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UT Southwestern
Medical Center

Velos Patient Registration

Velos is a study management tool used to help investigators manage the set up and day-to-day
activities of human research studies. At UT Southwestern, all research studies conducted on
human subjects must be registered in Velos. Additionally, patients involved in the studies can
be registered in Velos and enrolled in their respective studies within the system.

Once a study is approved by the IRB (Institutional Review Board) AND you have received
performance site approval, you will begin screening and enrolling patients to your study in
Velos. You should not enroll a patient to a performance site until performance site approval
has been received for that site.

Velos will also associate patients with studies in Epic, and disassociate patients from studies in
Epic, once certain criteria are met in Velos.

This tip sheet will guide you through the process of registering and enrolling patients to your
studies. Velos requirements for Epic interface are noted throughout this document and are
summarized on the Velos Epic Integration - Velos Requirements for Epic Study Interface
document.

Refer to the Velos Epic Integration —

Velos Requirements for Epic Patient Interface
document for more information.

Step I: Log into Velos

1. Type this link in your web browser: https://velos.swmed.edu

Welcome to Velos eResearch

Usemame

Password

2. Type your login ID in the Username field and password in the Password field.

3. Click Login.

4. To logout, click the Logout button.
e You must enter your Username in all lowercase letters, but your password as you would normally enter it.
e The Velos default e-Signature is 1234.
e You should allow for pop-ups from the Velos system in your internet browser.

o Fields required by Velos are marked with a (*); however, you should complete every field that applies to your
study, even if the field does not have a (*).

For assistance, contact the IR Service Desk at 214-648-7600, or SERVICEDESK@utsouthwestern.edu.
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Step 2: Verify Study Status

1. From the Summary page, click the Study Status tab.

2. Verify “IRB - Approved* study status has been received. (This is an Epic interface requirement.)

3. Verify performance site approval has been received for the site to which you will be enrolling
patients. (This is an Epic interface requirement.)

4. Verify study status “Study - Active/Enrolling” has been added for each performance site to
which you will be enrolling patients. (This is an Epic interface requirement.)

‘ou are working on study: 26068

2 @ =
Summary || Site/Team || Protocol |ES0LVRS TS | Forms || Milestones || Admin Schedule || Documents || Reports | | Notifications /
Once the “Study-Active/Enrolling” status has been added, the Patient Management icon will be
present.
Current Status Study Start Date Study End Date
Search by Organization All ﬂ
IRE - Approved 050772018 Change Dates

Study Status History: ADD NEW STATUS

Organization Study Status Status Valid From Status Valid Until Meeting Date HNotes Delete
UT Southwestern Medical Center and Affiliates
el | |RE - Approved D5/07/2018 %]
RE - Draft Study Created 0472072018 New study created in elRB u‘
RE - Submission Initiated 04202019 ml
Study - Not Active D4126/2019 (%

Parkland Heslth and Hospital System

Study - Active/Enrolling D5/07/2018

Step 3: Add Active/Enrolling Status (if
missing)

]

The “Study - Active/Enrolling” status should only be added to the site to which you are enrolling
patients if the “IRB - Approved” study status has been received, performance site approval has been
received for the site, and all other administrative statuses required for enrollment have been received.

Below is the process for adding the “Study - Active/Enrolling” study status if these requirements have
been met.

1. From study Summary page, click the Study Status tab.

Personalize | Manage | Libraries | Reporting Study #, Title or Keyword

‘o are working on study: 26068

Summary || Site/Team || Protocol (@100 FEEIN | Forms || Milestones || Admin Schedule
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2. Click the Add New Status link.

g | Libraries | Reporiing i ] Development Kimbery Taylor 1 3 1 I | [@]
¥ tucy: 26068

'ou are working on study. &‘ E =
Summary || SiterTeam || Protocel | (B e | Forms || Milestones || Admin Schedule || Documents || Reports || Motffcations

- Study Initiation

. Current Status Study Start Date Study End Date

B - Submission. Search by Orgsnization All j

RE - Waiting As... IR - Approved 0507 e Change Dates

RE - Approved
Study Status History:

- Study Activation Organization Study Status Status Valid From Status Valid Until Mesting Date Notes Deletel

3. Verify or update required fields.

Study #, Title or Keyword m Development

You are working on study: 26068

Summary || SitelTeam || Protocol | @S0G ESENTER | Forms || Milestones || Admin Schedule || Documents || Reports | | Motifications

* Study Initiation Study Start Date -D5/07/2019

Please enter status details:

RB - Submiss the organization to which you will be enrolling patients.

RE - Waiting As... Organization m Parkland Heslth and Hospital System v[

RE - Approved cietee 7ype 2] Study 4 |Select Study. I
Study Status 2 Study - Active/Enrolling < T~ |Select “Study — Active/Enrolling”. |

Documented By * Kimberly Taylor Salact |lsar
Defaults with your name. |

n..

Study End Date / If adding “Study — Active/Enrolling”, you will need to select |

- Study Activation

Study - ActivelE... Assigned To
Status Valid From * ‘\
« Study Closure Ststus Valid Until Enter active/enrolling date. |

Meeting Date
RB - Study Closed

Motes

This is study's Current Status

O Organization specific current reportable status

4. Enter your e-Signature and click Submit.

Important Info & Tips

e  Before adding the “Study — Active/Enrolling” status for a site, verify that
ALL administrative study approvals required for enroliment have been met
and are shown on the Study Status tab (for example “IRB-Approved”
“Performance Site Approved” for the site, "Coverage Analysis — P1
Approved”, etc. "IRB-Approved” and "Study — Active/Enrolling” are
Epic interface requirements.)

e Parkland “Performance Site Approved” and Children’s “Performance
Site Approved” are required for interface with their respective Epic
systems.
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Step 4: Search for a Patient in Velos and
Epic

(A) Search for Patient in Velos

1. Point to the Manage link in the upper left portion of the screen,
then click the Search link under Patients.

MNew Organizations 4
|
Search Groups
T Links
RB - Subm
RB - Waitiy Enrolled Forms
RE - Apprg Schedule Portals
=
T Study e Search i
Study - Acti Search
| I

2. Enter the patient first name and last name in the corresponding Patient Name fields and click
Search.

Personalize | Manage | Libraries | Reporting Study #, Title or Keyword = Devekjpment Kimberly Tayior 1 B3 1 I | [0

Y | Study Patients || Schedule

Search By
Velos Patient 1D MRN: Date of Birth:
First Name: jenise Middle Name:

Last Name: zz
Gender Selest an optian |

3. Review the results and verify data (such as MRN and Date of Birth). If the patient you were
searching for is found, click on the Velos Patient ID link and proceed to Step 6: Complete
Demographics Tab.

Study #, Title or Keyword Developme
Study Patients || Schedule

Search

Vilos Pflent D MRN Date of Birth

First N jenise Middle Name. LastName: |22z

Genger Select an option| |

] GurentPagelt [Total Pages: 1 » m Rows Per Page 10 Showing 1- 1071
|pitnls] won ot e Ltars Ottt S
‘ sz JENISE zz 101102008 Femsle | (3]

If a person with the same first and last name is found in Epic, but
it is not the patient you are searching for, then click the Continue
to search in Epic link.

Page 4
Please verify the identity of the participant from the, ve list and click on the Velos Patient ID link
Continue to search in Epic




AIS Tt Shezt

4. If no patients matching the criteria are found in Velos, this message will appear.
CI'Ck OK. Message from webpage ﬂ

| \, No Matching Records were found in the Velos Database:

Important Info & Tips

e  Search for patients by First Name and Last Name.

e  Using other criteria may not locate the patient for
which you are searching and may result in a
duplicate patient in Velos!

5. The message below will appear. Click OK
to search Epic and proceed to (B).

F

@™ % Do you want to continue search in Epic or modify existing search
WY aiteria for Velos Database?
= Click Ok to continue search in Epic else dick Cancel

(B) Search for Patient in Epic (if not found in Velos)

1. Clicking OK under Section (A), Number 5 will automatically search Epic using the criteria you
entered. If sufficient information was not provided to search Epic, then you may need to re-
enter the patient first name and last name again in the corresponding Patient Name fields and

click Search.

2. Review the results and verify data. If the patient you were searching for is found in Epic, click
on the Select button and proceed to the Patient Information Screen section of this

document.

Study #, Title or Keyword ) Development yamberly Tayior 1 63 1 1 €

ze | Manage | Libraries | Reporting

EUER-TFIG Y ( Study Patients || Schedule

Search By

Velos Patient ID MRN: Dste of Birth:
First Name: Jenise Middle Name: Last Name: ZZZ

Gender. Selectan optlonﬂ
Velos Fatient ID [T| MRN First Name Middle Name Last Name Date of Birth Gender
ez I ek zz Femsie | (3]

Please verify the identity of the participant from the above list and click on the Velos Patient 1D link
Continue to search in Epic

3. If the search did not find the patient you were searching for, then proceed to (C) below.
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(C) New Patient Process (Patient not found in Velos or Epic)

If the patient WILL be associated with a study record in Epic, STOP HERE and contact the
Registration Clerk at the site the patient will be seen (UT Southwestern site, Parkland or
Children’s) to have them added to Epic and generate an MRN. Once this step is complete, you will
follow the process outlined above in (A) and (B) to search for the patient and you will locate them
in the Epic search the same day.

If the patient WILL NOT be associated with a study record in Epic, then click the Click Here to
Add New Patient link at the bottom of the patient search screen and you will be directed to the
Patient Information screen. (Proceed to Section 5: Complete patient Information Screen for the
next steps.) Use the Click Here to Add New Patient link with caution!

Please verify the identity of the participant-frem-theabeuali

8 i and click on the Velos Patient ID link

Step b: Complete Patient Information Screen

You will skip this step if the patient is found in the Velos search (Step 4 (A)) in the
previous section.

1. Verify if information is correct on this screen, make changes if needed, complete required
fields marked with a red asterisk as well as those required by your department.

ST Ty L] Development Kimberly Taylor m 1 ﬂ | @
Patient Details
pationt 0 (Bl oyser-Genertec Do not enter or edit any information in the UTSW MRN
First Name * A
— field on this screen. This information should pull in
010111801 automatically.
Gender * Female ﬂ
Ethnicity * Non-HlspamciLatmoj
Erimary Race White & Additions| Rsce Select Race
Registration Details
Organization 2] UT Southwestem Medical Center and Affiliates v TEw e 01010101010
Provider Select User if Other
Survival Status * Aiive [v| Date of Death
cousel P) Select an option [v] Specify Cause

2. Enter your e-Signature and click Submit.

3. You will be directed to the Demographics tab. Go to Step 6: Complete Demographics Tab
below.
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Step 6:

Complete Demographics Tab

Personal Details Section

1. Verify if information is correct on this screen, make changes if needed, complete required
fields marked with a red asterisk as well as those required by your department.

2. Enter your e-Signature and click Submit.

[T | Patient Profile

Protocols

Reports || Appendix

Patient Details

Pa(iEnIID -

Survival Status: *

78335

L]
Alive Death Date

Personal Details

First Name *
Middle Name

Last Name *

Date of Birth *
Gender

Marital Status
Country

Home Phane Number

E-Mail

Ethnicity *

Primsry Race *

Registration Details

The Patient is

JENISE

ZZZ

02181970

Femals
Select an upﬁnn

214-555-4446|

HNon-Hispanic/Latino
White

Please save your changes before adding or modifying patient registratiggffetail

Verify that UT Southwestern Medical Center and Affiliates is listed.

Add SCCC if the study is cancer related and SCCC is not already listed here (follow the steps in

the next section to add it manually).

If the patient will be seen at Children’s or Parkland, those organizations and MRNs can be
added here, though you should wait 24 to 48 hours to allow the system to pull in CMC and
PHHS organizations and MRNs automatically before following the steps on the following

page to add them manually.

An MRN that matches the patient’s MRN in Epic is required for interface between Velos and

the respective Epic systems of UT Southwestern, Children’s and Parkland.

Additional Race

Select Race

Register to a New Organizatio

Organization

MRN

Registration Date

Provider

Group/Department

Access

ur rn Medical Center and Affiliate:

03502664

05/00/2019

Granted

Page 7



AT

Step 6: Complete Demographics Tab, continued. ..

Registration Details Section

In order for a patient to be associated with a study in the Epic system, the organization and Medical
Record Number (MRN) must be listed here.

If the organizations and MRNs have not pulled in automatically, you can manually add them following
the steps provided below. The steps provided in this section should be used to add SCCC if the study
is cancer related.

(Note: Please enter MRNs accurately. If the MRNs in the Registration Details section do not match the
MRNs in Epic, then the patients will not be flagged as research in Epic.)

1. Click the Register to a New Organization link.

Registration Details

Please save your changes before adding or modifying patient registration details

The Patient is regi to the ing O jizati < Begister i 2 Hew Organization }

——

Organization MRN Registration Date Provider Group/Department ==

ur m Medical Center and Affiliates 03502664 05/00/2010 Granted
Other

2. Complete the required fields in the window.

Patient Facili — e
Register Patient to an Organization A
Organizations * Arlington Cancer Center € Select the Organization. I
MR * -
e e Tt e A e et s ETa & Enter the Patient MRN. If the MRN entered here does not Select
groups. will have this right match the MRN in Epic, then the patient will not be flagged

as research in Epic.

Registration Date

Provider Select User

F Other

Apcess to Patient Information for users of this organization ® Granted ) Revoked
5 the selected Organization patient's default Organization? (0 ves @ Mo

Enter your e-Signature and click

f changing patient's default facilit Submit.

r N patient in any study will need to be updated manually (if required)

e-Signature *

https://fvelosdev.swmed.edu/velos/jsp/updatePatientFacility.jsp #85% v

3. The window will close and you will proceed to the next section, Protocols tab.
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Step 7 - Complete Protocols Tab

1. Click on the Protocols tab.

2. Select the Study Number from the first drop down.
(NOTE: The study must have the “Study - Active/Enrolling” status to be on the drop down
list.)

3. Select UT Southwestern Medical Center and Affiliates from the second drop down list.
(NOTE: If the study is cancer related, then SCCC must be selected here, otherwise you will
always select UT Southwestern.)

Personalize | Manage | Libraries | Reporting Study #, Title or Keyword | Development Kimberly Taylor B | H \ @

Demographics || Patient Profile | REGIEE RS | Reports || Appendix

PallD: 78838 Age: 4dyears Gender Male PatMName: Marcus Rene  Org: UT Southwestern Medical Center and Affiliates

To screen/enroll this patient in a new study, select Study and Patient Organization: < Select an option >QT Southwestern Medical Center and AfﬁllalesVD m ‘

4. Click Submit. The Patient Status window will appear.

Step 8 - Add a Patient Status
| Important Info & Tips [

1. Check the Checkbox beside the first Be sure to update the statuses of your patient accordingly
status field to put a check in thé & patint study st TOUGHOUE the study.

box. See Page 10 for instruction on correcting a patient that was _

II Patient Study added to a study in error.

Patient ID: 78838 S

2. Click on the associated Status field

and select the appropriate status. N | Existing study stars S€€ Page 11 for instruction on how to “Re-Enroll” or “Re-
_ _ Nic Now Siatueies) CONSENt” @ patient.
3. Update the Status Date field if the Slect Status Status Date StatusReason  Garen
appropriate date iS nOt populated. } A:'.i'.fe-'Cn_'eatmentﬂ m Select an Opfion ﬂ E
/— O Added in Ermor ﬂ @. Select an Option ﬂ E
4. To add another status, check th O |consentRefused [v] B |seectanopion [v] (=]
CheckbOX under the neXt Iine and O Consent Signed ﬂ [@. Select an Opfion ﬂ E
re peat the Ste pS above. O Eligible/Screen SJCCtj [@. Select an Opfion ﬂ E
O Enrclled ﬂ @. Select an Opfion ﬂ E
5. Click the radio button beside the O |InFollow-Up ﬂ B |select an Option ﬂ )
Current Status. [0 |MotEligible/Screen Fﬂ B seectan Option ﬂ =
O Off Study ﬂ [ﬂ. Select an Option ﬂ E
6. Update the additional information I O Off Treatment ﬂ [@. Select an Option ﬂ E
under the Additional Information o T
and Patient Status sections, as pebet sy DI 76838 _ _
appl’opl’iate, or required by your i-::l .n; E;:E, E‘ UT Southwestern Medical Center ani::tﬁz:sﬂ
department' Enral n;g=h-:siciar @ seleck User
Performance Site ?\ Select an option ~
7. Enter your e-Signature and click paﬁimsmm,;:n% . . d
Submit. < >
| #85%

Important Info & Tips

e A patient is not considered to be “enrolled” in a study in Velos until the Enrolled status has been added to the patient. You will make
sure all preliminary statuses have been met before adding the Enrolled status to the patient.

e  The patient statuses of Active/On Treatment, In Follow-Up, Lock Down, Off Study and Off Treatment CANNOT be added until
Enrolled has been added. (If adding these statuses at the same time as enrolled, be sure that Enrolled appears above them in the
status window.)

e See the Velos Epic Interface — Patient Statuses and Velos Requirements document to see which patient status will trigger an
interface with Epic.



How to Return to the Patient Status Window

Page 10

1. Search for the study and click on @ (Patient Management).
2. Click on the Pt Study ID link.

ze | Manage | Libra jes | Reporting Study #, Title or Keyword QU Development

Patient Search | RIGVEFVEINE | Schedule

Search By

Kimberiy Taylor & o

Pafients on Study: 26068 Organization: Al Last Visit

Enrolled On: | Al Next Visit: Al

Patient Status: | Al [ Exelude Patients not currently Enrolied

Patient ID:

Patient Study ID:

T | Current Fage-ﬂ\ Totsl Pages: 1 | Rows Per Page 5 Showing 1-20f 2 [=] Q X |>
Study Patient Enrolling§=r Pt First Lsst  Enrolied Last  Mext  Visit  MostRecent  Enrolled Current Assigned  Physician Treatment  Treatment _ AE SAE Form  Other
Number D Site - \& Study MName  Name Visit  Due  Status Status By Status To Organization Am Count  Count  Count D
D
=

Southwastern - -

. ] . off Kimberly off .

26063 7883 o 15710 e R

26088 [ R Medisl Test S 050012019 # | A e e S 2 . . a
Affiistes
uT

28068 072‘4: aeu:_r-wesm-n 1513 Test 100 . Kimberly

28088 728 edical 5731 st 05/0012019 #] | [#]Enroied . [#]Enrolied o o o a
Genter snd 4
Affiiates

Click on the SCREENING/ENROLLMENT link.

Msnage | Libraries | Reporting Study #, Title o

Demographics

P
Cs

Development

Kimberly Taylor

Patient Profile | RgGTEH

Reports || Appendix

Study ID: 15710 Age- 40years Gender Male FatName: Marcus Rone  Org: UT Soutmwestern Medical

Screening 'Enrallr'\er\t) Schedule Adverse Events Forms |

‘ Study # 28068 u Calendar: No Associsted Calendsr  Pat.Stert Date:  Schedule:

i

Edit Calendar/Date View Previous Delete Schedule

The patient status screen below appears. To add additional statuses, you can click the Add
Multiple Status link and follow the steps on the previous page under Step 8: Adding a
Patient Status.

Personalize | Manage | Libraries | Reporting Study #, Title or Keyword = Development . & . @)

Demographics || Patient Profile | [ZE s 0 | Reporis || Appendix
PatiD: 18530 Pt Study |- 16710 Age: 40years Gender Male  Pathame Crg: UT Southwestem Medca
Center and Afi
[&]  Screening/Enroliment Schedule Adverse Events Forms
study number: 2000 [C1 [
Patient Study Details Edit Details
Pafient Study ID: 15710 Randomization # Assigned To
Enroliment Date 05082018 Enrolled By Kimberly Taylor Physician
Treatment Location Current Status Off Treatment

[The list below displays Patient’s Treatment Arms:

Treatment Arm Status Date

Off Treatment 05/08/2019 - - (€|

Enrolled D5/0812018 s = (%]

Important Info & Tips

You can also access the patient status screen by searching for the patient following
the steps below:

e  Click on the Patient Search icon.
e  Enter the first name, last name, or both, in the patient search fields.
e  Click on the Velos Patient ID link.
e Click on the Protocols tab.
e  Click on the Study Number link
Click on the SCREENING/ENROLLMENT link.
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Patient Added in Error

This section will guide you through the steps you should follow if a patient has been added to a study
in error. DO NOT DELETE the patient statuses already added to the patient. If a study active flag
was sent to Epic, removing these statuses will not correct the flag in Epic. Instead, add the “Added in
Error’ patient status as explained below.

1. Navigate to the Patient Status window (see previous section, if needed).

2. From the Patient Status window, click on the Add Multiple Status link.

Personalize | Manage | Libraries | Reporiing

Study #, Title or Keyword Q]

Development

Demographics || Patient Profile | [EISTSEY | Reports || Appendix

FatiD. 7553 FL Study I 15710 Ape: 48 years Gender. Mgk PatHame:
Center and Affistes

L
Study Number: 26068 [i]

Patient Study Details Edit Details

Org: UT Soutiwesterm Medical

Screening/Enroliment Schedule Adverse Events

Patient Study ID: 15710 Randomization #: Assigned To;

Enroliment Date 05092019 Enrolled By Kimberiy Taylor Physician

Treatment Location Current t Status Off Treatment

(The list reatment Arms:

Status Date

Status Date

Reason

Off Treatment 05/08/2019

Enrolled 05/08/2019

3. Click on the Select checkbox.
Click on the Status field and select “Added in Error” from the drop down list.
5. Click on the Current Status radio button.

Enter comments regarding the error in the Notes field.

- - — E—
'f!-% Patient Study Status - Internet Exilurer —— E@ﬂ
(e

Patient Study
Patient 1D:

Study Mumber:

Existing Study Statusies)

Status
Enrolled
Add New Status(es)

* Indicate Current Status

Status Date
05092018

s;m/ Status / Status Date Status Reason CE':;:;':/ Notes /
=y
Added in Errar 05/08/2019 Select an Option b =

7. Enter your e-Signature at the bottom of the window, then click Submit.

8. The status will push to Epic, and the “Research: Inactive” flag will be set in the respective

Epic system(s).

Page 11




AT

Re-Enrolling a Patient to a Study

Sometimes a patient that is enrolled in a study will be taken off study for some reason, but then later
will decide to participate on that study.

This section will guide you through the steps you should follow if you need to re-enroll a patient to a
study. DO NOT delete the patient statuses already added to the patient.

1. From the Patient Status window, click on the Add Multiple Status link.

Personalize | Manage | Libraries | Reporting Study #, Title or Keyword Development Kimberly Taylor A H c o]
Demographics || Patient Profile Repor.s Appendix
FaLD. % Study D, Age. 4 years Gender. Female Pathame Crg: UT Soutivesten Medica
Canter and Afiiates
‘ [&] Screening/Enroliment Schedule Adverse Events Forms

Study Number: 26083 D] n

Patient Study Details Edit Details

Pafient Study ID: 165731 Randomization # Assigned To
Enroliment Date 05/00/2019 Enrolled By Kimberly Taylor Physician

Treatment Location Current Status Enrolled

[The list below displays Patients Trastment Ams: Add New Treatment Arm

Treatment Arm Status Date

D N

Notes Delete

Enrolled D5/mE/Z018 - - ]

2. Click on the Select checkbox.

3. Click on the Status field and select “Re-enrolled” from the drop down list.
4. Click on the Status Date calendar icon to select the status date, if it is not already shown.

5. Click on the Current Status radio button.

6. Enter comments regarding the re-enrollment in the Notes field.

Patient Study
Patient IO Study Mumber:
Existing Study Statuses) * Indicate Current Status f
Status Status Date
Enrolled 05082018+
Add New Status(es)
Selec Status Status Date Status Reason Csl.:ar;ent Motes
Re-enrolled j 05/0%/2015 Select an Option j i &
— ] ¥y ] =1

7. The “Re-enrolled” status will push to Epic, and the “Research: Active” flag will be set in the Epic
system.

Re-Consenting a Patient to a Study

At some point you may need to re-consent a patient to a study. For example, if the patient has completed one
treatment arm of the study and will need to sign another consent before starting a new treatment arm. In this
instance, DO NOT add the “Off Study” status. Instead, follow the steps outlined above to add the "Re-Consent”
status to the patient. Remember, DO NOT delete any existing patient statuses. (The “Re-Consent” status will not
push an active flag to Epic. If a patient was taken off study, but needs to be on the study and re-consented, you
will need to add the “"Re-enrolled” status in order to trigger the "Research: Active” flag in Epic.)
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