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participant Enrolment and Visit Management Demo. We will begin with a quick background of VelosCT is and how it will help your study team. Then, we will go into the step-by-step details on how to use the system to better manage your studies. 



What is VelosCT?

• VelosCT is a Clinical Trial Management System (CTMS)

• It will connect financial, administrative and clinical research activities

• The product links study status, participant enrollment, calendars, budgets, and 
participant status

• These activities are required to ensure compliant billing to Medicare/third party payers

• Other capabilities include budgeting, milestones, billing, protocol management, 
participant recruitment & management, query management, adverse event 
reporting, etc.

• We want to invoice sponsors automatically and timely
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To begin, what is VelosCT?

VelosCT is the first hospital wide Clinical Trial Management System to be implemented at BMC and BU. 

It will connect financial, administrative and clinical research activities to help better manage your studies
Ensure compliant billing to Medicare and other 3rd party payers



What does this mean for me?
• VelosCT will allow you to enter data and upload documents that the Clinical Trial 

Office (CTO) needs to initiate your studies internally
• You can now initiate your IRB application in VelosCT
• See VelosCT IRB Interface document

• CTO will enter the built-out study calendar with events, coverage analysis, budget and 
milestones for your study

• Once your study is active, you will be able to manage participants throughout the 
research process including, recruitment, enrollment, scheduling, visit/event tracking, 
data entry*, notifications and monitoring

• All participants must be enrolled, associated to calendars and visits checked off in 
VelosCT within 2 business days of when they occur. 3
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So, what does this mean for study teams?

VelosCT is a way to better manage your studies and communicate with the Clinical Trial Office, otherwise known as the CTO, directly through the system, eliminating the time spent in back and forth emails, and eliminating the possibility for a missed email. 

VelosCT will allow you to enter data and upload documents that the Clinical Trial Office (CTO) needs to initiate your studies internally
CTO will enter the built-out study calendar with events, coverage analysis, budget and milestones for your study
Once your study is active, you will be able to manage participants throughout the research process including, recruitment, registration, scheduling, visit/event tracking, data entry*, notifications and monitoring

INSPIR – VelosCT Interface
ClinCard required for all BMC studies if there is subject payments




What studies will you enter?

•All New studies must complete MCA/VelosCT Determination Checklist to 
determine if they require an MCA and entry into VelosCT. 

• All studies that have hospital services will be entered in VelosCT

• This includes all BMC studies and BU studies that have patient care associated 
with them utilizing BMC clinical resources, regardless of sponsor type 
(Corporate, Federal, Foundation..)

• If you know your study belongs in Velos, you do not need to do the 
MCA/VelosCT Determination form, you can just begin entering study directly in 
VelosCT.
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What studies will you enter into VelosCT?

All studies meeting the criteria for a CMS qualifying clinical trial
All studies that have BMC hospital services will be entered in VelosCT
This includes all BMC studies and BU studies that have patient care associated with them utilizing BMC clinical resources






http://internal.bmc.org/grants/MCA_Velos_Determination_Checklist_Form.htm
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Login Information
•Make sure that you are in https://bmc.veloseresearch.com/velos/jsp/ereslogin.jsp and 
not  bmctest.velosresearch.com

•Your VelosCT username and password will be the same as your BMC username and 
password 
• Email RBI@bmc.org for system access and user setup/permission questions.  

•For study specific questions you will always email your contact in the CTO

•Full VelosCT Video Training is available on the Clinical Trial Office website at: 
https://www.bmc.org/research-operations/clinical-trials#
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https://bmc.veloseresearch.com/velos/jsp/ereslogin.jsp
mailto:RBI@bmc.org
https://www.bmc.org/research-operations/clinical-trials


VelosCT 
Study Set Up
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participant Enrolment and Visit Management Demo. We will begin with a quick background of VelosCT is and how it will help your study team. Then, we will go into the step-by-step details on how to use the system to better manage your studies. 



Entering a New Study 
• Start by clicking Manage->Studies->New

• All fields with a * are mandatory and must be filled in to save your new study. However, 

please fill as in much information as possible as multiple departments (CTO, Revenue 

Integrity, RBI, etc.) will also be using this study record

• “Study entered by” will pre-populate with your name 

• “IRB Protocol #” should be the IRB protocol number, if it is pending, enter Pending plus 

an identifying name

• “Full Protocol Title” will be the full protocol title

• “Department” is not marked as mandatory but will determine your list for 

“Section/Division”,  which is   mandatory

• “Phase” is the final mandatory field
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To Start, we will be going through step by step of how to enter a new study into VelosCT. Then, I will ask that you use your test study to enter the data on your own. 

To start, we will go to the toolbar located in the top left part of the home page. We will then go to Manage, Studies, and New. 
You will notice that all fields marked with a red asterisk are required. If you do not complete a required field and try to submit, you will receive a notification asking you to complete required fields
Study entered by” will pre-populate with your name 
“IRB Protocol #” should be the Full IRB protocol number, if it is pending, enter Pending plus an identifying name
“Full Protocol Title” will be the full protocol title
“Department” is not marked as mandatory but will determine your list for “Section/Division,”  which is mandatory
“Phase” is the final mandatory field

At the bottom of the page you will find an e-signature box—the e-signature used for training is located in the right hand corner of your Test Study handout, and will be 1234 for today’s training. Once you receive access to VelosCT, you will be able to change the e-sign to any 4 digits you would like. The e-sign is used not only for security purposes, but it also provides accountability for changes that are made within the system. 

I would now like to refer you to the Test Study Handout, that has practice data for you to enter into the system. Please enter all data provided on the handout type your e-signature and submit to save. 

You may now hit pause and resume when you have completed the data entry. 





More Study Details
• Make sure to fill in all information

that is pertinent to your study 

• These fields are for BMC/BU specific 
information needed for proper analysis 
and account setup by the CTO 
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After you save your study summary basic information you can enter the more study details by clicking the icon next to IRB protocol #

This will pop up a new window with BMC/BU specific information needed for proper analysis and account setup by the CTO. In addition this tab replaces the CTO intake form. 

Make sure to fill in all information that is pertinent to your study, there is a reminder to fill out the study setup related form





More Study Details
• Please note the reminder to 

complete the Study Initiation e-
form

• This e-form will notify CTO of your 
study submission in the system

• For BU studies, please also 
complete the following fields 
under the CTFA section:

• Project Start Date
• Project End Date
• BU Internal Order IO# / SP#

• E-sign and submit 
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Disregard the fields with in different color font as this is filled out by Research Ops/CTO.

Please complete all the information provided on your handout. Once you have completed this tab, E-sign and submit 

You may now hit pause and resume when you have completed the data entry. 




Upload Documents
• The Documents tab is where you will upload all study related documents 

• Budget, Consent Form, Clinical Trial Agreement (CTA), Study protocol, 
FDA-related documents, etc. 

• You can archive old versions of documents and upload new versions in their place 
at any time

• Disregard the Manual Version Builder link and the section column, this is only used 
if you were to create a document within VelosCT

• Click ADD NEW DOCUMENT OR VERSION link
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The Upload Documents tab is a way for the study team and CTO to communicate without lengthy email exchanges. 

The Documents tab is where you will upload all study related documents that you have
	These include: Budget, Consent Form, Clinical Trial Agreement (CTA), Study protocol, FDA-related documents, etc. 
The CTO will then 
You can archive old versions of documents and upload new versions in their place at any time
Disregard the Manual Version Builder link and the section column, this is only used if you were to create a document within Velos
Click ADD NEW DOCUMENT OR VERSION link
Mandatory fields include Version Number, Category, File (browse) and description
E-sign and submit when you have uploaded your file and filled in the mandatory fields
When you first go into the Documents tab there will be a Version 1 in category Other that exists with no document attached, this is a place holder that is a default of the system. Feel free to delete this version after you have uploaded another document

You may now hit pause and resume when you have completed the data entry. 




Upload Documents (cont’d)

• Mandatory fields include Version Number, Category, File (browse) 
and description

• E-sign and submit when you have uploaded your file and filled in the 
mandatory fields

• There will always be a Version 1 in category Other that exists with no 
document attached, feel free to delete this version after you have 
uploaded another document
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The Upload Documents tab is a way for the study team and CTO to communicate without lengthy email exchanges. 

The Documents tab is where you will upload all study related documents that you have
	These include: Budget, Consent Form, Clinical Trial Agreement (CTA), Study protocol, FDA-related documents, etc. 
The CTO will then 
You can archive old versions of documents and upload new versions in their place at any time
Disregard the Manual Version Builder link and the section column, this is only used if you were to create a document within Velos
Click ADD NEW DOCUMENT OR VERSION link
Mandatory fields include Version Number, Category, File (browse) and description
E-sign and submit when you have uploaded your file and filled in the mandatory fields
When you first go into the Documents tab there will be a Version 1 in category Other that exists with no document attached, this is a place holder that is a default of the system. Feel free to delete this version after you have uploaded another document

You may now hit pause and resume when you have completed the data entry. 




Add Users to the Study Team
• Click on the Study Team tab within your study

• The study team will already include Study Creator (Study Entered by), the Principal Investigator (PI) 
and the Study Contact (Study Coordinator)

• If you need to add additional users that you want to have access to this study click on the ADD/EDIT 
STUDY TEAM MEMBER link
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•You can search for current users by Name, Organization, Group or Job Type

•Once you fins your user click the select box, assign them a role, e-sign and submit
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To Add New Users to the Study Team
Click on the Study Team tab within your study
The study team will already include Study Creator (Study Entered by), the Principal Investigator (PI) and the Study Contact (Study Coordinator)
If you need to add additional users that you want to have access to this study click on the ADD/EDIT STUDY TEAM MEMBER link
You can search for current users in the system by Name, Organization, Group or Job Type
Once you have found your user click the select box, assign them a role, e-sign and submit

You may now hit pause and resume when you have completed the data entry. 

If your user does not exist please fill out the New User Request Form (located on the CTO intranet-link in quick links on home page), if your study team member will not be using the system, please use the add a non-system user form. To find the non-system user form, go to the forms tab
Select Study Team (Non-System User) Member Request and hit new
Fill out the appropriate information and enter e-sign 





Add Users to the Study Team
• If user does not exist please fill out the New User Request Form , if your study team 

member will not be using the system, please use the add a non-system user form found 
on VelosCT forms tab
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To Add New Users to the Study Team
Click on the Study Team tab within your study
The study team will already include Study Creator (Study Entered by), the Principal Investigator (PI) and the Study Contact (Study Coordinator)
If you need to add additional users that you want to have access to this study click on the ADD/EDIT STUDY TEAM MEMBER link
You can search for current users in the system by Name, Organization, Group or Job Type
Once you have found your user click the select box, assign them a role, e-sign and submit

You may now hit pause and resume when you have completed the data entry. 

If your user does not exist please fill out the New User Request Form (located on the CTO intranet-link in quick links on home page), if your study team member will not be using the system, please use the add a non-system user form. To find the non-system user form, go to the forms tab
Select Study Team (Non-System User) Member Request and hit new
Fill out the appropriate information and enter e-sign 



http://internal.bmc.org/grants/ClinicalTrials.html


Add Non System Users to the Study Team
• For study team members who will not be using VelosCT, but are members of Study 

Team, please use the add a non-system user form found on VelosCT forms tab.  These 
non system users will be able to run reports on their studies through Lawson.
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To Add New Users to the Study Team
Click on the Study Team tab within your study
The study team will already include Study Creator (Study Entered by), the Principal Investigator (PI) and the Study Contact (Study Coordinator)
If you need to add additional users that you want to have access to this study click on the ADD/EDIT STUDY TEAM MEMBER link
You can search for current users in the system by Name, Organization, Group or Job Type
Once you have found your user click the select box, assign them a role, e-sign and submit

You may now hit pause and resume when you have completed the data entry. 

If your user does not exist please fill out the New User Request Form (located on the CTO intranet-link in quick links on home page), if your study team member will not be using the system, please use the add a non-system user form. To find the non-system user form, go to the forms tab
Select Study Team (Non-System User) Member Request and hit new
Fill out the appropriate information and enter e-sign 





VelosCT 
Participant Enrollment
and Visit Management
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participant Enrolment and Visit Management Demo. We will begin with a quick background of VelosCT is and how it will help your study team. Then, we will go into the step-by-step details on how to use the system to better manage your studies. 



Brief Overview-CTO Responsibilities

• Once Study team has created the shell, the CTO will be responsible for the Study Setup, 
which involves translating and building the study calendar, budget and milestones info 
into VelosCT from the documents the study team provides 

• The first step is to associate a calendar with the study
• Calendars are saved as templates in VelosCT and can be associated with different studies 

and then modified for each particular study
• The calendar will be built to match the table of events in the protocol
• Once the calendar is associated the CTFA names it (define the calendar), imports events 

from the event library (select events) and enters the number of visits and the time points 
in which they will occur (manage visits)

• The Event Visit Grid will represent the events and visits that were defined, the CTFA can 
then select in which visits each event occurs

• The CTFA will also compete the coverage analysis and define the milestones
• The study team will have view only access to the study setup screens
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Now we will review the CTO responsibilities: 

After study team has created the shell cto does budget MCA and calendar build while negotiations with sponsor and IRB review is ongoing

The CTO will be responsible for the Study Setup, which involves translating and building the study calendar, budget and milestones info into VelosCT from the documents the study team provides 
The first step is to associate a calendar with the study
Calendars are saved as templates in Velos and can be associated with different studies and then modified for each particular study
The calendar will be built to match the table of events in the protocol
Once the calendar is associated the CTFA names it (define the calendar), imports events from the event library (select events) and enters the number of visits and the time points in which they will occur (manage visits)
The Event Visit Grid will represent the events and visits that were defined, the CTFA can then select in which visits each event occurs
The CTFA will also compete the coverage analysis and define the milestones
The study team will have view only access to the study setup screens




Training Overview-Patient Information

• Search for your existing Study
• Add an existing participant to your Study
• Add a new participant to your Study
• Patient Study Status
• Update a Patient Schedule
• Add an Unscheduled Event
• Using the Schedule Tab 
• Using the Enrolled Patient Tab
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Todays training will focus on Patient Enrollment and visit management. What the study team does once CTO has finished their part

How to:
Search for your existing Study
Add an existing participant to your Study
Add a new participant to your Study
Patient Study Status
Update a Patient Schedule
Add an Unscheduled Event
Using the Schedule Tab 
Using the Enrolled Patient Tab



Search for an Existing Study

• Once the study calendar that the CTFA has created has been made Active and the 
Study Status is Active you can begin to add participants to the study

• Start by clicking Manage->Studies->Search
• You can search by the IRB protocol # or Study Title (using all or part of the title 

will work)
• If the study is Active/Enrolling you will see the Patient Icon under Quick Access on 

the left side of the screen
• You can click on the Icon to Search or Add                                    

participants to your study
• Within a study you can also click on the Study Setup tab to see a list of associated 

calendars, click on the link of the calendar name
• Clicking on the Coverage Analysis tab will give you an exportable grid of the study 

calendar created by the CTO
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We will be showing you how to Add an existing participant (who is currently in VelosCT) to a study and calendar, as well as adding a new participant that is not in VelosCT. 

To start, we will show you how to search for studies in VelosCT

Start by clicking Manage->Studies->Search

You can search by the IRB protocol # or Study Title (using all or part of the title will work)
If the study is Active/Enrolling you will see the Patient Icon under Quick Access on the left side of the screen	
You can click on the Patient Icon to Search or Add participants to your study
Within a study you can also click on the Study Setup tab to see a list of associated calendars, click on the link of the calendar name
Clicking on the Coverage Analysis tab will give you the grid of the study calendar created by the CTO.  If you wanted to export this to a word doc or an excel spreadsheet, please press the excel or word icon. 



Search for an Existing Study

22

Presenter
Presentation Notes
We will be showing you how to Add an existing participant (who is currently in VelosCT) to a study and calendar, as well as adding a new participant that is not in VelosCT. 

To start, we will show you how to search for studies in VelosCT

Start by clicking Manage->Studies->Search

You can search by the IRB protocol # or Study Title (using all or part of the title will work)
If the study is Active/Enrolling you will see the Patient Icon under Quick Access on the left side of the screen	
You can click on the Patient Icon to Search or Add participants to your study
Within a study you can also click on the Study Setup tab to see a list of associated calendars, click on the link of the calendar name
Clicking on the Coverage Analysis tab will give you the grid of the study calendar created by the CTO.  If you wanted to export this to a word doc or an excel spreadsheet, please press the excel or word icon. 



Add an Existing Participant To a Study
• Please make sure your study calendar is active before entering a new participant
• You should always use the search function as a look up to see if your study participant already has a record 

in VelosCT 
• Best Practice to avoid duplication is to start on the Enrolled tab which will show you participants currently on 

your study, please make sure to check here to see if your participant is already enrolled
• The Patient Search tab will allow you to search for existing participants in VelosCT, in the beginning there will 

not be any participant information but as participants get added to studies their demographics will be saved 
for future use

• If you find your participant, click on the Patient ID, this will bring you to the protocols tab where you select 
the study to enroll them on and click submit

• This will pop-up a Patient Study Status window, fill in all required fields.  Patient Study ID will default to the 
Patient ID, please update that field with your study specific ID number (usually provided by sponsor)

• E-sign and submit to be brought back to the protocols tab
• Click on the Schedule link, then click Edit Calendar/Date, associate the appropriate calendar, pick a start date 

and e-sign and submit
• You will now see your participant schedule on the Protocol Tab
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WE want to add a participant to the study that the CTO has built a calendar for..  After we have found our study in VelosCT and we want to begin to add participants, the best practice to avoid duplication is to start on the Enrolled tab which will show you to view participants currently on your study-- please make sure to check here to see if your participant is already enrolled

To get to the Enrolled tab from the home page, press the Person Icon for your Double Lettered study, which will bring you to the enrolled tab. If they are not in the enrolled tab, hit the participant search tab to see if they’re in VelosCT. �	The Patient Search tab will allow you to search for existing participants in VelosCT.  In the beginning there will not be any participant information but as participants get added to studies their demographics will be saved for future use

Pick a random participant by selecting their VelosCT ID Number, and then selecting your Double Lettered Study (i.e. AA, BB, etc.) and hitting submit

This will pop-up a Patient Study Status window, 
fill in status as Enrolled, 
and today’s date. 
Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor)

E-sign and submit to be brought back to the protocols tab


Click on the Schedule link, then click Edit Calendar/Date, associate the appropriate calendar, pick a start date and e-sign and submit
You will now see your participant schedule on the Protocol Tab





First check enrolled tab to make sure they are not on study
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Go Patient Search tab and enter information to search
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




This shows all patients in VelosCT, if not here, go on to search EMR

26

Presenter
Presentation Notes
If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Select a study to add the participant to
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Patient Study Status Pop Up
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Update a Patient Schedule 

• Once a patient status is set to enrolled you are ready to update their 
schedule

• Under the Protocols tab, click the Schedule link
• You will see all the visits with a suggested date and a scheduled date pre-

populated
• Clicking on the visit row will open it up for editing
• This is where you can edit the scheduled date and edit the visit
• There are four options to chose when you edit a date, choose the option 

that best fits your scenario
• Click on the Edit Visit link to edit the entire visit
• Select Done and click apply to all and all events in that visit will be marked 

as done
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Next, you will go to the Schedule link. Then click Edit Calendar/Date, to associate the appropriate calendar, pick a start date and e-sign and submit
You will now see your participant schedule on the Protocol Tab

Now, we will review how to make edits to the Calendar that has been built for you by the CTO. By clicking any of the gray space you will be able to see the calendar grid. If you direct your attention to the scheduled date, you will see a pencil icon that will allow you to change the date that was entered by the CTO. Press the icon. To change the date you will enter a new date, and then select an option below . Once you select the appropriate option, e-sign and submit. 

Whenever you see a pencil icon, it will allow you to make an edit. If you want to make edits to one visit or all visits in the calendar, press the edit visit in the right hand corner above additional information. In edit visit, you are able to select a status and apply it to all Visit names. IMPORTANT: You will notice the Status next to each Visit name. Once you change the status to done and e-sign and submit, this will alert the CTO to bill for milestone payment. If this is not changed to done, the CTO will not bill for milestone payments, so it is important that each visit is marked is done when it is completed. 

You may also  notice the Coverage Type- Please reach out to the CTO if the coverage type is not correct. In addition, if you happen to notice an event is missing or there was an unscheduled event, please reach out to the CTO and form a dialogue. 





Select schedule link and edit calendar/date to associate a calendar
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Associate a calendar and participant start date 
*If this is a new participant starting at the first visit,  select the first radio button
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Associate a calendar and participant start date – if this is an existing study 
and participant, select the next scheduled visit
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Here you can edit multiple visits
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Here you can edit visit – Do not add unscheduled visit, contact CTO
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Here you can check events as done for the visits
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If you are unsuccessful in finding your participant after searching in Velos, you will need to enter a new patient

To start, we are going to return to the home page, which can be done by pressing the

 Home Icon in the top right hand side of the screen. Once we return back to the home page, press the 
Person Icon of your double lettered study, and then go to Patient Search. After we have discovered our participant is not currently in Velos, we will be able to search through SDK by going to Continue to search in EMR at the bottom left hand of the page.  From here, you will be able to search for the participant by Name. 

Once you have found the patient, select the double lettered study to associate them to, e-sign, and submit. 
This will pop-up a Patient Study Status window. Fill in all required fields. Patient Study ID will default to the Patient ID, please update that field with your study specific ID number (usually provided by sponsor). Once completed, e-sign and submit

Describe patient status

On to associate calendar




Add an Unscheduled Event

• Inside a patient schedule and in a visit, the CTO will have the option 
to add an unscheduled event

• If you need an event added that does not exist, please contact your 
CTFA and give them the required information, this includes, CPT code 
and price 

• CTFA will let you know when event is added so that you can mark it as 
done appropriately
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You may also  notice the Coverage Type- Please reach out to the CTO if the coverage type is not correct. In addition, if you happen to notice an event is missing or there was an unscheduled event, please reach out to the CTO and form a dialogue. 




Patient Study Status

• When you add a new participant you must select a Patient Study Status
• Generally the initial status will be Consented, patient will need to be set to 

enrolled status to update their schedule
• You can change the status as often or not as is required by your team for 

tracking purposes
• You change the status by clicking on the edit icon under the Most Recent 

Status column for the patient row or by using the Screening/Enrollment 
link on the Protocols tab and then clicking the Add New Status link

• For a list of what each patient status means please see the appendix

37



Patient Study Status
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Using the Schedule Tab

• Start by clicking Manage->Patients->Schedule
• This will bring you to the Schedule tab within Patients
• This gives you a helpful view of all your participants currently on your 

studies with upcoming visits scheduled
• You can update patient status, visit status or click on the Pt. Study ID 

link to manage the patient schedule
• You can also export this list to excel using the excel icon to the far 

right of your screen 
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Next I will be showing you the benefit of the Schedule Tab. The schedule tab will allow you to view all your patient currently on your studies with upcoming visits scheduled. 

Start by clicking Manage->Patients->Schedule
This will bring you to the Schedule tab within Patients
You can update patient status, visit status or click on the Pt. Study ID link to manage the patient schedule
You can also export this list to excel using the excel icon to the far right of your screen 




Using the Enrolled Patient Tab

• When you click on the patient icon you are brought to the enrolled tab 
• This gives you a list of all patients associated with that particular study
• There are filter options on the top of the page that you may choose and 

then click search to see the results, for example you may want to see all 
patients who are currently in a particular status

• You can also customize the fields that show up on the header by right 
clicking on the header and checking or unchecking fields you do not need 

• These results can also be exported to excel for report purposes
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Next, I will be showing you the benefit of using the Enrolled Patient Tab. Starting from the home screen, if you click the patient icon, you will be brought directly to the enrolled patient tab.

This gives you a list of all patients associated with that particular study
 tab. 

There are filter options on the top of the page that you may choose and then click search to see the results, for example you may want to see all patients who are currently in a particular status
You can also customize the fields that show up on the header by right clicking on the header and checking or unchecking fields you do not need 
These results can also be exported to excel for report purposes




Roles and Responsibilities-Review

Study Team

• Enter all new studies, including 
study summary, more study details, 
study team and upload documents

• Fill out the study summary form, 
will trigger CTO that study is 
entered

• Maintain versions of documents
• Enter and track participant 

schedules, events and information
• Run reports as needed

Clinical Trial Office

• Update study status when 
appropriate

• Create study calendars, coverage 
analysis, budgets and milestones

• Invoice sponsors based on 
milestones 

• Provide study team with support as 
needed
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This completes the VelosCT Training. We will now review the Roles and Responsibilities for both the Study Team and CTO.  READ ABOVE



General Contact Info

Clinical Trial Office (CTO)

Kati Cini – Associate Director, CTO

Cara Martinoli – Clinical Research Attorney

Doug Finnegan – Sr. Financial Analyst

Sandy Lok – Sr. Financial Analyst

Michael Porreca– Sr. Financial Analyst

Roberto Cabrera - Financial Analyst

Research Business Intelligence (RBI)

Christopher Sullivan – Manager RBI

Fnu.Sheril@bmc.org – Research Data Analyst

RBI@bmc.org - General RBI Inbox

*Please inform RBI of additional Study Team members within your 
department that require VelosCT training. 
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This slide represents both the CTO and the RBI, [PAUSE]


Please inform RBI of additional Study Team members within your department that require VelosCT training

mailto:CTO@bmc.org
mailto:Kati.Cini@bmc.org
mailto:Cara.Martinoli@bmc.org
mailto:Douglas.Finnegan@bmc.org
mailto:Sandy.Lok@bmc.org
mailto:Michael.Porreca@bmc.org
mailto:roberto.cabrera@bmc.org
mailto:rbi@bmc.org
mailto:Christopher.Sullivan@bmc.org
mailto:Fnu.Sheril@bmc.org
mailto:RBI@bmc.org


Appendix
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Lastly, we have attached an appendix which details the various status and role definitions. If you have any questions relating to setup or technical issues, please reach out to RBI at RBI@bmc.org, which can be done by pressing the envelope on the login screen. For any questions regarding study financials, please reach out to your CTFA. 

After the training is complete, we will follow up with PDF version of the slides, crib sheets to navigate you through the system, and a user access request form that you must complete and return to RBI@bmc.org to gain access to the system. Once again, you will be able to use your BMC username and password to login after granted access. 

Thank you for attending the VelosCT Training, please feel free to reach out to us if you have any questions,  and we look forward to working with you in the future. 



Study Status

• Active/Closed to Enrollment: In follow-up or data analysis
• Active/Enrolling: Ready to Enroll Patients
• Pending Activation: Activation requirements not yet met (IRB 

approval, contract execution, etc)
• Inactive/On Hold: Temporarily closed (Suspended, expired, etc)
• Closed: Completely closed through IRB
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Patient Status
• Consented: Participant/Proxy signed consent form
• Ineligible: Participant successfully Screened but later determined to be ineligible for study
• Enrolled: Participant has been enrolled on study and schedule is ready to be updated
• Screen Failure: Participant Screened and determined ineligible for study
• On-Intervention: Active participant receiving research based treatment/tests
• Completed: Participant met “completed” requirements for study
• Expired: Participant passed away before completion of study
• In Follow-Up: Participant still active on research, not receiving study intervention
• Lost to Follow-Up: Eligible participant, unable to contact
• Terminated: Removed from study for reason other than completion, death or withdrawal
• Transferred Care to Another Institution: Active/Enrolled participant was transferred to another 

institution and is dis-enrolled from study at this site
• Withdrew Consent: After withdrawing, participant is now dis-enrolled from study
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Role Definitions

• Principal Investigator: PI of study, access to study administration, patient 
management and forms

• Study Coordinator: Access to study administration, patient management 
and forms

• Study Creator: Individual who enters a study in, VelosCT access to study 
administration, patient management and forms

• Financial Administrator/Manager: Access to study administration, patient 
management and forms

• Study Co-Investigator, Study Assistant, Research Nurse, Technician, 
Regulatory Coordinator, Statistician, Data Manager: View only, or non-
system user 
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