
VPRS Administrative Updates
September 27, 2022



Agenda
• ORA Leadership Updates

• ORA Post-Award Restructure

• Ancillary Review Reminders

• IBISResearch Proposal Information Accuracy

• Jackson ONENESS Update

• Grants.gov Unavailable

• NIH Forms E and H

• Research.gov Updates

• Award Close Out Time Frame Reminders

• RQA Transition

• New IRB system

• AAHRPP reaccreditation update/upcoming site visit

• Huron Solutions & New Intake Report Form

• Increased Enforcement by FDA and NIH

• Civil Penalties Assessed by FDA



ORA Leadership Updates

Laura Kozma

Associate Vice President

Research Administration



• Edwin Bemmel, Executive Director of Research 

Administration who leads Post-Award has 

accepted a position as Associate Vice President, 

Research, Grants and Contracts at Emory 

University. 

• Effective immediately, list “Laura Kozma, 

Associate Vice President, Research 

Administration” as the Financial Officer on all 

documents where Edwin would normally be 

listed.

• If you have any questions or concerns, please 

contact me (lkozma@miami.edu).
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Edwin Bemmel Leaving UM

Edwin Bemmel

Executive Director,

Research 

Administration

mailto:lkozma@miami.edu


ORA Post-Award Restructure

Laura Kozma

Associate Vice President

Research Administration
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ORA Post-Award Restructure

Sr. Manager

Stephane

Manager

Erica

IBIS

Branden (lead)

U-Force

Mayra (lead)

Manager

Guido

Hurricanes

Belkis (lead)

U-Dynamic

Ania (lead)

U-Power

Veronica (lead)

Manager

Nick

Sr. Grant 
Assistants

6 team members



Ancillary Review Reminders

Laura Kozma

Associate Vice President

Research Administration



• Make sure you are sending to the right person

• Include all relevant documents (cost sharing form, supporting 

letters, etc.)

• Route early!
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Ancillary Review Reminders

https://www.research.miami.edu/systems/education-and-resources/job-aids/indexhtml



IBISResearch Proposal Information 

Accuracy

Laura Kozma

Associate Vice President

Research Administration



• Accurate data is everyone’s 

responsibility

• Review prior to submitting to ORA

• Consult with the PI

• Inform ORA of inaccurate data
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IBISResearch Proposal Information Accuracy



Jackson ONENESS Update

Laura Kozma

Associate Vice President

Research Administration
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ONENESS

Mission Statement

To advance research through a 

collaborative effort, built on a shared 

foundation of diverse and unique patient 

data and resources integral to the 

broader missions of UHealth and JHS.

Jackson ONENESS Update
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Streamline 

Process

Reduce Turnaround 

Times

Maximize 

Enrollment

✓Taskforce created

✓End to end process 

documentation

✓ Initiatives identified 

✓UM reorganization of 

contracting team

✓ Inclusion of UM in CRRC

Highlighted Achievements

Clinical Research Workgroup



Short Term  

ClickUp
Provide transparency about the status of clinical trials 

pending activation at JHS by implementing a software 

solution 

Confidentiality 

Agreements
Leverage the master agreement to reduce the number of 

confidentiality agreements required

UM Budget Structure
Evaluate and reorganize the budget team at UM to 

streamline budget and coverage analysis development

Medium Term 

DEF Initial Streamline
Complete DEF process in parallel with existing processes to 

reduce burden

Signature Process Review and streamline signature process

Regulation Alignment
Determine where UM and JHS are not aligned on 

interpretation of regulations, draft position papers and agree 

on interpretation 

Long Term 

Single Budget 

Development
Create budget and coverage analysis as a single unit utilizing 

master rate sheets and unified decision making

DEF Overhaul
Evaluate current master agreement, needs of each institution 

to eliminate all unnecessary steps, amend the master 

agreement and streamline process

Feasibility
Create JHS feasibility review utilizing CRRC and new budget 

process to decrease review turnaround times
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Current Initiatives



Administrative Updates

Tonya Sautier
Sr. Business Officer, Finance and 

Administration, OVPRS
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New Hires
Name Title

Amanda Monzon Bookkeeper



ORA Leadership Updates

K. Brandon Strickland, J.D.
Executive Director, Research 

Administration
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Brandon Strickland New Hires
Name Title

Evgueni Trepaline Contract and Grants Analyst

Jairo Lazo Contract and Grants Analyst

Eliana Valdes Contract and Grants Analyst

Amy Gonzales Contract and Grants Analyst

Leydis Sales Contract and Grants Officer

Holly Kasem-Beg Associate Director Research Administration

Deborah Musgrove Associate Director Research Administration
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Departures

Name Title

Alonso Antunez de Mayolo

Cristina Serafini

Magalys Hernandez

Marco Chin

Contract and Grants Analyst

Contract and Grants Officer

Contract and Grants Officer

Contract and Grants Analyst



Grants.gov Unavailable

K. Brandon Strickland, J.D.
Executive Director, Research 

Administration



• Planned outage: September 23, 2022 at 12:01 AM 

ET to September 29, 2022 at 11:59 PM ET. 

• Consider this when planning a proposal submission 

through Grants.gov.

• During the outage you will not be able to create a 

new proposal for S2S submissions

• Work can be continued on proposals where the 

FOAs were downloaded prior to Grants.gov outage, 

but the proposal must be created with the FOA prior 

to the downtime

• NIH and AHRQ due dates that fall on or between 

September 22 and September 30, 2022 will move to 

October 3, 2022.
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Grants.gov Unavailable
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Grants.gov Unavailable
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Grants.gov Cloud Migration
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Grants.gov Cloud Migration
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Grants.gov Cloud Migration



NIH Forms E and E

K. Brandon Strickland, J.D.
Executive Director, Research 

Administration
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NIH Adjusted Deadlines
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NIH Forms H Update
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NIH Forms H Update
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NIH Forms Retirement Update



Research.gov Updates

K. Brandon Strickland, J.D.
Executive Director, Research 

Administration
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NSF Fastlane to Research.gov Transition
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NSF Fastlane to Research.gov Transition
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NSF Fastlane to Research.gov Transition
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NSF Fastlane to Research.gov Transition
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NSF Fastlane to Research.gov Transition
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NSF Fastlane to Research.gov Transition
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NSF Fastlane to Research.gov Transition
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NSF Fastlane to Research.gov Transition



Administrative Updates

Edwin Bemmel
Executive Director, Research 

Administration
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Edwin Bemmel New Hires
Name Title

Andres Quinta Sr. Grant Assistant

Stacy Machado Grant Accountant

Tatyana Dauphin Sr. Grant Assistant

Xiomara Morales Grant Accountant



Name Title

Ania Cabrera Sr. Grant Accountant

Isabel Samper Grant Accountant

Veronica Wong Sr. Grant Accountant
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Edwin Bemmel Promotions



Award Close Out Time Frame 

Reminders

Edwin Bemmel
Executive Director, Research 

Administration
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Award Close Out Time Frame Reminders



Administrative Updates

Mikki O’Neal
Associate Vice President, 

Research Operations & 

Infrastructure
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New Hires
Name Title

Alejandra Quinones Project Manager



Name Title

Daniel Auguste Data Management Coordinator

Kanchan Sakhrani Sr. Business Systems Analyst

Kristine Martinez Sr. Project Manager
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Promotions
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Departures

Name Title

Allen Mora

Leah Bamford

Executive Director, Research Intelligence & 

Capacity (RIC)

Project Manager



RQA Transition

Scott Streibich
Executive Director, Research



RESEARCH COMPLIANCE AND 

QUALITY ASSURANCE

is changing

RQA Transition
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RESEARCH QUALITY ASSURANCE

From September 27th onward

RQA Transition
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• Reporting structure now under Research Operations and 
Infrastructure

• Quality Reviews Continue Unchanged

• Continuous Quality Improvement supports Collegiality and 
Collaboration

• Participant Safety during research conduct is still 
paramount

• “Partners, Not Police”

• Focus on Leveraging Data to Educate and Support GCP

• Collaboration for Continuous Improvement 
– RQA alongside study teams 

– CAPA Facilitation

– Study Improvement Tools (e.g. Study Conduct Checklist)

Research Quality Assurance
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Scott Streibich
Executive Director, 

Research 

Mikki O Neal
Associate VP, Research Operations & 

Infrastructure

Alba Marin
Sr. Quality Assurance 

Auditor  

Ashley Kaufman
Quality Assurance Auditor

Miles McFann
Quality Assurance Auditor   

Nelson Vega
Sr. Quality Assurance 

Auditor  

Helen Miletic 
 Director, GxP 
Compliance 

Sophie Zhang
Business Systems Analyst 

(RIC) 

Total Headcount: 6

Research Quality Assurance



Administrative Updates

Kenia Viamonte
Director, Human Subject Research 

(HSRO)



Name Title

Denise Dimitriu IRB Regulatory Analyst

Di Ding Sr. Manager, Research Support

Karen Legagneur Sr. IRB Regulatory Analyst

Karla Fongyee Sr. IRB Regulatory Analyst

Vivienne Carrasco Associate Director, Regulatory Affairs

Yaslaime Fraga IRB Regulatory Analyst

Anthony Fernandez Sr. IRB Regulatory Analyst

Angel Gallusi IRB Regulatory Analyst
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Promotions



New IRB System

Kenia Viamonte
Director, Human Subject Research 

(HSRO)



Benefits: 
✓Integration with the other research solutions Grants, Agreements, Udisclose

✓Reduced administrative burden

✓Intuitive and simplified smart forms for submissions

Purpose of re-implementation: To continue to enhance the University’s 

commitment to a comprehensive Research Administrative System.  IBISResearch 

was expanded to include the re-implementation of the IRB system with a soft go 

live on 8/12/2022 and official go live on 8/29/2022. [Access to the legacy system read-only]
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New IRB System

Current Project Phase - Stabilization: 
✓Issue resolution ongoing (i.e., visibility to studies)

✓Operational report build

✓IRB system enhancements (i.e. new research billing question)

✓IRB-Velos integration re-implementation go live 9/10/2022



58

New IRB System

To learn more about the IRB system such as system access, training 

material, new features, visit the OVPRS IBISResearch website: 
https://hsro.uresearch.miami.edu/researchers/irb-system-upgrade/index.html

For Support:
• Human Subjects Research Office (305-243-3195; hsro@miami.edu) 

• OVPRS Help Desk (305-243-2314; OVPRShelpdesk@miami.edu)

https://hsro.uresearch.miami.edu/researchers/irb-system-upgrade/index.html
mailto:hsro@miami.edu
mailto:OVPRShelpdesk@miami.edu


AAHRPP Reaccreditation 

Update/Upcoming site visit

Kenia Viamonte
Director, Human Subject Research 

(HSRO)



Step 1 – of application was approved with (0) revisions

Step 2 – was submitted; now only pending site visit

scheduling

Site visit – anticipated for early 2023
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AAHRPP Reaccreditation Update
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Upcoming Site Visit

The accreditation process is an institution wide initiative

The site visit, specifically, draws in key partners from all areas of our 

Human Research Protection Program (HRPP)

• Communication, preparation and training materials

• Responsibilities are grouped by Domain

What makes it all come together is our mutual commitment and 

dedication to our mission and to our program. THANK YOU!



Huron Solutions and New Intake 

Report Form

Raquel Zamora/Kristine Martinez
Sr. Manager IT, Sr. Project Manager
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Huron Solutions Roadmap 

What’s Next?

• Grants upgrade in the new year

• IACUC Implementation, target go live July ‘23

• Animal Operations Implementation, target go live April ‘24



Purpose: This form is to be used to submit research report 

requests to the Office of the Vice Provost for Research and 

Scholarship.
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New Intake Report Request Form

Benefits: Report requests processed centrally by the team who 

serve as data custodians and knowledge experts of research 

applications (i.e., IBISResearch Grants, IRB, UDisclose, Velos), who 

also work intimately with the business system owners for accuracy 

and integrity of data delivered. 

Where:
➢ Information Technology Self-Service Portal

➢ Order Items and Services

➢ Click on the Office of Research and Scholarship Data/Report Request 

(OVPRS)

https://umiami.service-now.com/self-service/home.do
https://umiami.service-now.com/self-service/home.do


Administrative Updates

Yolanda Davis
Director, Clinical Research

OVPRS
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New Hires
Name Title

Letty Ginsburg Manager, Clinical Research, Clinical Research 

Management and Support Office (CRMSO)



Increased Enforcement by FDA & 

NIH
Non-Compliance of ClinicalTrials.gov Records

Yolanda Davis
Director, Clinical Research

OVPRS
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FDA Requirements

• Register Applicable Clinical Trials (ACT) within 21 days of 
enrollment of the first participant

• Updating your ClinicalTrials.gov record within 30 days of any 
of the below occurring.
– Change in responsible party (contact information, official title or the 

name of the individual)

– Change in overall recruitment status

– Change in study start date, study primary completion date, and study 
completion date

– Human Subject Review Board Status

– Name of Intervention

• Report Results for ACTs within 12 months of the last participant 
reaching the primary completion Date
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FDA Enforcement
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NIH Requirements

• All of the FDA requirements plus

• Registration of all federally funded studies that meet the 

below definition

A research study in which one or more human subjects 

are prospectively assigned to one or 

more interventions (which may include placebo or other 

control) to evaluate the effects of those interventions on 

health-related biomedical or behavioral outcomes.

https://grants.nih.gov/policy/clinical-trials/definition.htm
https://grants.nih.gov/policy/clinical-trials/definition.htm
https://grants.nih.gov/policy/clinical-trials/definition.htm
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NIH Enforcement

RESULTS
MAINTENANCE
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Public View
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Public View



Civil Penalties Assessed by FDA
Non-Compliance of ClinicalTrials.gov Records

Yolanda Davis
Director, Clinical Research

OVPRS
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How FDA Identifies Non-Compliant Studies

FDA Bioresearch Monitoring 
Information (BIMO) 

Evaluations of Complaints 
Received



ACTs that are 
noncompliant

Pattern of 
Previous 

noncompliance 
with the 

requirements 
associated with 42 

CFR part 11

Failure to Register 
or Report Results 

of an ACT
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What Generates a Non-Compliance Notice

What Circumstances Generate a Non-Compliance Notice?



77

$13,237

What Amount are you Assessed?
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Open Forum Questions


