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Pre-Test

Who requires ClinicalTrials.gov registration?
A. WHO
B. FDA
C. NIH
D. CMS
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First Things First

“ClinicalTrials.gov” and “CT.gov” will be used interchangeably 
in this presentation for sake of brevity

(the correct internet address is www.clinicaltrials.gov)

• There are 2 basic functions of ClinicalTrials.gov 
– Registration
– Results

• There are 2 different systems
– Public site: https://clinicaltrials.gov/
– User site: Protocol Registration and Results System 

(PRS) https://register.clinicaltrials.gov/
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ClinicalTrials.gov -
Public Site
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Protocol Registration and Results 
System (PRS)
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Outline

Overview and background of ClinicalTrials.gov
Rationale for clinical trial registration and results 

reporting
Program Highlights
How to “register” your study
How to submit your study “results”
Tip and Tricks to help you
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Overview and background
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Year Entity Event
1997 Congress 1st U.S. law to require trial registration (FDAMA)
2000 NIH Releases ClinicalTrials.gov website 
2005 ICMJE Requires registration before enrollment
2006 WHO All clinical trials should be registered
2007 CMS PI must enroll qualifying clinical trials in ClinicalTrials.gov
2007 Congress Expanded registration, submission of results and adverse 

events, civil penalties (FDAAA)
2008 NIH Releases results database
2015 CMS Mandatory Reporting of Clinical Trial Number on Claims

FDMA: Food and Drug Administration Modernization Act
NIH: National Institutes of Health
ICMJE: International Committee of Medical Journal Editors

WHO: World Health Organization 
CMS: Centers for Medicare & Medicaid Services
FDAAA: Food and Drug Administration Amendments Act



Watchful Eyes
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Watchful Eyes
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Watchful Eyes
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Watchful Eyes
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Overview and background

2016: Final Rule
• …stay tuned

Whatever the Final Rule states Johns Hopkins will be well-
positioned to respond based on the new ClinicalTrials.gov 
Program
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Program Highlights

• 1.5 FTEs of dedicated staffing
– Anthony Keyes and Nidhi Atri, M.D.

• Statistical expertise
– Provided by the BEAD Core 

http://jhcchr.org/bead/
– First 1-hour covered by the program
– During this hour;

• Most concerns can be handled
• Additional time needed and costs can be discussed

15BEAD Core: Biostatistics, Epidemiology and Data Management
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Program Highlights

• For the PI/Study team, assistance with…
– Account creation and maintenance
– Initial registration
– PRS reviewer comments
– Update and results reminders
– Results reporting
– Changes to PI/Study team (including when a PI leaves)

16



Program Highlights

• Future Capabilities
– Effective E-mail 

• Relational database sending automated reminders for
– updates (every 6 months) 

– results reporting (1 year after Primary completion date)

– Efficiencies within eIRB
• Appropriately identify what studies meet registration and results criteria

• Update eIRB lead questions to harmonize with ClinicalTrials.gov

– Education
• Training Workshops

• Lunch and Learn

• Website
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Registration: 
Purpose and Benefits
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Results Reporting;
Purpose and Benefits
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Registration and Reporting 
Requirements
Why Register and Report?

– Commitment to research participants 
– Scientific validity/transparency
– Ethical standards
– Responsible stewardship of federal funds
– Required by law (FDAAA)
– Required by NCI 
– Required for journal publication (ICMJE)
– Required for CMS
– Required by WHO

20Why? What? Who? When? How?



Registration and Reporting 
Requirements
What Trials to Register and Report?
‘Applicable Clinical Trials’ include the following:
• Trials of drugs/biologics. Controlled clinical investigations, other 

than phase 1 trials of drugs/biological products subject to FDA regs.
• Trials of devices. 1) Controlled trials with health outcomes of 

devices subject to FDA regulation (other than small feasibility 
studies) and 2) pediatric post-market surveillance required by FDA

• The trial has one or more sites in the U.S.
• The trial is conducted under an FDA IND or IDE application
• The trial involves a drug, biologic, or device that is manufactured 

in the U.S. or its territories and is exported for research
ACT Wizard: http://grants.nih.gov/clinicaltrials_fdaaa/docs/Flow_chart-ACT_only.pdf
Identifying an ACT under FDAAA http://grants.nih.gov/ClinicalTrials_fdaaa/ACTs_under_FDAAA.htm
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Registration and Reporting 
Requirements
Trials that are Excluded:
• (Non-serious/life-threatening) Phase 1 drug trials, including studies 

in which drugs are used as research tools to explore biological 
phenomena or disease processes

• Small clinical trials to determine the feasibility of a device or a 
clinical trial to test prototype devices where the primary outcome 
measure relates to feasibility and not to health outcomes

• Trials that do not include drugs, biologics, devices, or clinical 
procedures (e.g., behavioral interventions)

• Non-interventional (observational) clinical research, such as cohort 
or case-control studies

• Trials that were ongoing as of September 27, 2007, and reached 
the Completion Date before December 26, 2007 
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Registration and Reporting 
Requirements
Who is Responsible?
Responsible Party (RP) for a clinical trial must register the 
trial and submit results information. An RP can be:
 The Sponsor of the clinical trial (as defined in 21 CFR 50.3) who 

initiates the study (i.e., “Johns Hopkins University”)
 The Principal Investigator (PI) 
 The Sponsor-Investigator (the individual who both initiates and 

conducts the study)

As a matter of policy the “Sponsor” should be listed as the RP

23Why? What? Who? When? How?
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Registration and Reporting 
Requirements
Who is Responsible?
Responsible Party (RP) can be:

• The Principal Investigator (PI) of such clinical trial, assuming: 
• the PI is responsible for conducting the trial, 
• has access to and control over the data from the clinical trial, 
• has the right to publish the results of the trial, and 
• has the ability to meet all of FDAAA's requirements for the 

submission of clinical trial information.
• Maintains full compliance with 6-month updates

As a matter of policy the “Sponsor” should be listed as the RP
Not doing so bypasses internal review 

24Why? What? Who? When? How?

http://prsinfo.clinicaltrials.gov/ElaborationsOnDefinitions.pdf


Registration and Reporting 
Requirements
When to Register?
• ICMJE requires trial registry at or before first patient 

enrollment as a condition for publication
Source: http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-
registration.html

• The Responsible Party for an Applicable Clinical Trial 
must submit required clinical trial information through 
the Protocol Registration and Reporting System (PRS) 
no later than 21 days after enrollment of the first 
participant. 
Source: https://www.clinicaltrials.gov/ct2/manage-recs/fdaaa
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Registration: Tips and Tricks

Before you submit the PRS Admin or RP 
should…
Check for spelling and to see that all acronyms are expanded using 
the “Spelling” feature
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Registration: Tips and Tricks

Before you submit the PRS Admin or RP 
should…
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 Check all Outcome Measures for accuracy and completion
 Check for any “Errors” or “Warnings” 



Update Requirements

When to update a study in-process?
• While Study is In-Process: 

– RPs must update the record within 30 days of a change to:
• Recruitment Status -or-
• Completion Date

– Record Verification Date must be updated at least every 6 
months, even if no changes to the study Failure to update 
ClinicalTrials.gov info can result in penalties

– Need to update ends when the study is completed/terminated 
and results are entered, approved and posted

28Why? What? Who? When? How?



Reporting Requirements

When to submit Basic Results?
• No later than 12 months after (Primary) Completion Date.
• Primary Completion Date FDAAA [Required by for 

records first released on or after December 1, 2012] 
– Date that the final subject was examined or recv’d an intervention 

for purposes of final data collection for the primary outcome, 
whether the trial concluded per protocol or was terminated. 

– Must keep this field accurate in clincaltrials.gov since it’s how NIH 
determines the timeliness of basic results reporting

• Study Completion Date
– Final date on which data was (or is expected to be) collected. 

Source: https://prsinfo.clinicaltrials.gov/definitions.html#PrimaryCompletionDate
29
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Reporting Requirements

But what if the dog ate my homework?
A Responsible Party may DELAY submission of Basic 
Results / Seek an Extension
Source: https://www.clinicaltrials.gov/ct2/manage-recs/fdaaa

Prior Publication Comment:
Medical journals have stated that reporting results to 
ClinicalTrials.gov in compliance with FDAAA 801 will not be 
considered “prior publication.” Source: http://www.nejm.org/doi/pdf/10.1056/NEJMe078110
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Reporting Requirements

Additional Note about FDA

New Drug Applications (NDA) require certification that trial 
registration is up-to-date (IND sponsor must submit an 
FDA Form 3674 to their IND file) 
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Practical Application

How long will it take to..
• Register a Trial?

– ClinicalTrials.gov may have comments
– After review usually 2-5 days

• Submit Basic Results?
– Highly variable based on study specifics
– Tables will likely not be constructed the same way
– ClinicalTrials.gov may have comments
– May need statistical assistance
– ClinicalTrials.gov will assist
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Practical Application

How to Register http://clinicaltrials.gov/ct2/manage-recs/how-register

1. Obtain a PRS user account, and know your institutional 
PRS account name (“JohnsHopkinsU”)
– Each user should have their own account (no user account sharing)

2. Identify the Responsible Party
– The RP role is similar to the PI role in the IRB…?

33

Who can enter 
information/update the 
study?

Who can “submit” 
the study for 
review?

IRB
ClinicalTrials.gov

PI
Responsible Party

PI,
Record owner,
Responsible Party,
Anyone on the Access list

Study team members

http://clinicaltrials.gov/ct2/manage-recs/how-register


Practical Application

How to Register (cont.)
3. Enter the required and optional data elements 

– (webinar: http://prsinfo.clinicaltrials.gov/webinars/module3/index.html) 

4. Preview and inspect
– review the ClinicalTrials.gov Protocol Review Criteria document 

http://prsinfo.clinicaltrials.gov/ProtocolDetailedReviewItems.pdf

5. The RP will “Approve” and “Release” the record

34Why? What? Who? When? How?
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Protocol Information Review 
Process
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Practical Application: 
Entering Basic Results
What Info Must be Submitted?
Scientific Information (per arm)

– Participant Flow
• Number of participants started and completed

– Baseline Characteristics
• Number of participants analyzed

• Age and gender

– Outcome Measures
• Number of participants analyzed

• Title and Description

• Measurements (e.g., mean) and Measure of Dispersion (e.g., Std Dev)

• Statistical analyses, as appropriate
36



Practical Application: 
Entering Basic Results
What Info Must be Submitted (cont.)?
Scientific Information (per arm)

– Adverse Events – Serious and “Other”
• Number of Participants Affected/At Risk

• Adverse Event Term and Organ System

– Limitations and Caveats (optional section)
– Other Administrative Information

• Results Point of Contact

• Certain Agreements (related to investigator’s right to publish, if not an 
employee of the sponsor)
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Practical Application

• Summary results at the end of the trial only
– No interim or “real time” reporting
– No participant-level reporting

• Info targeted at readers of the medical literature
– “Tables” of information; “just the facts”
– No narrative discussion or results/conclusions

• Entering results ~ preparing a journal article (but more rigid)

• Data provider need to be familiar with the study 
design/analysis
– the investigator and/or a statistician will need to be involved
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Results: Tips and Tricks

• How to Submit Your Results homepage 
http://clinicaltrials.gov/ct2/manage-recs/how-report

• Basic Results Data Elements Definitions 
http://prsinfo.clinicaltrials.gov/results_definitions.html

• 10 minute webinars for each results module 
http://clinicaltrials.gov/ct2/manage-recs/present

• Helpful Hints (with common study designs examples) 
http://prsinfo.clinicaltrials.gov/ResultsExamples.pdf
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Practical Application: 
Top 10
Common Errors and Tips when Entering Basic Results:
1. The Enrollment # in the protocol section conflicts with the # of 

participants Started in the Participant Flow module
2. The Arm/Group Description should be used to provide additional 

details about the interventions administered *(e.g., dosage, dosage 
form, frequency of administration) or groups evaluated.
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3.  Expand all acronyms 
and abbreviations the 
first time used (and 
include acronym in 
parentheses).  

Use “Spelling” feature



Practical Application: 
Top Ten
Common Errors and Tips when Entering Basic Results:

4. Provide a brief but descriptive summary of the criteria used for the 
Outcome Measure/Assessment (“X” as assessed by “Y”)

5. # of Participants analyzed is not consistent with numbers provided 
in any of the rows in the Participant Flow Module

6. The Outcome Measure should be specific and measurable by the 
units of measure provided 

7. Measure Title/Description (# of AEs) and Unit of Measure (# of 
Participants with AEs) are inconsistent

8. The time-frame provided is not specific. 
9. Previous comments have not been addressed.
10. Provide brief but informative Arm/Group titles
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Practical Application

- Legacy Studies -
When entering Basic Results for legacy studies (i.e. studies starting 
2007 and earlier) with limited data accessibility or older studies that 
changed significantly from the time that they were first registered, 
one may attempt to punt via adding a link to the publication preceded 
by the following descriptive text (edit text as needed) under the “Basic 
Results/Limitations and Caveats” section (note: there is no guarantee 
this will be accepted by the clinicaltrials.gov office but it’s worked in the 
past for some SKCCC trials): 

“The raw study data is no longer available for this study [or] the design 
of this trial changed significantly from when it was first registered. The 
study’s publication can be accessed here: 
[www.webaddresshere.com].”
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Practical Application

- Terminated Studies -
How do I submit results information if the trial is terminated (that 
is, stopped prematurely) and no data were collected for one or 
more Outcome Measures?
• If no participants were ever enrolled in the trial, set the Overall 

Recruitment Status to Withdrawn, and no further results information 
will need to be submitted.

• For a trial that was terminated after participants were enrolled, 
provide any available data. If no data are available for any of the 
Outcome Measures, specify zero ("0") for the Number of 
Participants Analyzed in each Arm/Group, and leave the data fields 
blank. Provide an explanation in the Analysis Population 
Description or the Limitations and Caveats module. 
https://clinicaltrials.gov/ct2/manage-recs/faq#terminated
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Practical Application

Suggested Best Practices 
• Consistent institutional identity and registration process

– Central registration assistance via a local PRS administrator
– As a matter of policy the “Sponsor” should be listed as the RP

• Maintain data during the conduct of the study
– RPs must update the record within 30 days of a change to:

• Recruitment Status -or-

• Completion Date

– Record Verification Date must be updated at least every 6 months, even if 
no changes to the study (for all studies not yet completed).

• RP must manage timelines (Calendar updates work well!)
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Practical Application

Enter your NCT number in eIRB
This can be done as an “Admin Change”

• Does not require a Change in Research
• Does not require the PI to submit
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Practical Application

• 1-on-1 assistance is now available at 
registerclinicaltrials@jhmi.edu

• Send all technical clinicaltrials.gov questions to 
register@clinicaltrials.gov
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Further Training

• Results Database Train-the-Trainer Workshop
– This workshop was developed for staff at National Institutes of 

Health (NIH) Clinical and Translational Science Award (CTSA) 
institutions who are responsible for providing ClinicalTrials.gov 
training and support to investigators and other staff who must 
submit summary results information to ClinicalTrials.gov. The 
workshop focuses on the data entry content and format 
requirements of the results database and provided hands-on 
tutorials on PRS data entry.

– Two-day workshop held twice/year at NIH in Bethesda, MD
– Workshop slides are posted on-line 

https://clinicaltrials.gov/ct2/manage-recs/present
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Summary

• Quiz!
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Quiz (1 of 5)

How often should records in ClinicalTrials.gov be updated 
for ongoing studies?

A. Weekly
B. Within 30 days of a change to recruitment status or completion 

date
C. Every 6 months
D. Annually
E. B + C
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Quiz (2 of 5)

What studies need to be registered on ClinicalTrials.gov?

A. Phase 1 trials
B. Multi-center trials
C. Behavioral Intervention studies
D. Applicable clinical trials
E. All of the above
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Quiz (3 of 5)

When should basic results be reported?

A. Within 6 months of the primary completion date
B. Within 12 months of the primary completion date
C. Within 6 months of the publication date
D. Within 6 months of IRB closeout/termination
E. Whenever I can get to it
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Quiz (4 of 5)

What is true about the Responsible Party (RP)?

A. The RP is the Principal Investigator (PI)
B. As a matter of policy the “Sponsor” should be listed as the RP
C. The RP is the only one who can edit information in 

ClinicalTrials.gov
D. The RP releases records for review
E. B & C
F. B & D
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Quiz (5 of 5)

Public information on ClinicalTrials.gov is written at the 
level of…?

A. 5th grade reading level
B. Members of the scientific community
C. Readers of medical literature
D. 12th grade reading level
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Questions
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• JohnsHopkinsU (SOM, SON) – Anthony Keyes, Nidhi Atri 
registerclinicaltrials@jhmi.edu

• Oncology (SKCCC) – Monica Owens (Jhcccro@jhmi.edu)

• JHSPH – Miye Schakne (mschakne@jhsph.edu)

mailto:registerclinicaltrials@jhmi.edu
mailto:Jhcccro@jhmi.edu
mailto:mschakne@jhsph.edu


Thank You

It has been a tremendous pleasure and honor to launch 
this exciting new program
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Select References

• ACT Wizard: http://grants.nih.gov/clinicaltrials_fdaaa/docs/Flow_chart-
ACT_only.pdf

• Clinicaltrials.gov history: https://www.clinicaltrials.gov/ct2/about-site/history
• Clinicaltrials.gov homepage: https://www.clinicaltrials.gov/
• Clinicaltrials.gov FAQ: https://clinicaltrials.gov/ct2/manage-recs/faq
• NIH Guidance on FDAAA:

http://grants.nih.gov/grants/guide/notice-files/NOT-OD-08-014.html
• FDA Guidance on Form FDA 3674:

http://www.fda.gov/RegulatoryInformation/Guidances/ucm125335.htm
• Elaboration of Definitions of Responsible Party and Applicable Clinical Trial

https://prsinfo.clinicaltrials.gov/ElaborationsOnDefinitions.pdf
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Appendixes:
Overview and background
1997: Congress Passes FDAMA

• 1st U.S. law to require trial registration 
• FDAMA Section 113 required NIH to create a public 

information resource on certain trials registered by FDA
• Registry designed to:

include information about federally or privately funded clinical trials 
conducted under investigational new drug applications (INDs) to test the 
effectiveness of experimental drugs for patients with serious or 
life-threatening diseases or conditions. 

FDAMA: Food and Drug Administration Modernization Act
Source for timeline: https://www.clinicaltrials.gov/ct2/about-site/history
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Overview and background

2000: NIH Releases ClinicalTrials.gov Web Site 
• NIH National Library of Medicine (NLM) worked with 

FDA and others to develop ClinicalTrials.gov. 
• First version of ClinicalTrials.gov published on Feb 29, 

2000 
• Registry primarily included NIH-funded studies
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Overview and background

2000–2004: FDA Issues Guidance Documents
• 2000 - FDA issues draft guidance (provided 

recommendations for researchers submitting 
information to ClinicalTrials.gov). 

• 2002 - Final guidance document published
• 2004 - FDA proposed revised guidance (included new 

content for researchers submitting info required by the 
Best Pharmaceuticals for Children Act of 2002 (BPCA)). 
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Overview and background

2005: International Committee of Medical 
Journal Editors 
• The ICMJE will require, as a condition of consideration 

for publication, registration in a public trials registry. 
Trials must register at or before the onset of patient 
enrollment. This policy applies to any clinical trial 
starting enrollment after July 1, 2005.
http://www.icmje.org/about-icmje/faqs/clinical-trials-registration/
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Overview and background

2006: WHO Creates Trial Registration Policy 
– World Health Organization (WHO) states that all clinical trials 

should be registered, and identified a minimum trial registration 
dataset of 20 items 

2007: WHO launched the International Clinical 
Trials Registry Platform (ICTRP)

– Offers a search portal (not a registry) providing a single point of 
access to studies registered in various international registries 

– Includes data available on ClinicalTrials.gov 
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Overview and background

2007: Centers for Medicare & Medicaid Services
(CMS)
National Coverage Determination (NCD) for Routine Costs 
in Clinical Trials (310.1) states: 
• Medicare covers the routine costs of qualifying clinical trials; 
• PI must enroll qualifying clinical trials in ClinicalTrials.gov; 
• If a research sponsor offers to pay cost-sharing/copays owed by the 

beneficiary, this could be a fraud and abuse problem (2009 memo)
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Overview and background

2007: Congress Passes FDAAA Expanding 
ClinicalTrials.gov Submission Requirements
Section 801 of FDAAA (FDAAA 801) requires: 
• More trials be registered; 
• Additional trial registration information; 
• Summary results, including adverse events, for certain trials. 
• Law also included penalties for noncompliance, such as the 

withholding of NIH grant funding and civil monetary penalties of up 
to $10,000 a day.
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Overview and background

2007 FDAAA Cont:
• Per FDAAA 801, ClinicalTrials.gov now allows sponsors 

and principal investigators the ability to submit the 
results of clinical studies. 

• Submission of adverse event information was optional 
when the results database was released (later required, 
circa Sep 2009). 
Includes information about the Responsible Party, 
Applicable Clinical Trials, deadlines for submitting 
required information, and penalties.
https://clinicaltrials.gov/ct2/manage-recs/fdaaa
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Overview and background:
Role of the FDA
FDA has been given certain implementation 
and compliance/enforcement responsibilities 
related to Title VIII of FDAAA.
• Requiring a certification regarding compliance with 

ClinicalTrials.gov requirements to accompany IND/IDE
• Requiring the inclusion of a particular statement in the 

informed consent documents for "applicable clinical 
trials" 

• Compliance and enforcement activities related to the 
failure to submit required clinical trial information
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http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/FDAsRoleClinicalTrials.govInformation/default.htm#Definitions
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/FDAsRoleClinicalTrials.govInformation/default.htm


Overview and background:
Role of the FDA (cont.)
The following exact statement must be 
included in the informed consent documents 
of "applicable clinical trials":

“A description of this clinical trial will be available on 
http://www.ClinicalTrials.gov, as required by U.S. Law. This Web 
site will not include information that can identify you. At most, the 
Web site will include a summary of the results. You can search this 
Web site at any time.” - 21CFR50.25c

67http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM291085.pdf
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Overview and background

2008: ClinicalTrials.gov Releases Results 
Database
Declaration of Helsinki Revision: Trial 
Registration and Results Dissemination 
"Every research study involving human subjects must be registered in a 
publicly accessible database before recruitment of the first subject." 
"Researchers have a duty to make publicly available the results of their 
research on human subjects and are accountable for the completeness and 
accuracy of their reports. All parties [i.e., researchers, authors, sponsors, 
editors and publishers] should adhere to accepted guidelines for ethical 
reporting. Negative and inconclusive as well as positive results should be 
published or otherwise made publicly available." 
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Overview and background

2015: Full compliance with CMS (CR 8401)
Mandatory Reporting of Clinical Trial Number on Claims
• Trial-related claims will be returned if they do not contain the actual 

clinical trial identifier number (previously an 8-digit generic number, i.e., 
99999999 could be used)

• Beginning January 1, 2015, without further notice, CR 8401 shall be fully 
implemented.

69

https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-
MLN/MLNMattersArticles/Downloads/SE1344.pdf

https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/Downloads/SE1344.pdf


Overview and background

2015: NCI Issues Clinical Trial Access Policy
• Public access to results from National Cancer Institute 

(NCI)-supported clinical trials. 

• Final results are expected to be reported in a publicly 
accessible manner within twelve (12) months of the trial's 
primary completion date, regardless of whether the 
clinical trial was completed as planned or terminated 
earlier.

• Policy incorporated as a Term and Condition of NCI 
award. 
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Commonly Received
PRS Comments
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Commonly Received
PRS Comments
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Outcome Measures
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http://jhcchr.org/bead/



CCHR BEAD Core Mission

To provide research support services that 
promote, strengthen and expand the 
research of the Johns Hopkins University 
faculty so that we remain one of the top 
interdisciplinary research institutions, 
focused on improving the health and well-
being of individuals, families and their 
communities.  
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• Epidemiologic study design and approach
• Biostatistical analyses (basic, complex) 
• Qualitative study design and analyses
• Database development and management 
• Survey design review
• IRB submissions
• Grant submissions – review, statistical plans, 

power calculations, budget for services
• Research training seminars

Core Research Support Services
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Leadership

Epidemiologists

Biostatisticians

Health 
Informatics 
Specialists

GIS techniciansField Staff

Project 
Coordinators

BEAD Project 
Leads



How does the model work?

• One hour initial consultation
• Subsidized research support services 

for Pediatric and Bayview faculty 
members and their trainees

• Transition to direct-fee-for-service for 
value and sustainability

• Rates in line with other institutional 
support services
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Benefits of the BEAD Model

• Conceptualization of faculty research as a 
developmental process

• Model of support that is service-based, responsive 
and efficient

• Strong focus on epidemiology and a mentored 
support structure

• Built on teamwork and collaboration
• Extensive grantsmanship experience (NIH, 

Foundation grants, PCORI)
• Breadth of content, methods, statistical expertise78



Our Partners

• Johns Hopkins Institute for Clinical and 
Translational Research (ICTR)

• Johns Hopkins Biostatistics Center
• All Children’s Hospital, St. Petersburg, FL
• Johns Hopkins Bloomberg School of Public 

Health



Tips

• Contact us early
– Grant deadlines are similar for faculty across JHMI 

(September/October; May/June)
– Faculty in need of statistical plans often also require 

study design assistance
• Allow plenty of time

– Min 1 month for small database once all aspects are 
complete

– Initial consults 2-4 weeks from contact date
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For research support services contact:
CCHRBEAD@jhmi.edu
http://jhcchr.org/bead/
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