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Agenda

• Velos overview

• Study management

• Participant management

• Implications for study team, participants, institution



Velos Overview

Clinical Trial and Research Management System

| 25/25/2022

Adapted from Velos SOP

Central repository for research information

https://ctms.montefiore.org/velos/jsp/help/Velos%20SOP%20Study%20and%20Patient%20Management%20Version1%20JC.pdf


| 35/25/2022

Communication across platforms

Adapted from Velos SOP

https://ctms.montefiore.org/velos/jsp/help/Velos%20SOP%20Study%20and%20Patient%20Management%20Version1%20JC.pdf
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Any study that will be consenting participants must be activated in Velos
except if the study is not cancer-related AND is IRB exempt

Study Management

Do I need to activate my study in Velos?



Velos home screen

| 65/25/2022

A Phase II Randomized Trial…

A Phase IV Randomized Trial…

A Phase III Randomized Trial...

229876-LMNO

xTESTJG-1006

20029875-ABCDEF

215746-1234

198756-XYZ

Observational study…

Early feasibility study…
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Study record

| 85/25/2022

Judith Galvan

Karina Avila

Zoe Tsagaris

219876-Protocol14789

A Phase II Randomized Clinical Trial…

Enter information for fields highlighted in yellow
Verify information for fields in white



Study Activation Checklist
Bottom of Summary Tab

| 95/25/2022 | 95/25/2022

Best Practice Tip: Activate your study in Velos within 1 
week of IRB approval and contract/budget execution.
YOU CANNOT ENROLL PARTICIPANTS UNTIL 
STUDY HAS BEEN ACTIVATED



| 105/25/2022

Study Summary



Before we begin…

• The information you enter in Velos should be 
consistent with your IRB-approved protocol, contract, 
and IRB application
> Read your protocol and study documents

• Talk to your PI

| 115/25/2022



Study Information

| 125/25/2022



Study Definition

| 135/25/2022

“If the study is registered on ClinicalTrials.gov and is assigned an NCT identifier
number, and includes billable charges, the NCT identifier number should be reported on
all related claims as long as the patient is a study participant.” 

– Centers for Medicare and Medicaid Services

Enter NCT # in Velos
Confirm that NCT # is included on IRB application
Do not enter fake NCT # - implications for participants

219876-Protocol14789

A Phase II Randomized Clinical Trial…



| 145/25/2022

Study Details

Velos SOP Page 29

https://ctms.montefiore.org/velos/jsp/help/Velos%20SOP%20Study%20and%20Patient%20Management%20Version1%20JC.pdf


Study Design

| 155/25/2022

Study phase, blinding, and randomization can be found in the protocol
Make sure this information is consistent with IRB application 

Example: A PHASE 3, MULTI-CENTER, RANDOMIZED, DOUBLE-
BLIND, PLACEBO CONTROLLED STUDY TO ASSESS THE EFFICACY 
AND SAFETY OF [DRUG] IN PEDIATRIC SUBJECTS FROM 6 
THROUGH 17 YEARS OF AGE WITH [CONDITION]



Clinical Research Category

| 165/25/2022

Category Definition

Interventional Individuals are assigned prospectively by an investigator based on a protocol to receive specific 
interventions. The participants may receive diagnostic, treatment, behavioral, or other types of 
interventions. The assignment of the intervention may or may not be random. The participants 
are followed and biomedical and/or health outcomes are assessed.

Observational Studies that focus on cancer patients and healthy populations and involve no prospective 
intervention or alteration in the status of the participants. Biomedical and/or health outcome(s) 
are assessed in pre-defined groups of participants. The participants in the study may receive 
diagnostic, therapeutic, or other interventions, but the investigator of the observational study is 
not responsible for assigning specific interventions to the participants of the study.

Ancillary Studies stimulated by, but are not a required part of, a main clinical trial/study, and that utilize 
patient or other resources of the main trial/study to generate information relevant to it. Ancillary 
studies must be linked to an active clinical research study and should include only patients 
accrued to that clinical research study. Only studies that can be linked to individual patient or 
participant data should be reported.

Correlative Laboratory-based studies using specimens to assess cancer risk, clinical outcomes, response to 
therapies, etc. Only studies that can be linked to individual patient or participant data should be 
reported.

Velos SOP pg 32

https://ctms.montefiore.org/velos/jsp/help/Velos%20SOP%20Study%20and%20Patient%20Management%20Version1%20JC.pdf


Research type

| 175/25/2022

Research Type Definition

Externally peer-
reviewed

R01s, SPORES, U01s, U10s, P01s, CTEP, or any other clinical research 
study mechanism supported by the NIH or organizations listed in Velos 
SOP pg 30

Industrial A pharmaceutical company controls the design and implementation of 
these clinical research studies.

Institutional • In-house clinical research studies co/authored by Cancer Center 
Investigators and undergoing scientific peer review solely by the 
Protocol Review and Monitoring System of the Cancer Center

• For full definition refer to Velos SOP page 31

National NCI National Clinical Trials Network (NCTN) and other NIH-supported 
National Trial Networks.

Velos SOP pg 30-31 

https://ctms.montefiore.org/velos/jsp/help/Velos%20SOP%20Study%20and%20Patient%20Management%20Version1%20JC.pdf


Sponsor Information

| 185/25/2022



More study details

| 195/25/2022

Consenting sites 
must be consistent 
with IRB application



Clinical Trials Section

| 205/25/2022



Clinical Trials

• FDA Clinical Trial:
> Trials of drugs and biologics: controlled clinical investigations, other than Phase 1 investigations, 

of a product subject to FDA regulation.
> Trials of biomedical devices: controlled trials with health outcomes of devices subject to FDA 

regulation, other than small feasibility studies, and pediatric post-market surveillance.
• ICJME Clinical Trial: 

> “Any research project that prospectively assigns people or a group of people to an intervention, 
with or without concurrent comparison or control groups, to study the cause-and-effect 
relationship between a health-related intervention and a health outcome. Health-related 
interventions are those used to modify a biomedical or health-related outcome; examples include 
drugs, surgical procedures, devices, behavioral treatments, educational programs, dietary 
interventions, quality improvement interventions, and process-of-care changes. Health outcomes 
are any biomedical or health-related measures obtained in patients or participants, including 
pharmacokinetic measures and adverse events.”

• NIH Clinical Trial:
> " 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.”

| 215/25/2022



Study Categorization

| 225/25/2022



Sponsor Information

| 235/25/2022



Ancillary Department Collaboration

| 245/25/2022

Ensure appropriate approvals are obtained and workflows 
are flushed out if working with ancillary departments



COVID-19 Section

| 255/25/2022



Epic Billing Section

| 265/25/2022

Best Practice Tips:
Refer to your protocol’s schedule of events, coverage analysis/billing grid for more info
Check in with your PI
Reach out to office responsible for approving budget with questions
Refer to the Research Billing Policy for further guidance 

If you don’t choose an option and study is sent to Epic, 
ALL charges will be held (clinical AND research).

http://intranet/fileview.cfm?guid=D6E96097-0A49-4C0F-812F-B6EA730D10CC


| 275/25/2022



Pharmacy

| 285/25/2022

If you are working with IDS (the research pharmacy), the 
pharmacist will complete this section



Cancer Section

| 295/25/2022

Additional reporting requirements for cancer trials



Financials Section

| 305/25/2022

Completed by OCT or 
ORSP

Questions about billing 
section? Reach out to office 
listed in this section



IRB Information

| 315/25/2022

Completed by IRB



Study Activation Checklist

| 325/25/2022 | 325/25/2022



Study Team

| 335/25/2022

Best Practice Tip: Roles should be consistent with the 
Delegation of Authority (DoA) log

Judith Galvan
Millie Banks

Karina Avila

Zoe Tsagaris



Study Activation Checklist

| 345/25/2022 | 345/25/2022



Study Status

| 355/25/2022



Study Status

| 365/25/2022

Karina Avila

Study status in Velos should be consistent with study status in 
clinicaltrials.gov, if applicable



Study Activation Checklist

| 375/25/2022 | 375/25/2022

Enter 4 digit Velos e-signature after
completing checklist and click “Submit”



Attachments tab

| 385/25/2022



| 395/25/2022

Participant Management

Do I need to enter participants in Velos?
If you are sending study to Epic, you must enter participants in Velos.

Remember, you can only enter participants if your study has been activated.



| 405/25/2022

Participant Management

When do I need to enter participants in Velos?

In real time.



| 415/25/2022



Adding participant to study
Initial Tasks

| 425/25/2022



| 435/25/2022

Change Patient Study ID



Ongoing participant management

| 445/25/2022



Participant Status

| 455/25/2022

Velos SOP – Page 190 

https://ctms.montefiore.org/velos/jsp/help/Velos%20SOP%20Study%20and%20Patient%20Management%20Version1%20JC.pdf


Ongoing participant management

| 465/25/2022

Velos SOP pgs 203-211

*For BRANY studies, visits will be tracked and entered in BRANY SMART

- OCT Managed studies

https://ctms.montefiore.org/velos/jsp/help/Velos%20SOP%20Study%20and%20Patient%20Management%20Version1%20JC.pdf


Study Close-out

 Ensure all participants are current and off study (this could be “Off 
Study” or “Screen Failure”)

 Verify that all study visits have been entered on study calendar, if 
applicable

| 475/25/2022



What happens if I don’t enter/verify 
information on Velos?

• Study team
> Delays in payment from sponsor
> Billing non-compliance

• Participant
> Study-related charges will be billed to participant/their 

insurance
> Trust is broken

• Institution
> Impact on regular care, clinical revenue

| 485/25/2022



Best Practice Tips & Reminders

• Velos is a management and communication tool
• Talk to your PI
• Accountability

> Know who is responsible for study & participant management
• Activate your study within 1 week of IRB approval & contract/budget 

execution
• Register participants in real time
• Reach out to administrative office overseeing study with any questions
• Fields requiring data entry will be highlighted in yellow
• Be aware of e-mail notifications from Velos (Velos SOP pgs 141 – 148)

| 495/25/2022



Resources

| 505/25/2022



Resources

• Velos SOP
• Veloshelp@Montefiore.org
• Human Subject Research Project Navigation Tool

> Instructions for initial Velos-Epic Research Training under Education & 
Training

> Velos Refresher Training - Zulaika Gonzalez
• Research Billing Compliance Policy
• Epic/Velos Checklists & Tip Sheets

> Study Management and Activation
> Patient Status Flow
> Checklist – Patient Enrollment
> Placing and Linking Orders to a Study

• Timelines for updating study record on clinicaltrials.gov

| 515/25/2022

https://ctms.montefiore.org/velos/jsp/help/Velos%20SOP%20Study%20and%20Patient%20Management%20Version1%20JC.pdf
mailto:Veloshelp@Montefiore.org
https://www.einsteinmed.edu/administration/human-subject-research/
https://www.einsteinmed.edu/administration/human-subject-research/education-training/
mailto:ZGONZALE@MONTEFIORE.ORG
https://www.einsteinmed.edu/uploadedFiles/administration/IRB/mmc-research-billing-policy.pdf
https://montefiore.box.com/s/uo07uy8b8hs6kcw2tus3nnuyt2mmny4k
https://montefiore.box.com/s/46qvv0j7bu35ne1gf51te2nl6mlqqr8x
https://montefiore.box.com/s/y9ej2y9d0zoq2olu13k6zkdshir3s7gh
https://www.dropbox.com/s/z4nucrqr4ovz4f3/Placing%20and%20Linking%20Orders.pdf?dl=0
https://clinicaltrials.gov/ct2/manage-recs/faq#updatesToCT


Human Subject Research Project Navigation Tool

Project Setup/Initiation 

Study Activation

| 525/25/2022

Project Management

Study Status

Participant Registration and Tracking

https://www.einsteinmed.edu/administration/human-subject-research/project-setup/
https://www.einsteinmed.edu/administration/human-subject-research/project-management/


Thank You!

| 535/25/2022

Karina Avila, MPH
Clinical Research Manager
Department of Medicine

karina.avila@einsteinmed.edu
718-430-2003

https://einsteinmed.edu/departments/medicine

K. Zoe Tsagaris, MS, OTR/L, CCRP
Clinical Trials Network Manager

Institute for Clinical & Translational Research

zoe.tsagaris@einsteinmed.edu
718-430-8804

https://einsteinmed.edu/centers/ictr/

Suggestions for webinar topics?
Let Karina know!

mailto:karina.avila@einsteinmed.edu
https://einsteinmed.edu/departments/medicine
mailto:zoe.tsagaris@einsteinmed.edu
https://einsteinmed.edu/centers/ictr/
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