
WELCOME

Data Managers Interest Group (DMIG)

May 11, 2023

JHU Clinical Research Investigator 
Resources - Session #4

Research Support and Ethics

We will being promptly at 11:00 am 



Welcome to the DMIG Session #4

Agenda:
Moderator: Stephanie Swords, MS, CCRP
Title: JHU Clinical Research Investigator Resources

• Research Ethics Consultation Service (RECS) –
(Alan Regenberg, MBE)

• Clinicaltrials.gov (ct-gov) – (Oswald Tetteh, MD,
MPH)

• Research Coordinator Support Services (RCSS) –
(Tony Keyes, MBA)



To find previous DMIG 
webinars and other 
past ICTR recorded 
events please visit:

https://ictr.johnshopkins.edu/all-events/presentations/

https://ictr.johnshopkins.edu/all-events/presentations/


Join the DMIG Microsoft Teams 

• Join the ICTR Data Managers Interest
Group Microsoft Teams group:
To join DMIG MSTeams Click Here

Or go to MS Team and type for ICTR 
Data Managers Interest Group in the 

search bar at the top of the page.

https://teams.microsoft.com/l/team/19%3apyZObj0GCOpf-T6f4bkAqmtcO74XBe_3iyY2NIQQuBQ1%40thread.tacv2/conversations?groupId=2bae8a3e-d80a-402f-9b03-93b265b31a07&tenantId=9fa4f438-b1e6-473b-803f-86f8aedf0dec


RECS
Research Ethics Consult  Service



• Free Service, launched in 2005
• Initially - School of Public Health
• Expanded in 2008
• Holly Taylor and Nancy Kass

History



The Research Ethics Consultation Service helps to raise 
awareness of, and to assist investigators in resolving ethical 
issues throughout the entire research process.

Consults may be requested for ethical issues arising during study development, conduct, 
analysis and publication.

Note: The service is not designed to “pre-review” submissions to the IRB nor to review or draft consent 
documents.



Examples:
• Informed Consent Process
• Enrollment of Vulnerable Participants
• Risk/Benefit Assessment
• Study Design



RECS Team



RECS Training



CRECC
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Most common ethical concerns:











Consultation Process:

Review 
available info

Literature 
review

Discussion 
with requestor

Gather 
additional info

Deliver final 
report





Case: 
Sham Surgery

The protocol proposes a procedure for the control 
group (sham surgery) that seems to be outside of 
the current standard of research practice for 
sham procedures. The IRB seeks advice and 
guidance on the ethical consideration of the sham 
procedure proposed in the study protocol 



Background
Intracerebral fetal tissue 
grafts to treat Parkinson's 
Disease



• First-in-humans trial
• Gene therapy administered into the brain for Huntington’s disease
• Administration would take place via a surgical procedure under 

general anesthesia
• Procedure expected to take 8 hours
• 26 participants

• 16 active group (8 low dose, 8 high dose)
• 10 sham group 

Study Features:



• General anesthesia with intubation for 8 hours
• Burr holes in the skull without penetrating the dura mater

Sham Procedure:



• Known placebo response in HD trials / early trials have shown 
positive results that could not be replicated in sham controlled 
studies.

• PD experience with sham control
• AANSCNS (2009) support the use of sham surgery controls 

• When necessary to determine accurate results
• As safe as possible, and properly designed
• Patients must be fully informed about the nature of the 

study/need for placebo control, risks of placebo procedure, 
alternatives

• Risks to future subjects could be minimized
• Safety profile of sham procedure in the context of HD as a fatal 

disease

Investigator Rationale:



• Sham is needed to ensure internal validity of the study
• Risks/burdens are minimized
• Robust consent process

Necessary Conditions:



RECS
Research Ethics Consult  Service

Thank you!

bioethics.jhu.edu
@bermaninstitute
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RECS
Research Ethics 
Consult Service

Thank you!
bioethics.jhu.edu
@bermaninstitute



ClinicalTrials.gov and The JHU 
ClinicalTrials.gov Program: An 
overview

Presented by: Oswald Tetteh, Clinical Research Compliance Specialist



Public Site
https://clinicaltrials.gov

Protocol Registration & Results 
System (PRS)

https://register.clinicaltrials.gov

 145,000 unique visitors/day
 215 million page views/month



Public Site
https://clinicaltrials.gov

Beta Site
https://beta.clinicaltrials.gov/

National Library of Medicine 
(NLM) is looking for feedback



National Library of Medicine 
(NLM) is looking for feedback

Classic PRS Site
https://register.clinicaltrials.gov PRS Beta Site

https://register.clinicaltrials.gov/v2/







 Commitment to research participants (including recruitment)
 Scientific validity/transparency
 Ethical standards
 Responsible stewardship of federal funds
 Help IRB assess value of new studies
 Required for journal publication (ICMJE)
 Required by law (FDAAA) and regulations (42 CFR Part 11)
 Required for all NIH-supported clinical trials (including NCI)
 Required for CMS
 Required by WHO
 Required by Foundations, such as Wellcome Trust





According to the revised Common Rule, effective January 21, 
2019…
•Important considerations regarding the uploading of the informed consent 
form (ICF):

•Applies only to clinical trials conducted or supported by a Federal 
department or agency* using the Common Rule

•The consent form must have been used in enrolling participants
•Should be uploaded when recruitment ends but no later than 60 days after 
the last study visit by any subject, as required by the protocol

•Must be uploaded to either ClinicalTrials.gov or a docket folder on 
Regulations.gov

§46.116 General requirements for informed consent.
Agencies* https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html

https://www.ecfr.gov/cgi-bin/text-idx?SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&node=sp45.1.46.a&rgn=div6#se45.1.46_1103
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html


Entity Registration Results Reporting Penalties

Health and Human Services
(HHS)

Within 21 days of 
enrollment

Within 365 days of primary completion date 
for ACTs

• $13,237/study/day
• Criminal proceedings
• Loss of grant funding

National Institutes 
of Health 
(NIH)

Within 21 days of 
enrollment

Within 365 days of primary completion date 
for clinical trials receiving NIH funding

Loss of grant funding (to 
include the institution)

National Cancer Institute 
(NCI)

Within 21 days of 
enrollment

Within 365 days of primary completion date of 
NCI-supported clinical trials (in a peer-
reviewed journal and/or ClinicalTrials.gov)

Loss of grant funding

Veterans Health 
Administration
(VHA)

Prior to release of 
funding. Prior to 
enrollment

Within 365 days of primary completion date Loss of grant funding

https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and-results-information-submission
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://grants.nih.gov/grants/guide/notice-files/NOT-CA-15-011.html
https://www.research.va.gov/resources/ORD_Admin/clinical_trials/


Entity Registration Results Reporting Penalties

Centers for Medicare & 
Medicaid Services 
(CMS)

All qualifying clinical trials Study-specific • Coverage denial
• Costs and fraud 

investigations

Patient-Centered Outcomes 
Research Institute 
(PCORI)

All Clinical studies
(including observational)

Expected of all PCORI 
Clinical studies – 500 word abstract 
published on PCORI website

• Loss of grant funding

International Committee of 
Medical Journal Editors 
(ICMJE)

Prior to enrollment Ineligibility to publish

Department of Defense
(DoD)

Prior to enrollment.
Prior to release of 
funding. 

Study-specific • Withholding or recovery 
of award funds

https://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/2014-Transmittals-Items/SE1344.html
https://www.pcori.org/news-release/pcori-board-adopts-process-peer-review-and-public-release-research-findings
https://cdmrp.army.mil/pubs/pdf/humanResource.pdf


Recent Enforcement 
and Monitoring



https://www.fda.gov/science-research/fdas-role-clinicaltrialsgov-information/clinicaltrialsgov-notices-noncompliance-and-civil-money-penalty-
actions#:~:text=FDA%20has%20the%20authority%20to,or%20misleading%20clinical%20trial%20information

https://www.fda.gov/science-research/fdas-role-clinicaltrialsgov-information/clinicaltrialsgov-notices-noncompliance-and-civil-money-penalty-actions#:%7E:text=FDA%20has%20the%20authority%20to,or%20misleading%20clinical%20trial%20information


Strengthening the FDA’s Enforcement of ClinicalTrials.gov Reporting Requirements       
https://jamanetwork.com/journals/jama/fullarticle/2786399
https://www.uaem.org/freedom_of_information_act

Researchers from Yale, Columbia, and Universities Allied for Essential 
Medicines (UAEM) submitted a Freedom of Information Request

•58 Preliminary Notice of Noncompliance Letters sent
•57 for Results, 1 for Registration
•32 to drug makers
•0 to Federal Agencies

•90% reported to ClinicalTrials.gov (median = 3 weeks)
•UAEM released the full text of all 58 letters

https://jamanetwork.com/journals/jama/fullarticle/2786399
https://www.uaem.org/freedom_of_information_act


https://www.transparimed.org/single-post/fdaaa-pallone
https://www.statnews.com/pharmalot/2023/02/27/fda-petition-clinical-trials-transparency-nih/
https://www.transparimed.org/single-post/nih-research-waste

https://www.transparimed.org/single-post/fdaaa-pallone
https://www.statnews.com/pharmalot/2023/02/27/fda-petition-clinical-trials-transparency-nih/
https://www.transparimed.org/single-post/nih-research-waste


https://fdaaa.trialstracker.net/

https://fdaaa.trialstracker.net/


Our Program



JHU ClinicalTrials.gov Program
This program is based in the School of Medicine, Institute for Clinical 
and Translational Research (ICTR). Our staff will be able to assist you 
and guide you as you work through your ClinicalTrials.gov record.

For SOM, SON, SKCCC, ACH, JHSPH
• Oswald Tetteh, MD, MPH – Clinical Research Compliance Specialist
• Kimberly Hill – Clinical Research Compliance Specialist

For Kennedy Krieger Institute
• Eun Sol Jung

To schedule training sessions or presentations to your department contact us at: registerclinicaltrials@jhmi.edu
For more resources, please visit: 
http://ictr.johnshopkins.edu/clinicaltrials-gov

mailto:registerclinicaltrials@jhmi.edu
http://ictr.johnshopkins.edu/clinicaltrials-gov




Results Reporting
 Results reporting reminders (due 12 months after primary completion 

date*) – Need to start 3-4 months early
 Assistance with results reporting
 Assistance with PRS reviewer comments (25 calendar days)
 Changes to PI/Study team (including when a PI leaves)
Direct services at $50 per hour (optional)

* Final data collection date for primary outcome measure.



PRS Reports 
• Planning
• Main Site
• Public site

IRB Reports
• Changes in PI 
• Studies which have been terminated 
• Studies which are identified as clinical trials, but have no NCT 

number



Please visit our website for tutorials and more detailed information:
https://ictr.johnshopkins.edu/clinicaltrials-gov

See us on YouTube at “JohnsHopkinsCTgov”

Email us with any questions at 
registerclinicaltrials@jhmi.edu

https://ictr.johnshopkins.edu/clinicaltrials-gov
https://www.youtube.com/channel/UCOHlCGfU2xvxHpvRkV3357Q/
mailto:registerclinicaltrials@jhmi.edu


ClinicalTrials.gov and The JHU 
ClinicalTrials.gov Program: An overview

Presented by: Oswald Tetteh, Clinical Research Compliance Specialist



ClinicalTrials.gov

Public Site
https://clinicaltrials.gov

Protocol Registration & Results 
System (PRS)

https://register.clinicaltrials.gov

 145,000 unique visitors/day
 215 million page views/month



ClinicalTrials.gov

Public Site
https://clinicaltrials.gov

Beta Site
https://beta.clinicaltrials.gov/

National Library of Medicine 
(NLM) is looking for feedback



ClinicalTrials.gov - PRS

National Library of Medicine 
(NLM) is looking for feedback

Classic PRS Site
https://register.clinicaltrials.gov PRS Beta Site

https://register.clinicaltrials.gov/v2/



ClinicalTrials.gov Overview



ClinicalTrials.gov Overview



Why is this necessary? 

 Commitment to research participants (including recruitment)
 Scientific validity/transparency
 Ethical standards
 Responsible stewardship of federal funds
 Help IRB assess value of new studies
 Required for journal publication (ICMJE)
 Required by law (FDAAA) and regulations (42 CFR Part 11)
 Required for all NIH-supported clinical trials (including NCI)
 Required for CMS
 Required by WHO
 Required by Foundations, such as Wellcome Trust



What needs to be registered?

• Any research study meeting the definition of a clinical trial
― International Committee for Medical Journal Editors (ICMJE)
― Food and Drug Administration Amendments Act (FDAAA)
― National Institutes of Health (NIH)

• Any research study with funding from an agency that requires 
registration



Uploading the Consent Form

According to the revised Common Rule, effective January 21, 
2019…
• Important considerations regarding the uploading of the informed 

consent form (ICF):
• Applies only to clinical trials conducted or supported by a Federal 

department or agency* using the Common Rule
• The consent form must have been used in enrolling participants
• Should be uploaded when recruitment ends but no later than 60 days after 

the last study visit by any subject, as required by the protocol
• Must be uploaded to either ClinicalTrials.gov or a docket folder on 

Regulations.gov

§46.116 General requirements for informed consent.
Agencies* https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html

https://www.ecfr.gov/cgi-bin/text-idx?SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&node=sp45.1.46.a&rgn=div6#se45.1.46_1103
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html


Summary of Requirements

Entity Registration Results Reporting Penalties

Health and Human Services
(HHS)

Within 21 days of 
enrollment

Within 365 days of primary completion date 
for ACTs

• $13,237/study/day
• Criminal proceedings
• Loss of grant funding

National Institutes 
of Health 
(NIH)

Within 21 days of 
enrollment

Within 365 days of primary completion date 
for clinical trials receiving NIH funding

Loss of grant funding (to 
include the institution)

National Cancer Institute 
(NCI)

Within 21 days of 
enrollment

Within 365 days of primary completion date of 
NCI-supported clinical trials (in a peer-
reviewed journal and/or ClinicalTrials.gov)

Loss of grant funding

Veterans Health 
Administration
(VHA)

Prior to release of 
funding. Prior to 
enrollment

Within 365 days of primary completion date Loss of grant funding

https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and-results-information-submission
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://grants.nih.gov/grants/guide/notice-files/NOT-CA-15-011.html
https://www.research.va.gov/resources/ORD_Admin/clinical_trials/
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https://www.pcori.org/news-release/pcori-board-adopts-process-peer-review-and-public-release-research-findings
https://cdmrp.army.mil/pubs/pdf/humanResource.pdf


Recent Enforcement 
and Monitoring



FDAAA 801 Violations 

• Notice is sent to the Responsible Party 
• Pre-Notice Letters are not identified as an FDAAA 801 Violation and 

not identified in ClinicalTrials.gov 
• Notice of Noncompliance Letters are identified as an FDAAA 801 

Violation in ClinicalTrials.gov

https://www.fda.gov/science-research/fdas-role-clinicaltrialsgov-information/clinicaltrialsgov-notices-noncompliance-and-civil-money-penalty-
actions#:~:text=FDA%20has%20the%20authority%20to,or%20misleading%20clinical%20trial%20information

https://www.fda.gov/science-research/fdas-role-clinicaltrialsgov-information/clinicaltrialsgov-notices-noncompliance-and-civil-money-penalty-actions#:%7E:text=FDA%20has%20the%20authority%20to,or%20misleading%20clinical%20trial%20information


FDAAA 801 Violations 

Strengthening the FDA’s Enforcement of ClinicalTrials.gov Reporting Requirements       
https://jamanetwork.com/journals/jama/fullarticle/2786399
https://www.uaem.org/freedom_of_information_act

Researchers from Yale, Columbia, and Universities Allied for Essential 
Medicines (UAEM) submitted a Freedom of Information Request

•58 Preliminary Notice of Noncompliance Letters sent
•57 for Results, 1 for Registration
•32 to drug makers
•0 to Federal Agencies

•90% reported to ClinicalTrials.gov (median = 3 weeks)
•UAEM released the full text of all 58 letters

https://jamanetwork.com/journals/jama/fullarticle/2786399
https://www.uaem.org/freedom_of_information_act


2023 Articles

https://www.transparimed.org/single-post/fdaaa-pallone
https://www.statnews.com/pharmalot/2023/02/27/fda-petition-clinical-trials-transparency-nih/
https://www.transparimed.org/single-post/nih-research-waste

https://www.transparimed.org/single-post/fdaaa-pallone
https://www.statnews.com/pharmalot/2023/02/27/fda-petition-clinical-trials-transparency-nih/
https://www.transparimed.org/single-post/nih-research-waste


Watchful Eyes – FDAAA TrialsTracker

https://fdaaa.trialstracker.net/

https://fdaaa.trialstracker.net/


Our Program



JHU ClinicalTrials.gov Program

JHU ClinicalTrials.gov Program
This program is based in the School of Medicine, Institute for Clinical 
and Translational Research (ICTR). Our staff will be able to assist you 
and guide you as you work through your ClinicalTrials.gov record.

For SOM, SON, SKCCC, ACH, JHSPH
• Oswald Tetteh, MD, MPH – Clinical Research Compliance Specialist
• Kimberly Hill – Clinical Research Compliance Specialist

For Kennedy Krieger Institute
• Eun Sol Jung

To schedule training sessions or presentations to your department contact us at: registerclinicaltrials@jhmi.edu

For more resources, please visit: 
http://ictr.johnshopkins.edu/clinicaltrials-gov

mailto:registerclinicaltrials@jhmi.edu
http://ictr.johnshopkins.edu/clinicaltrials-gov


JHU ClinicalTrials.gov Program

For the PI/Study team, assistance with…
―Registration
 Account creation and maintenance
 Initial registration
 PRS reviewer comments (15 calendar days)
Update reminders (required every 12 months regardless of 

changes)
 Changes to PI/Study team (including when a PI leaves)



JHU ClinicalTrials.gov Program

Results Reporting
 Results reporting reminders (due 12 months after primary completion 

date*) – Need to start 3-4 months early
 Assistance with results reporting
 Assistance with PRS reviewer comments (25 calendar days)
 Changes to PI/Study team (including when a PI leaves)
Direct services at $50 per hour (optional)

* Final data collection date for primary outcome measure.



JHU ClinicalTrials.gov Program

PRS Reports 
• Planning
• Main Site
• Public site

IRB Reports
• Changes in PI 
• Studies which have been terminated 
• Studies which are identified as clinical trials, but have no NCT 

number



Questions?

Please visit our website for tutorials and more detailed information:
https://ictr.johnshopkins.edu/clinicaltrials-gov

See us on YouTube at “JohnsHopkinsCTgov”

Email us with any questions at 
registerclinicaltrials@jhmi.edu

https://ictr.johnshopkins.edu/clinicaltrials-gov
https://www.youtube.com/channel/UCOHlCGfU2xvxHpvRkV3357Q/
mailto:registerclinicaltrials@jhmi.edu


DMIG: May 11, 2023



The ICTR Research Coordinator 
Support Service (RCSS) is a pool of 
research coordinators that are 
available for hire on a part-time basis 
by Johns Hopkins researchers.

Research Coordinator Support Service (RCSS)



Overview of Program/Core

• SCAMP was established in 2012 
―Provide coordinator training to trainees with no clinical research training

• RCSS was established in 2014
―Provide services to investigators who needed part-time research support

• SCAMP was been re-branded as the 
Coordinator Apprentice Program (CAP) in November 2020

SCAMP: Study Coordinator Apprenticeship and Mentoring Program
RCSS: Research Coordinator Support Service
CAP: Coordinator Apprentice Program 



Rapid Onboarding  Early Assignments

• Tracking tool for completion of required courses and the time/course
―Nearly 150 hours of onboarding

• Multiple short-term work assignments of escalating responsibilities
―Drugs, devices, behavioral
―Sponsored, federally-funded, investigator-initiated
―Study status (beginning, middle, end)
―Mixture of disease states
―Diverse participant populations

(e.g., at 4-6 months, the apprentice will aim for 25%, 10 billable hours per 40 hour work week)



What’s in it for them?

• Opportunity 
• Shadowing experienced Coordinators
• 1:1 Mentoring
• Expansive access to training
• Scrubs and a personalized lab coat
• SoCRA membership and test fee
• Free parking



Current Staff

Role Number 
of Staff

Director 1

Sr. Supervisor 1
Sr. Coordinators 1

RCSS Coordinators 5

Year 2 Apprentices 1

Year 1 Apprentices 7

Total 16



SCOPE of Work

• Connection request
―1:1 meeting 

-AND/OR-
―REDCap survey

• Assign a Coordinator/ 
Coordinators

―Based on work 
assignment

―Ongoing Senior level 
support



SCOPE of Work

• Scheduling
―Prefer fixed times
―Can be flexible

• Location
―Multiple available
―Usually the study covers 

parking with vouchers or 
reimbursement



SCOPE of Work

• Regular meetings with PI
―Follow up
―Feedback

• Invoicing
―Wed-based hours tracking Tool (Clockify)
―Detailed description of each day

• Survey at end of work assignment (coming soon!)



Onboarding Program

• Research Staff/Coordinators Onboarding program
―For PIs hiring research staff with minimal research experience.
―1:1 meeting with PI/Department

 Trainee’s background
 Studies’ need
 Training Catalogue

―2 hrs. per week/6-8 weeks
 RCSS may continue with “Ongoing support” (Optional)



RCSS Training Catalogue sample



Impacts

• CAP has trained 51* coordinators since 2012
―81% (39/48) are still in research 
―58% (28/48) are still at JHU 

• Investigators have turned to RCSS
―To take on projects they would normally have to turn down
―To support research teams that have lost staff members
―To supplement their own staffing/knowledge gaps
―To grow research portfolios

*Percentages reported based on 48 we are still in contact with, as 3 are lost to follow-up



Priorities

I. Growing research professionals
―Hire the right candidates
―Rapid onboarding
―Early, study-specific assignments
―Ecosystem where Apprentices become mentors 

II. Supporting researchers at JHU …and beyond
―Assist onboarding their staff
―Expand our coordinator onboarding pilot program
―Contribute to the national discussion with other CTSAs
―Other Universities considering similar programs
―Poster presented at ACTS 2023 in DC (04/18/23)



Supporting Research at JHU

• Over 7,200 research support hours in the last 9 months (800/month)

$60/hr. -
Apprentices, 
Coordinators

$65/hr. -
Regulatory 
Specialists,          
Sr. Coordinators
Onboarding



How to Connect with us

• https://ictr.johnshopkins.edu/service/study-conduct/rcss/

https://ictr.johnshopkins.edu/service/study-conduct/rcss/


Questions?
 https://ictr.johnshopkins.edu/service/study-conduct/rcss/
 akeyes1@jhmi.edu

https://ictr.johnshopkins.edu/service/regulatory/ct-gov/
https://ictr.johnshopkins.edu/service/regulatory/ct-gov/


DMIG: May 11, 2023
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―Provide coordinator training to trainees with no clinical research training

• RCSS was established in 2014
―Provide services to investigators who needed part-time research support

• SCAMP was been re-branded as the 
Coordinator Apprentice Program (CAP) in November 2020

SCAMP: Study Coordinator Apprenticeship and Mentoring Program
RCSS: Research Coordinator Support Service
CAP: Coordinator Apprentice Program 



Rapid Onboarding  Early Assignments

• Tracking tool for completion of required courses and the time/course
―Nearly 150 hours of onboarding

• Multiple short-term work assignments of escalating responsibilities
―Drugs, devices, behavioral
―Sponsored, federally-funded, investigator-initiated
―Study status (beginning, middle, end)
―Mixture of disease states
―Diverse participant populations

(e.g., at 4-6 months, the apprentice will aim for 25%, 10 billable hours per 40 hour work week)



What’s in it for them?

• Opportunity 
• Shadowing experienced Coordinators
• 1:1 Mentoring
• Expansive access to training
• Scrubs and a personalized lab coat
• SoCRA membership and test fee
• Free parking



Current Staff

Role Number 
of Staff

Director 1

Sr. Supervisor 1
Sr. Coordinators 1

RCSS Coordinators 5

Year 2 Apprentices 1

Year 1 Apprentices 7

Total 16



SCOPE of Work

• Connection request
―1:1 meeting 

-AND/OR-
―REDCap survey

• Assign a Coordinator/ 
Coordinators

―Based on work 
assignment

―Ongoing Senior level 
support



SCOPE of Work

• Scheduling
―Prefer fixed times
―Can be flexible

• Location
―Multiple available
―Usually the study covers 

parking with vouchers or 
reimbursement



SCOPE of Work

• Regular meetings with PI
―Follow up
―Feedback

• Invoicing
―Wed-based hours tracking Tool (Clockify)
―Detailed description of each day

• Survey at end of work assignment (coming soon!)



Onboarding Program

• Research Staff/Coordinators Onboarding program
―For PIs hiring research staff with minimal research experience.
―1:1 meeting with PI/Department

 Trainee’s background
 Studies’ need
 Training Catalogue

―2 hrs. per week/6-8 weeks
 RCSS may continue with “Ongoing support” (Optional)



RCSS Training Catalogue sample



Impacts

• CAP has trained 51* coordinators since 2012
―81% (39/48) are still in research 
―58% (28/48) are still at JHU 

• Investigators have turned to RCSS
―To take on projects they would normally have to turn down
―To support research teams that have lost staff members
―To supplement their own staffing/knowledge gaps
―To grow research portfolios

*Percentages reported based on 48 we are still in contact with, as 3 are lost to follow-up



Priorities

I. Growing research professionals
―Hire the right candidates
―Rapid onboarding
―Early, study-specific assignments
―Ecosystem where Apprentices become mentors 

II. Supporting researchers at JHU …and beyond
―Assist onboarding their staff
―Expand our coordinator onboarding pilot program
―Contribute to the national discussion with other CTSAs
―Other Universities considering similar programs
―Poster presented at ACTS 2023 in DC (04/18/23)



Supporting Research at JHU

• Over 7,200 research support hours in the last 9 months (800/month)

$60/hr. -
Apprentices, 
Coordinators

$65/hr. -
Regulatory 
Specialists,          
Sr. Coordinators
Onboarding



How to Connect with us

• https://ictr.johnshopkins.edu/service/study-conduct/rcss/

https://ictr.johnshopkins.edu/service/study-conduct/rcss/


Questions?
 https://ictr.johnshopkins.edu/service/study-conduct/rcss/
 akeyes1@jhmi.edu

https://ictr.johnshopkins.edu/service/regulatory/ct-gov/
https://ictr.johnshopkins.edu/service/regulatory/ct-gov/
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