
  Website Functionality Panel 
Rebecca  J.  Williams 
ClinicalTrials.gov 

Alissa  Gentile 
The  Leukemia  and  Lymphoma  Society 

Seth  A.  Morgan 
National Multiple   Sclerosis Society 

Steven  Woloshin 
The  Dartmouth  Institute 

Stephen  J.  Rosenfeld  
Secretary's Advisory Committee  on  Human 
Research  Protections (SACHRP) 
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•Website  
Functionality 
Session Goals •

•

 Share  the  responses and  top  themes from  
the RFI 

 Provide  perspectives from  panelists on  user 
needs related  to  website  functionality 

 Obtain further input from meeting 
participants on  topics related  to  RFI  themes 
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    RFI Topic 2: Website Functionality 
NLM  sought  broad  input  on  the ClinicalTrials.gov website,  including  
its application  programming  interface (API). 
a. Examples of  unsupported,  new  uses of  the  ClinicalTrials.gov website 
b. Resources for  possible  linking from  ClinicalTrials.gov (e.g., 

publications,  systematic reviews,  de-identified  individual p articipant 
data,  general  health information) 

c. Examples of  current  uses of  the  ClinicalTrials.gov website 
d. Description  of  whether  primary use  of  ClinicalTrials.gov relies on  a  

scope of  (1)  wide  range  of  studies,  or  (2)  more  limited  range  of 
studies. 
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Website Functionality
Facilitate use of information to help public and 
researchers find studies of interest 
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API Beta 
Key Features 

•  Supports 3rd party use  of  
site  content 

•  Over  300  search  fields 
available  (current  API  only 
has 24  key fields) 

•  Formats: 
•  XML,  JSON,  SVI,  tree 

•  Query and  Info  URLs 
•  Documentation  available 
•  Interactive  training  demos 
•  https://clinicaltrials.gov/api/gui 
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   Website Functionality: RFI Responses 

Number of Comments by Sub-question 
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Journal 
Publications 

Results 
Database 

NCT 
Number Conference 

Abstracts 

Clinical Study 
Reports 

Individual Uncoded 

Patient Data 
(IPD) 

Coded 

Repositories Analyzable 

NCT 
Number 

NCT 
Number 

NCT 
Number 

Other information (e.g., 
press releases, news 

articles, editorials) 

Full Protocols 

Statistical 
Analysis Plans

Informed 
Consent 
Forms 

Other Study 
Documents 

ClinicalTrials.gov: Information Scaffold 
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Website 
Functionality
1a. New 
Uses 
List  specific examples of 
unsupported,  new uses  of 
the  ClinicalTrials.gov 
website 
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Website 
Functionality
1c. Current 
Uses 
Provide  specific examples 
of  how you   currently use 
ClinicalTrials.gov, 
including potential 
improvements 
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Top 
Response 
Themes 

• Search  options and  managing  search  results 
• Study record  format  and  content 
• Plain l anguage i nformation 

98



  
   

Theme: Search Options and Managing 
Search Results (with selected examples) 

Make  search  
more user 
friendly 
Step-by-step  approach  to 
building  a  search  query 
Customize  approach  for 
user  type  (e.g.,  patients 
and  researchers) 
Simplify 

Add more  options 
to  search  
Existing  structured  data 
elements (e.g., 
intervention  type,  study 
purpose) 
Existing  non-structured 
data  elements (e.g., 
eligibility criteria) 
Other:  disease  subtype; 
genetic mutation  or 
biomarker 

Improve tools for 
managing search 
results  
Sorting  and  more  filtering 
capabilities 
Formats for  downloading 
search  results 
Notifications about  
updates to  saved 
searches 
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Search 
Function 

“ 
Most  Federal si tes have  poor  search  engines.  I 

have  been  very impressed  with  the  quality of  the 
ClinicalTrials.gov website  search  engine.  It  is 
worth  continuing  to  enhance  it  … because  it  

enables you  to  find  the  study you  are  interested 
in  reviewing” 

“The search functions are not user-friendly with
respect to finding outcomes for a particular topic.

Bringing [search] 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.” 
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Theme:  Study  Record Format  and Content 
(with  selected  examples) 

Standardize  more  
content  
Examples:  interventions, 
eligibility criteria 

More  prominently 
display certain 
content 
Examples:  eligibility 
criteria,  funding  sources, 
study status,  contact 
information,  updates 

Make  more  content 
available 
Videos to  explain  specific 
studies 
Study locations 
displayed  on  a  map 
Out-of-pocket  costs and 
payment  to  participants 
Potential r isks of  study 
participation 

Add  features  to  
make using 
content  easier 
Sharing  study record 
content  with  others 
Printer-friendly formats 
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Standardize more content 

“The biggest issue is the use of different
nomenclature and names of indications” 

“Using consensus common data elements
(CDE) for outcomes would also be helpful,

but we recognize that these are largely
field specific.” 
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Theme:  Plain Language  Information
(with  selected  examples) 

General health  
information and
learning about 
study 
participation 

 
Resources  for  
using site 
features  (for 
patients  and 
researchers) 

Study record 
content,  including 
study 
descriptions  and 
study results 
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Plain language information 

“The  presentation  on 
ClinicalTrials.gov  can  be  made  more 

user-friendly by use of graphics and/or 
lay language” 

“Healthy literacy and plain language
need to be applied to all content” 
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The  Leukemia  and 
Lymphoma  Society
Clinical Trial Support  
Center (CTSC) Alissa Gentile,

MSN,  RN
 
 

Director of the CTSC,
The Leukemia and 
Lymphoma Society 
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Clinical Trial Nurse Navigators increase 
patients’ opportunities for clinical trial 
participation by facilitating informed 
decision-making and minimizing logistical 
barriers for the patient and family. 
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Patients/providers 
access the Clinical 
Trial Support 
Center (CTSC) 

NCBI

• Call  the  Information  Resource 
Center  (IRC)  1-800-955-4572

• Patient  or  caregivers  can also fill  out 
the  referral  form online 
https://www.lls.org/navigation

• American  Society  of  Hematology 
(ASH) physicians  can  access  the 
portal  at 
https://www.hematology.org/clinicalt
rialnavigation/

107

https://www.lls.org/navigation
https://www.hematology.org/clinicaltrialnavigation/


  Process for Supporting Patients 
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NCBI

Use of  
ClinicalTrials.gov 
Information in the 
Process 

Search  all the   fields within  CTG 

Brief summary  

Eligibility requirements 

Sites and  Site  contacts 

NCT  number links to   CTG 

Study results (links to  articles) 

• CTSC Personalized   Search  for the   
Patient/Provider

• 

• 

• 

• 

• 

• 
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Clinical Trial Support Center (CTSC) 

• The  goal of   the  CTSC i s NOT  to  enroll ever y patient  into  a  trial,  rather  to  increase  the 
opportunities for  participation  by facilitating  informed  decision-making  and  minimizing 
logistical bar riers for  the  patient. 

CTSC nur ses work in  collaboration  with  the  patient’s healthcare  team  to  decide  if  a 
clinical t rial i s right  for  them. 

Ultimately,  CTSC nur ses educate,  support,  and  empower  patients to  be  active 
participants in,  and  have  control over ,  their  treatment  decisions.  

•

• 
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The Patient Perspective 
Seth A. 

Morgan, MD 
National Multiple
Sclerosis Society 
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The Patient Perspective 

“Fear of the future will likely rear its ugly head more often
than you’d like…It can be difficult to keep your mind from

wandering to a very dark place.” —Debi Wilson 

“People are afraid of the dark because they don’t know
what’s in it. People are afraid of the unknown.” —Matt Allen G 

“More time on the internet caused my fear to spiral out of
control.” —Judy Lynn 
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  The Patient Perspective 

“How  can  I  save  myself  from  despair?  
How  can  I  take  back  control  of  my 

body,  mind,  and  spirit?” 
—Cathy Chester 
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The  Patient  
Perspective Quotes NOT about  COVID-19;  

Chronic,  irreversible,  and  unpredictable  future 
with  Multiple  Sclerosis 

The  Frantic Fear  of  chronic disease 
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  The Patient 
Perspective 

Denial 
Depression 
Withdrawal 
Grieving 
Education  about  disease 
Consideration  of  research  participation 
Grasping  for  anything  regardless of  scientific 
validity or  risk potential 
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The  Patient  
Perspective

Access  to  research  options 
Gives hope 
May present  risks of  modern  day “snake  oil  
salesmen” 
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Making Sense of Results 

Steven 
Woloshin, MD 

Director of the Center for 
Medicine and the Media, 

The Dartmouth Institute & 
Lisa Schwartz Foundation for 

Truth in Medicine 
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Dartmouth Institute &
Lisa Schwartz Foundation for Truth in Medicine

Making sense of Results

Steven Woloshin, MD, MS

4.30.2020

ClinicalTrials.gov Modernization 
Public Meeting 

Disclosures 
No industry funding. 

Senior Scientific Consultant, NCI, Division of Cancer Control and 
Population Sciences, and Office of Communications and Public Liaison 

Opinions expressed in this presentation are my own and do not reflect the 
view of the National Institutes of Health, the Department of Health and 
Human Services, or the United States government. 
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Research
GOAL
Apple pie

Recipe Follow recipe Dessert!

Results
Coo

Question
Does this 
sleeping pill 
work?

Protocol
Design, subjects, 
Intervention(s)
Analysis plan

Implement protocol Results

king
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Research
GOAL
Apple pie

Recipe Follow recipe Dessert!

Question
Does this 
sleeping pill 
work?

Protocol
Design, subjects, 
Intervention(s)
Analysis plan

Implement protocol Results

ClinicalTrials.gov 120
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  Links to glossary would be nice! 
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Outcome: Do you sleep longer if you take pill? 

What if you didn’t take the drug at all?
What is this in hours? 
Pain in neck to look at other outcomes **including harms** 
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WARNING!
GOAL
Apple pie

Recipe Follow recipe Dessert!
Just because you see 

results doesn’t mean you 
should believe them!

GOAL
Sleeping pill

Protocol
Design, subjects, 
Intervention(s)
Analysis plan

Implement protocol Results

Lots can go wrong
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Look for all the evidence
Systematic Reviews

THEN look at the results

Results 

What is the question?
Good design?
Outcomes you care about? 

133



  

 
    

 

 

 

Standards and Website 
Functionality Stephen J. 

Rosenfeld, 
MD, MBA 

Chair, Secretary’s Advisory 
Committee on Human Research 

Protections (SACHRP) 
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 my (personal) perspective 
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       uninformative trials and the role of the IRB 

scientific validity 
v. 

scientific value 
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some (exploratory) data 
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  Standards and Website Functionality 

“If  I  have  seen  further i t  is  by  standing  on  the 
shoulders of  Giants.” 

—Isaac Newton 

“‘Normal  science’  means  research  firmly  based 
upon one or more past scientific achievements, 

achievements that  some particular scientific 
community acknowledges for a time as 

supplying  the foundation  for its further practice.” 
—Thomas Kuhn 
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Summary and Next Steps 
Rebecca J. 

Williams,
PharmD, MPH 

Acting  Director  of 
ClinicalTrials.gov 
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ClinicalTrials.gov 
Modernization  
Overview 

 

 

 

 

  

  
   

4. 
Research 

Question/Study
Design 

1. 
Summary Landscape 
Results Analysis 

Ethics, Funding, 
and Other 

Review 

Data Analysis 
and Results 
Reporting 

3. 
Study Conduct 

and Data 
Collection 

2. 
Updates Registration 

Current  year:  Engagement 
•  Engage  with  stakeholders to  determine 

and  validate  approach  and  specifications 
• Request  for  Information  (RFI)  and  Public 

Meeting 

•  Develop  modernization  roadmap 
•  Enhance  internal busi ness processes 

Future  (years  2  – 5):  Implementation 
•  Implement  modernization  roadmap 

• User  testing/evaluation  and  continue  
engagement 

• Improvements to  support  compatibility across 
clinical t rial l ifecycle  (seamless end-to-end 
process) 

• Upgrade  system  infrastructure  components 
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ClinicalTrials.gov M odernization  Goals 

Establish  a  
modern  
infrastructure  
to  support 
long-term 
sustainability 

Make  
information 
easy to  find 
and  use to  
maximize  its  
value 

Simplify 
submission  
process to 
improve user
experience 
and  enhance 
data quality 

Enhance  
quality 
control  review
process 
efficiency to 
accommodate 
growth 
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NLM Board of Regents Public Service Dec 13 
Working Group Kick-off Webinar 

Transparent, bi-directional forum to Dec 20 Feb 3 May 1 Sept 14 or 15 
communicate and receive input about Webinar Meeting Meeting Meeting
modernization and support validation of
ClinicalTrials.gov modernization roadmap 

July 2019 Sept 2020 Aug 2019 Sept 2019 Oct 2019 Nov 2019 Dec 2019 Jan 2020 Feb 2020 Mar 2020 April 2020 May 2020 June 2020 July 2020 Aug 2020 

Dec 30 
Request for 
Information (RFI) 
Comments Start 

Mar 14 
Request for 
Information (RFI) 
Comments End 

Apr 30
Public Meeting
Host meeting with stakeholders to share high-level 
summary from RFI and obtain further input 

NIH Institutes and Centers (IC) Engagement RFI External Engagement External Engagement Continued 
Met with 20+ NIH ICs (including Directors) to learn IC needs Organization-hosted web meetings Participate in conferences and other stakeholder 

to engage key stakeholders directly meetings; further share and validate roadmap 

NIH/NLM Activities 

NIH IC Engagement: Continue engaging NIH points of contact monthly 

   

164

Modernization External Activities FY2020 
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  Thank you again for
joining us today! 
Please  visit  the  ClinicalTrials.gov 
Modernization  webpage for  the  latest  
updates on  the  modernization  effort. 

•  Public Comments Received  in  Response  to 
Request  for  Information  (RFI): 
ClinicalTrials.gov Modernization and 
ClinicalTrials.gov Summary of  Responses 
to the RFI and  are  currently available. 

•  The  meeting  recording  and  presentation 
slides will be   available  within  30  days. 

•  You  can  also  subscribe to  receive  Hot  Off  
the  PRS!  email updat es. 

•  Additional quest ions/comments?  Email 
register@clinicaltrials.gov. 
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