name of Organization: Wondros

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

| recommend being able to sort by the top line identifiers such as region, condition so on...
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Submission No.: 45

Date: 1/24/2020

Name: Anonymous

Name of Organization: N/A

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

| cannot find information on how to contact a study site. The language is too hard to me to understand
the outcomes and eligibility.
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Submission No.: 46

Date: 1/25/2020

Name: Mark Tedford

Name of Organization: Parkinson’s

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Parkinson’s

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

Hemp , THC

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

Research

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

Research to help with life quality in the future

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

Better questions

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

What?

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.
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2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

Your research

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

Find a human to wright these questions
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Submission No.: 47

Date: 1/26/2020

Name: Christian Capitini

Name of Organization: University of Wisconsin

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

The website could have an interactive map where one could click on a state and see what is available in
the patient’s immediate area. It could be further drilled down by then being able to click on cities.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

The data from the trial could link to abstracts on society websites or journal supplements. The final
publication could be linked from Pubmed.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| use it to find clinical trials for my own patients but also for referrals | get for various relapsed pediatric
cancers. The search engine is clunky, there are 3 different fields: disease, other terms and country. It
should be one search bar, like Google. Also | had a trial at my institution for relapsed/refractory
neuroblastoma that one could not find bc it was not registered with the keywords. The search engine
should be able to pull information on the clinicaltrials.gov page for the trial even if the center did not
pick the right keywords.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

I look at a wide range of studies bc | care for orphan diseases, so always have to be broad in my
searches.
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Submission No.: 48

Date: 1/27/2020

Name: Scott Lofgren

Name of Organization: Source One PC

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Finding the clinical trial results from a specific company.
How to ?
Need to be able ask questions on how to do the search for a company with many trials going on.

Then bundle trials for the company in one place
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Submission No.: 49

Date: 1/27/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.

Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.

2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.

Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.

2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.
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Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.

2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

Oncogenic studies with clear genomic marker data

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.

Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.

2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.

Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.
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2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.

Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.

2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.

Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.

2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.

Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.
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2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.

Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.

2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

| have been using the clinical trials.gov website for my capstone project at the university of chicago. We
are building a tool that will match clinical trials to patients using their genomic data.

Two things that have caused a major hinderence to the project. 1) Too many oncogenic trials either have
both a inclusion & exclusion criteria field or they just have a criteria field. Either way this makes text
analytics hell because it's hard to pinpoint for certain texts when it can exist in both inclusion &
exclusion! Please make these separate fields, one box for inclusion the other box for exclusion.

2) Oncogenic trials and other trials have fields called ‘conditions’. Perhaps you should also look into
putting in the genomic data in that condition box, i.e. gene TP53 with VRAF mutation, etc. Some trials
have this data in the criteria field but again due to the messy formatting of the criteria field this data
becomes murky at best. Make a separate genomic data field.
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Submission No.: 50

Date: 1/28/2020

Name: Granio

Name of Organization: Potentiel d’action - France

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Search tool could be improved. To this aim, entry of every information must be strictly verify and better
defined.

Exemple : Town of a country where a trial is ongoing. Submitters should have a specific category to
enter only the town (and no more information for this category).

To determine a complete list of towns could avoid mispelling as well. Submitters will then choose in a
specific listing and NOT write the name of the town.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

Could be interesting to have a link to the FDA to know the status of one molecule (approved,
breakthrough designation....).

Link to some major congresses could be interesting too as for exemple in oncology ASCO and ESMO.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

Link to publications in Pubmed is REALLY useful.

What can be approved? Some publications are not automatically indexed in clinical trial, mainly because
the NCT number is missing. So maybe there is an improvement to do in the way to identify new
publications (exemple : with the NCT number (as it done until now) AND with the name of the disease +
one key word (ie molecule name, disease) OR you can ask every clinical trial submitter to add the NCT
number in all publications on trial results.

In the other way some publication are added but not directly linked to the trial. | assume (I never submit
a trial) that it is done by the submitter. Usually those publications are not relevant.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.
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My primary use of ClinicalTrial relies on a wide range of studies. I’'m interesting in drug development. So
| look at all studies, all phases for one given moldecule in one special disease. I'm also interested in
where those studies are carried on.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

| never used the submission process.

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

| never used the submission process.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

| never used the submission process.

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

| never used the submission process.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

Good question.....
Last update posted is very important.

Explain to the submitter that a clinical trial with status UNKNOWN will not encourage Physician to
include patients.

Location sites are often too ‘light’. The name of the hospital is sometimes not given. And this will also
not encourage physician to include patients in. Sometimes it's written Sponsor site# - Location. This is
not correct. A clinical trial is always done by Physicians in a medical center. So this information must be
given properly.

Some sponsors remove location sites when the study is ‘Active, not recruiting’. This is also a pity. It’s
always good for a Physician to have the name of an hospital where a trial is on going.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).
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3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

| never used the submission process.

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

No answer for this.

But thank you for your great job!
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Submission No.: 51

Date: 1/28/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

When navigating backward to revise a search, the previously used search terms disappear but it would
be nice if they stayed in the cookies
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Submission No.: 52

Date: 1/29/2020

Name: Anonymous

Name of Organization: N/A

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

There is need for mention of statistical analysis approaches to be used, especially for novel designs like
basket and umbrella trials.
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Submission No.: 53

Date: 1/29/2020

Name: Ahmed Elwakeel

Name of Organization: Cairo University, Egypt

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

kindly link to pubmed, allow login using pubmed credentials to magnify the benefit
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Submission No.: 54

Date: 2/2/2020

Name: Anonymous

Name of Organization: N/A

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

| would like to have a feature added to the site where a person could fill out a form with basic
demographic information and health conditions and study areas they are interested in and save it to the
site. That way researchers could search these for possible study subjects, and, if a person sees a study
they are interested in participating in, they could just send their form to the researchers. Win-win with
less effort.
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Submission No.: 55

Date: 2/3/2020

Name: Joe Risser, MD, MPH

Name of Organization: San Diego Family Care (FQHC)

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Push notifications as in alerts.google.com to be notified of trials as they come online
Better would be smart filtering of notifications as in gnoosic.com

Many potential study subjects narrow results to their geographic area, not aware that some trials
provide housing and transportation. It may help to identify trials that provide housing and/or
transportation.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

all NIH / pubmed resources

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

as a clinical physician, helping patients find trials they may be eligible for.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

wide range w/ different study types

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

google-like correction of entries (e.g., if user enters "heart pain," a pop-up of possible alternatives
including "angina pectoris")
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2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

most helpful would be collaboration with EMRs to store patient diagnoses, demographics, study
interests and periodically recheck available studies, then notify clinician

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

| really like the "NEW" designation on recently released trials. Other designations such as "first in class"
or "only at NIH" would be interesting.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

a rating system for institutions and individuals indicating proportion of trials results were submitted and
GCP for conducting trials. I'm particularly concerned about nefarious clinics

80



Submission No.: 56

Date: 2/4/2020

Name: Virginia Guptill

Name of Organization: NIH CC ORSC

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Link to PubMedCentral for associating publications with studies
Make active consents available at registration into CT.gov
MedDRA standards API

ICD-10 medical codes to link in CT.gov

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

Using protocol numbers to search for studies works well, filters are very helpful. Easy for patients to use
site to search for studies.

Results returned vary based on search criteria used, e.g. selecting sponsor field NIH and NIH funded.
What does sponsor mean, financial sponsor, study sponsor, IND sponsor, etc.

Add option for searching phase I/Il and phase lIb studies, phase 0 studies, and pilot studies

When searching for studies include a column that designates if the study includes an IND or IDE (yes/no)
or both

Include information if compensation is provided as yes/no

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

The system is difficult to navigate to include results reporting. Doesn’t include ability to report on
multiple types of studies that are common types at the NIH CC. If terminating a trial early you still have
to include the results reporting based on original statistical analysis plan, which may not have been done
without full cohort of participants. The system is clunky and not intuitive to use or view results. The
language and terminology requested to be used in CT.gov often is quite different than what was
reported in the manuscript/publications and there is a lot of back and forth with the CT.gov staff.
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2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

consider an API for IRB submission systems

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

Include a lay summary of the results

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

Have a person available by phone to answer questions related to observations from results entry

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

enforce results reporting penalties for those not reporting in the required time frames

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

Have an option to link specific reporting standards (e.g. MedDRA coding or CDISC) to branching logic
when selected and have an API to pull those standards into CT.gov

82



Submission No.: 57

Date: 2/4/2020

Name: Stacy Smith

Name of Organization: Coastal Clinical Research

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

It would be helpful if we could set up weekly or monthly email digests for certain search criteria. An
example of this are the emails | can set up to deliver new publication notifications from PubMed.
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Submission No.: 58

Date: 2/7/2020

Name: Alexey Strygin

Name of Organization: Cryno Biotech

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

1) One of the primary objectives of CT.gov is not currently being achieved. A considerable share of the
results is not reported.

Probably a mechanic which involves the community could be of use. Researchers and individuals should
be able to highlight the study which should be finished but still lacks the results. Thus CT.gov
management would get a prioritized list (the more highlights from the community - the more priority) of
studies the posting the results of which should be enforced.

2) Plain English abstracts like the ones used by Cochrane might be useful

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

Link to patents might be useful for generic producers
Link to molecular structure databases might be useful to medical chemists

This could also be achieved by community involvement. (A community member might propose an
external link which then would be reviewed be CT moderator)

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| look for what studies were conducted for indications that we are considering to develop a drug
for/already developing a drug for. | look for possible study locations and competitors

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

2) The more in depth data on a concrete study is much more useful for me. Detailed study design data
allows to better assess possible costs, needed patient numbers etc

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).
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2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

| will copy 1a answer there, it is really of crucial importance for humanity as whole

1) One of the primary objectives of CT.gov is not currently being achieved. A considerable share of the
results is not reported.

Probably a mechanic which involves the community could be of use. Researchers and individuals should
be able to highlight the study which should be finished but still lacks the results. Thus CT.gov
management would get a prioritized list (the more highlights from the community - the more priority) of
studies the posting the results of which should be enforced.

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

unapplicable for my organization

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

1) plain English abstract
2) Method described in 1a and 2a

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

unapplicable

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

The harder part here is to make organizations publish unfavorable study outcomes. Some ideas:

1) Whereas negative outcomes are bad news for study sponsor drug developers - they are usually
neutral news for CROs and for Locations. It would be wise to incentivize the CROs and locations to get
results published, outlining awards/publicly available data for something like “high standard trial
organizer “ or something like that. This might be then used as a good criteria for selecting these
organizations for publicly/government sponsored studies

2) Introduce best practices for CRO-sponsor, location-sponsor legal contracts to allow CRO and/or
location to publish results during N months if the sponsor fails to do so

3) additional year of patent term to the patent of sponsor's choice if the sponsor submits data on time
(minus several month to patent term to current blockbuster patent if the sponsor fails to publish data)
[would be a great tool, though doesn't seem plausible]

4) some tax refund for a failed study if data is published on time
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3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

unqualified to provide relevant feedback

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

unqualified to provide relevant feedback
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Submission No.: 59

Date: 2/7/2020

Name: Aurélien Marabelle

Name of Organization: Gustave Roussy

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

It’s painful to have to go back to the home page for every be search our search refinement.
Could you please provide the search bar at the top of the results page?

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

Sorry but Your survey/form is way too complicated and many will be reluctant to provide feedback
because of that...
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Submission No.: 60

Date: 2/7/2020

Name: Sarah Morgan

Name of Organization: BIDMC Harvard University

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| use the website to examine drugs being tested in my disease of interest. It is incredibly useful for our
research to download all the data for Alzheimer’s disease and examine the drugs in our models. This
helps us with drug target prioritization. However, many submissions into the website are in need of a
curator or possibly more detailed instructions to the user. For example, everyone inputs their drug
treatment name differently (which makes it hard to process on a large scale) and some don't enter a
drug at all (only the title gives away the drug being tested). Secondly if a trial is terminated, there is
never an explanation e.g. funding run out, adverse effects etc. It only needs one sentence but this vital
information is never captured. Also for completed trials another one liner is incredibly useful - saying
future research required or drug was dropped for lack of effect etc.
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Submission No.: 61

Date: 2/7/2020

Name: Lara Fournier

Name of Organization: OHSU Knight Cancer Institute

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Would like an ‘Undo’ feature.

As a CT.gov org. administrator - would be nice if the system was a little more forgiving of human error.
Example, | accidentally set the wrong record to ‘in progress’...when | realized my mistake, i emailed to
see if CT.gov staff could help reset back to ‘Public’ but they said they could not...i ended having to email
the PI, explain situation, and ask him to release it again.
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Submission No.: 62

Date: 2/8/2020

Name: Ed Croom

Name of Organization: Pfeiffer University

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Any webscraping tool is of limited use for clinicaltrials.gov. This can be a commercial/free tool/service
(e.g., Octoparse, Scrapy) or a feature added to something like R (e.g., Rvest). The problem is the results
lack a report card style structure. It is great that %SAEs are always in the same place and always use the
same terminology. But the rest is just a mess. Pubchem is a good example of something with real
structure both for their new feature of the laboratory chemical safety summaries and their basic results

pages.
https://pubchem.ncbi.nlm.nih.gov/compound/31703#datasheet=LCSS
https://pubchem.ncbi.nlm.nih.gov/compound/31703

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

Researchers post their own publications but there is some automation of attachment of trial related
publications. However, meta-analysis of efficacy and toxicity data could and should be attached to any
relevant treatments. For example, | found a nice summary that gave a toxic death rate of 0.1% for a
treatment. Low, but not zero. This is an open access article. It could and should be attached to any
relevant trial using that treatment. Particularly the recruiting trials. Ding, P., Lord, S., Gebski, V., Links,
M., Bray, V., Gralla, R., Yang, J. and Lee, C. (2017). Risk of Treatment-Related Toxicities from EGFR
Tyrosine Kinase Inhibitors: A Meta-analysis of Clinical Trials of Gefitinib, Erlotinib, and Afatinib in
Advanced EGFR -Mutated Non-Small Cell Lung Cancer. Journal of Thoracic Oncology, 12(4), pp.633-643.
https://www.ncbi.nlm.nih.gov/pubmed/?term=28007626

Clinical trials are great but there is a world of misinformation out there about toxicities associated with
treatments. A 1 in 1000 chance of death from treatment versus a 1 in 1 chance of death without are
decent odds. But they may not seem so if the only people reporting toxic death rates are folks trying to
sell alternative treatments and therapies who claim much greater toxicities and mortality rates than
really exist for conventional treatments.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| create clinical trial report cards for cancer treatments. They highlight Toxic Death rates, Complete
response rates, Overall survival and % Serious Adverse events. Having the % SAEs in their own section is
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great but frankly they should be near the top and not the bottom as they help answer the key question
“What are the odds that this will keep me in the hospital longer?” The other three outcomes are rarely
all present. Even when the data is there | have to spend time converting it as | always report both the
percentage and the numbers of patients. What is most annoying is when researchers try and make
survival times appear longer than they are by reporting them in weeks or even days instead of months.
Standardizing that would be a big help.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

| focus on interventional cancer clinical trials with results that involve chemotherapy, immunotherapy
and/or radiation. Making it easier to drill down to studies with results for complete responses for
outcomes like RECIST or CHOI would be nice. Not just complete response results, since complete
responses to antiemetics for example are not really what | look for. It is great that they help people not
vomit, but | am trying to count cures so that just makes searches harder. And not just results for some
outcomes having been posted, but results for that particular outcome. | never know when some relative
might ask me to look something up for them and while | can download the database and rebuild it for
my use, who has the time for that? Also, most users have never worked with relational databases
anyway and would not know where to start.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

| think giving examples online that are of a standard useful format the same way grant applications are
done would be the best thing you could do. An example for all different kinds of trials, observational,
interventional, first in man, crossover, expanded access. Even if you wind up using fake names and data
(e.g,. instamatic flu).

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

The age ranges do not allow for the level of analysis needed for cancer trials. Pediatric cancer trials often
include young adults in their early 20s (e.g., 21, 25). They also can have another break point (e.g,. <50
years). Cancers tend to have a U-shaped distribution in terms of age. Those in their 20s-40s have been
particularly hard to cure. Allowing individuals to select studies based on those age ranges would be
useful.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.
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ITIS.gov does a really good job of linking out to relevant resources based on species. Clinicaltrials.gov
could add similar links that point patients/providers to relevant sites/services that are equally high
quality. For example the PDQs provided by the NCI. These are present for even very rare cancers (e.g..,
sialoblastomas). Allowing users to nominate links in a similar fashion as is done with annotating
biological and chemical species databases could improve the clinicaltrials.gov user experience.

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

%SAEs are great. Just knowing SAEs is never enough. Two trial arms could have the same number of
SAEs but very different %SAEs. All things being equal a patient would prefer the treatment associated
with a 10%SAE verses a 50% SAE. Roughly 1 in 10 odds of staying longer in the hospital are much better
than 1in 2. | have talked to oncologists that are very keen on getting 95% Cl interval information. Most
patients don't care but providers who recommend treatments really do. That should be a regular
request and frankly if they do not know how to calculate it or do not think they have the time someone
should be found to do it for them for free.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

There are many federal grant receiving organizations that are doing a poor job of posting. If you are a PI
who has not posted your results you could be banned from receiving any new federal funding until you
post. And contracts for handling the clinicaltrials.gov data really should be limited to institutions with a
grade A posting record. Looking at you Duke. Also, clinicaltrials.gov has great graphs now. You can
display what places are doing a better job of posting and what places are doing a poor job. Looking at
you Texas. People respond to lists. Some sponsors are good. | ran a chemotherapy efficacy database for
a while. On my website | praised some companies (e.g., Lilly) for being uncommonly complete in their
postings. But the comprehensive cancer centers were always so low. Posting a monthly list could really
embarrass some sponsors and hopefully spurn them to action. Also, the sponsors who do post should be
praised because they often look worse for doing the right thing because most people do not know
better having never read the results from hundreds of trials. Also, maybe letting other people submit
published results for sponsors who published their results in manuscripts but never got around to
posting them.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

Maybe do what is done with safety data sheets and have an “other information section.”

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.
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Drop down lists. For the love of clarity make it easy for people to go online and use drop-down lists.
(Paraplatin, Carbo, carboplatin...) so many names for the same treatment. So many potential
misspellings. The email option is fast and nice but so much is getting done with apps and virtual
assistants and you have a relational database with lots of lists already to keep the treatments and
conditions consistent there could be a much easier way. Seriously, the North Carolina DMV has an
amazingly quick and effective vehicle registration App now. Not sure who designed it but wow. It is
surprisingly smart. Disclaimer, these are my opinions and not those of my employers.
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Submission No.: 63

Date: 2/12/2020

Name: Gregory Sizikov
Name of Organization: NA

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Please post trial consent form for every trial listed.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

Please post the trial consent form for every trial posted.
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Submission No.: 64

Date: 2/13/2020

Name: Alicia Leung

Name of Organization: Insmed

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

Can you please provide documentation on how sponsors can develop the XML schema for uploading the
AEs as well as for site updates? These 2 sections can be particularly voluminous, and manual entry
increases risk of errors.

Currently, EudraCT provides this information for their site:
https://eudract.ema.europa.eu/result.html

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

Can you please consider adding a WARNING in the applicable results sections when the participant
numbers don't match the enrollment?

It would be a helpful reminder that we need to provide an explanation for the difference in numbers.
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Submission No.: 65

Date: 2/14/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

None

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

None

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

We used it to register a pilot trial and cluster RCT. It was onerous and this needs to be improved. There
needs to be a better balance between reporting rigorously but not putting extra heavy workloads on
project teams trying to carry out the research. The system should also be redesigned for behavioral trials
- clearly the way it is set up is on the side of device/invasive/med trials.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

Behavioral studies primarily. This site is not useful to me, as we have our detailed protocol and
monitoring extensively done on site. See above regarding other thoughts.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

It needs to be less work on study teams that have limited resources. Doing the registration and upkeep
with this site is in itself a job--labor intensive and noncontributory to progress in the study. We are on
budgets that do not allow dedicated staff to manage all that is required for the study and additional
significant task for Clinical Trials.gov. As it is designed, the registration is extremely time consuming, and
| feel it has grown over the years into something that is unwieldy and not suiting its original purpose of
ensuring studies are logged clearly in some fashion with predefined outcomes listed.
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2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

There should be a budget supplied to anyone required to register for staffing that it takes to complete
the registration and upkeep.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

Would consider different sites/input for behavioral trials.

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

See above.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

Our institution has a person that will continually monitor if we are complying with clinical trials needs,
sounds good for your site/registration but is yet another intervening body reaching out on something |
and my staff have already addressed--yet creating more work when we do not have the resources for

that.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

Clearly there is no flexibility in clinical trials reg site. Any would be appreciated.

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

It seems odd that you would ask investigative teams or users of the site for references--this is something
we’d rely on from you and your staff.
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Submission No.: 66

Date: 2/14/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

1. Please implement interventions hierarchy/nesting.

E.g. | want to find all trials for Ulcerative Colitis where intervention(s) is one of TNF-alpha inhibitors (ATC
code LO4AB). Or maybe | want to find all trials for Ulcerative Colitis where intervention(s) are NOT
immunosuppressants (ATC code L04).

Not sure which exactly classification should be used... First thoughts are ATC and MeSH.

2. 1 want to be able to RSS-subscribe for changes in trials of interest. E.g. | find trials ABC and EFG
interesting - so | want to add them to my watch-list. | may later want to include/exclude some trials
from my watch-list.

3. | had difficulties contacting local coordinators of a trial | decided to enroll in (NCT03926195):
clinicaltrials.gov’s “Contacts and Locations” section does not list any contact info for local coordinators.
It better include at least phone numbers and/or e-mails of local coordinators.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

1. | actively use RSSs to watch new trials for several conditions of interest (Ulcerative Colitis, Uveitis,
Parkinson's disease, etc).

2. | also use RSSs to monitor all trials starting in my country.
3. l also use RSSs to detect studies that were updated to include my country/city.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

https://en.wikipedia.org/wiki/Anatomical_Therapeutic_Chemical_Classification_System

https://en.wikipedia.org/wiki/Medical_Subject_Headings
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Submission No.: 67

Date: 2/15/2020

Name: Anonymous

Name of Organization: N/A

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

- link to publications
- possibility for patients that are enrolled in a trial to anonymously comment on it

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

- good to get a non-exhaustive overview of trials
- very very sad that even trials completed back in 2014 do not have results posted.

- patients need a comprehensible summary of the results (like conclusions of an abstract:
PFS/0S/endpoint was met/not met...)

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

| use it to search for trials that specifically address my rare cancer. But because it’s rare, | expand to solid
tumors and then search by approaches. Would be great if studies were categorized (eg: all studies that
combine immunotherapy with radiotherapy, all studies that combine different inhibitors etc etc)

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

submitting results at defined timepoints should be a requirement for the study to be posted on
clinicaltrials.gov, as this is where patients go look for the information and the investigators get
substantial amounts of patients through the website.
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Submission No.: 68

Date: 2/16/2020

Name: Dr. Ola Landgren

Name of Organization: Memorial Sloan Kettering Cancer Center, New York

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

For a given trial: Make links to publications easy. PDFs if available.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

Check status of soon open, ongoing, closed trials. Check details re trial design. Look for eligibility when it
comes to patient requests.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

Both. Depends on the situation. See above.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

Help patients finding open trials that are open in area they live. Disease specific. Indication specific.
There are companies trying to do this. Copy their approaches, make it better, and free.

2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

Not sure

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

NA
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2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

See above

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

Make specific info re update dates, make it easily available

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3a. Provide input on ways to balance the use of standards while also retaining needed flexibility to
ensure submitted information accurately reflects the format specified in the study protocol and
analysis plan.

Not sure

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

Not sure
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Submission No.: 69

Date: 2/17/2020

Name: Laura

Name of Organization: [Not provided]

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

I think being gable to search multiple countries and hospitals/institutions/clinics at once and comparing
them would be useful.

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

Information is power, not just for doctors but to enable patients and their carers to advocate for
themselves.

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

You have been a an absolute wealth of information, thank you for having this site. | have used to contact
researchers, investigators and doctors. | have also used to ask pertinent and educated questions on my
mother's case. Thank you.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

| use them all as my mother has Cancer of Unknown Primary so | need to look at different types of
cancer and as she able to travel, | look at treatments in different countries.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

| think being gable to search multiple countries and hospitals/institutions/clinics at once and comparing
them would be useful.

Also a possibility to download a PDF version.
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2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

Same as above.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

I think being gable to search multiple countries and hospitals/institutions/clinics at once and comparing
them would be useful.

2d. Suggest what submission-related informational materials you currently find useful and what other
materials would make the submission and quality control process easier for you.

As above.

2e. Suggest ways to provide credit, incentivize, or recognize the efforts of individuals and
organizations in submitting complete, accurate, and timely registration and results information
submission.

| think that the it will come naturally with time as long as you keep up the amazing work modernising
your server. You'll be the Google of Trials.

3. Data Standards. NLM seeks broad input on existing standards that may support submission,
management, and use of information content (e.g., controlled terminologies for inclusion and
exclusion criteria).

3b. List names of and references to specific standards and explain how they may be useful in
improving data quality, enabling reuse of data to reduce reporting burden, or improving
consistency and management of data on ClinicalTrials.gov.

| wish there was ONE name for Cancer of Unknown Primary, Unknown Origin, Cancer of Unknown Site-
but | know that isn't up to you but how different clinicians write it out.

Makes me feel like | am missing things out if | dont search all the different names for CUP.
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Submission No.: 70

Date: 2/17/2020

Name: Corey Polen

Name of Organization: ALS patient and advocate

1. Website Functionality. NLM seeks broad input on the ClinicalTrials.gov website, including its
application programming interface (API).

1a. List specific examples of unsupported, new uses of the ClinicalTrials.gov website; include names
and references for any systems that serve as good models for those uses.

NEALS Consortium

1b. Describe resources for possible linking from ClinicalTrials.gov (e.g., publications, systematic
reviews, de-identified individual participant data, general health information) and explain why
these resources are useful.

NEALS Consortium

1c. Provide specific examples of how you currently use the ClinicalTrials.gov website, including
existing features that work well and potential improvements.

| use it for ALS trials. Major improvements needed. Must require patient out of costs to be published.
Must flag if it’s FDA approved trial/study. Must have links to previously successful phases so patients
know if trial is Right To Try eligible. Bad culprit is MD Stem Cells. Never completed phase 1 and is pay to
play and it’s not in a FDA clinical phase.

1d. Describe if your primary use of ClinicalTrials.gov relies on (1) a wide range of studies, such as
different study types, intervention types, or geographical locations or (2) a more limited range of
studies that may help identify studies of interest more efficiently. Explain why and, if it applies,
any limiting criteria that are useful to you.

| look for only ALS trials.

2. Information Submission. NLM seeks broad input on initiatives, systems, or tools for supporting
assessment of internal consistency and improving the accuracy and timeliness of information
submitted through the ClinicalTrials.gov Protocol Registration and Results System (PRS).

2a. Identify steps in the ClinicalTrials.gov registration and results information submission processes
that would most benefit from improvements.

| use it for ALS trials. Major improvements needed. Must require patient out of costs to be published.
Must flag if it’s FDA approved trial/study. Must have links to previously successful phases so patients
know if trial is Right To Try eligible. Bad culprit is MD Stem Cells. Never completed phase 1 and is pay to
play and it’s not in a FDA clinical phase.
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2b. Describe opportunities to better align the PRS submission process with your organization’s
processes, such as interoperability with institutional review board or clinical trial management
software applications or tools.

| use it for ALS trials. Major improvements needed. Must require patient out of costs to be published.
Must flag if it's FDA approved trial/study. Must have links to previously successful phases so patients
know if trial is Right To Try eligible. Bad culprit is MD Stem Cells. Never completed phase 1 and is pay to
play and it’s not in a FDA clinical phase.

2c. Describe any novel or emerging methods that may be useful for enhancing information quality
and content submitted to the PRS and displayed on the ClinicalTrials.gov website.

| use it for ALS trials. Major improvements needed. Must require patient out of costs to be published.
Must flag if it's FDA approved tri