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Montetiore

Albert Einstein College of Medicine

OFFICE OF CLINICAL RESEARCH
SUBMISSION PROCESS

Montefiore/Einstein has fully implemented Velos, a web-based Clinical
Trials and Research Management System (CTMS/CRMS). Agreements
handled by the Office of Clinical Research are managed in Velos. Please
note, our office will not move forward with any research agreement
request until our internal submission process is initiated. The following

serves as a guide for submission via Velos.
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Montefiore | *ENSEN

Albert Einstein College of Medicine

Office of Clinical Research (OCR) Velos Submission Steps

The Study Team must COMPLETE the following five sections as outlined throughout this document:

l. Summary — required project details
II.  Study Team —list of study personnel, sponsor(s), and collaborator(s); draft collaborator specific documents

Ill.  Attachments —study documents (i.e., protocol, ICF, coverage analysis, lab manual, department approval, etc.)

V. Forms — collaborator contact information
V. Study Status — study and administrative statuses

Getting Started:

For agreements associated with an Einstein IRB submission, part of OCR’s submission process involves the use of
OneAegis, which is managed by the Office of Human Research Affairs (OHRA). Please ensure you have completed the
Basic Study Information page on your OneAegis application prior to initiating the Velos steps below.

If your agreement is not associated with an IRB submission, contact OCR@montefiore.org to obtain the appropriate Velos

ID under which your agreement will be processed.

1. Login tothe Velos system: https://ctms.montefiore.org using your Montefiore/Einstein credentials

NN
)
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Technical Suppor

2. Enterthe study name as it appears in this email in the SEARCH box and click Search;

Personalize + Manage « Libraries v Repoiting v Study #, Title or Keyword Q ]Mmurﬂnm el 4 3 5 O

P Current Page: My Gadgets

. Quick Access 3 | [Z]My Studies FO ®
Study #, Title or Keyword m \ ‘ Study #, Title or Keyword
\ccount Forms
aeims
Patient ID on study (J Please use "Configure settings™ to add your studies,

Patient Study ID on study Study Number

|
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mailto:OCR@montefiore.org
https://ctms.montefiore.org/

3. Click onthe CLIPBOARD icon near the study team;

R AT Study Title Study , Division/Therapeutic Status Current Sponsor  Research

Phase Status

Type Status Type Type B3 L A

Number Area
Abbott
Remnant 1910914-
B = . Sample AbbRem Pathology
Agreement

¥ rking on study: 1310914-AbbRem

Pre

A Activation

IRB Draft RB Draf Industrial Pathology

Verify that all the information on SUMMARY screen is accurate and complete. Any fields with an asterisk* or
highlighted in yellow must be completed;

Study Team || Study Status H Attachments | Forms | Study Satup || Admin Schedule |

Study Summary
Study Information
Copy 2n Existing Study

Reguiatory Coordinator Amy Fox
Principal Investigator Amy Fox
Study Coordinator® Momka Marlieva

INDIDE Information Available?*

Study Definition
Study Number * 1210914-AbbRam

Official Title *

Summary (optional)

NET Numbsr(* for clinical trial anly)

Study Details

Primary Purpose” Select an option
Agent/Devica

Department * Pathology
Division/Thesapeutic Area * Pathology
Disease Site*

Study Duration® o

Estimated Begin Dat=*

Valid e-Sign [SEEtlE -0 HHI

Pringipal Investigator was a major authorfnitiator of this study?*

Select User

CTRP Reportatie (Canosr stucy only) L2)
Select User

FDA Regulated Study* (2]
Select User

Abbott Remnant Sample Agresment

De you want information in this section to be available to the public? U Yes ® No m

v

v
Select Disease Site(s)

Select an option ¥

Enter your e-signature at the bottom of the SUMMARY screen.

Ea—

Click on the STUDY TEAM tab and select the appropriate Organization on the STUDY TEAM screen. This section

will house the site-specific documents (i.e., budget, contract, etc.) only. The collaborating organization must be
listed in the Basic Study Information section of your OneAegis IRB application for it to appear in this tab.

You are working on study: 1910744-ThePL EAtrial

P
Summat Study Team | kRIS

Attachments | Forms

Study Setup || Admin Schedule

| s ™

acobi Hospital

Brigham and Women's Hospital, Boston, MA

White Plains Hospital

University of California at San Diege

lacobi Medical Center
5t Barnabas Hospital
[Texas Arrivythmia Institute, Austin, Texas, 1S

Eiosense Wabster Inc.

v

Treating Site Local Sample Size: - Track Study Status

Local Sample Size: -
Local Sample Size: -
_&} Local Sample Size: -
Local Sample Size: -
Local Sample Size: -

Jﬁ Local Sample Size: -
Spnn_s_pn@ Local Sample Size: -
Local Sample Size: -

@ Local Sample Size: -

On the Add/Edits Organizations screen, verify that the Organization and Type fields are accurate;
Under the ATTACHMENTS section of the Add/Edit Organization Details screen, select Click Here to add a new

file and attach the editable version of the agreement (Word format) and budget template, if applicable
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e IMPORTANT: If counsel to Montefiore is to draft the agreement, please make a notation in the Notes
section of the Study Status tab, refer to step #20.

8@ ctms.mentefiore.org/velos/jsp/newCrganization.jsp?studyld =10620&mode=M=&studySiteld =238248isiteld =4678

Add! Edit Grganization Details
Organization * Biosense Webster Inc
Type Sponsor T
Local Sample Size
Do you want this Infomaton to be available to the public?
© es ® Mo Whatis Public vs Non Public Information?
Additional Infarmation
Incéude in Reports =
The following options are ony avaiable for Velos Grid Ensbled Networks
Review Based Enrollment
New Enrollment Notification Sent To Select User
Enrollment ApprovediDenied Notification Sent To Select User
Attachments
Click Here to 304 3 new fink
S URL Description Edit | Delete
Name:
AgencyType:
AwardNumber
DateCrested
Dstelodifiec L 5
Other FundingThrough: (# 3
GrantStDate:
GrantEndDste:
PrimaryGraniee.
PrimaryFundingAgency:
GrantTitle
m— Clici: He s tc 34 2 new fil
File Name Deseription Edit | Delete
20185ep27 Draft RFA Biosense Romero 1910714docx || Drsft RFA (# (%
2020Dec07 Draft RFA Amd v .
1 Biosense Romero 1910714.docx et R Ama ) x|

9. Enteryour e-signature and click the Submit button.

dd documentsiforms to your Organication.
Fiie ™

| Choose File | 20204pr09 D... editdocx
Spedify full path of the fie.

Draft CTA
Give: 3 short description of your fi (250 char max)

Valid e-Sign [ERCEIEIERE T

Short Description *

0
H

*Indicates Mandatory Fields

10. Select the ATTACHMENTS tab;
11. Click ADD NEW VERSION/DOCUMENT and complete an entry for each of the following documents:
e  Protocol (Final)

¢ Informed Consent Form (Final or Draft)
e Coverage Analysis (if applicable)

e Pharmacy Manual (if applicable)

e Lab Manual (if applicable)

NOTE: It is Pl and study team's responsibility to ensure OCR has the final protocol and is notified of any protocol
changes that impact budgeting, contracting, qualifying clinical trial status, or post-award activities.

Summary || Study Team || Study Status| orms || Study Setup || Admin Scheduls
Search By
fersion # Category- Select an option v Type: Select an option Ad Status: Select an option A\
Associated Versions/Documents Listed Below ADD NEW VERSION < ADD NEW VERSIC MENT
Version # Version Date & Category ¢ Type & Section p— s Delete | Copy
%Dﬁ 08/23/2020 Coverage Analysis Grid Initial Sections (0) Attachments (1) Approved [#) @) » | &
fowmene ooE02018 Coverage Anaysic Grd Iritial Sectione (0) Attzchments (1) pr—) [ )]
e - = i <
W Contract Iritial Sections (0) Attachments (2) Approved [#) (@] = | @
IcE HIPAA Informnad Consant Initial Sections (0} 1 v\lu;kin_ﬂ-ggrpsslzl@ @ [ﬂ}
a0 09012019 Protocol Initsal Sections (0} Atachments (1) Wk in ;,,,97555@@} [ﬂ [@_I
IRIS Documents 0122019 Extemnal Site Docs Sections (0} Attachments (0) Approved [ﬁ] rLQ M [@]

12. Add document name in the version number field, date, select appropriate category, choose your file and add a
brief description.
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e NOTE: multiple documents can be uploaded at once.

Version Number* | Version Date | Category* | Type | File* Description®
Select an opfion v Select an option ¥ Choose File | Mo file chosen
Select an opfion v Select an option ¥ Choose File | Mo file chosen
Select an opfion v Select an option ¥ Choose File | Mo file chosen
Select an opfion v Select an option ¥ Choose File | Mo file chosen
| Select an option v Select an option ¥ | Choose File | Mo file chosen
e-Signature *

13. Enter your e-signature and click the Submit button.
14. Click the FORMS tab, select the Sponsor & CRO from the dropdown Form Name box and generate a new form;

*fou are working on study: 1310714-ThePLEAtrial

Summary || Study Team || Study Status

| Adrmin Schedule

Machme‘s | m
N\

E)Jc:\,r Setup
> 4

N Form Mzme: Sponsor & CRO_w1 v m —

15. From the provided links, choose the appropriate Sponsor or CRO Name. List only the contracting organization
(party listed in the agreement preamble) and select Sponsor type;
e NOTE: One form per organization

Jurnp 4o Farm: Sponsor & GRO_vi v
Open Form Name: Spansar & CRO_v1 =
Montefiore Einstein Invoice Information
0373072021
property considerations arising from this e i Mk

research for sither the investigator or the
nsftution?

Study Sponsor or CRO
I5 this information for a study Sponsor or CRO? G;c- CRO )

Sponsor or CRO Name (Click hers to selects Sponsorname  Click here to select s CRO name
Lead Organization/Sponsor Funding Sponsar Study Agent/Device
‘Sponsor type (select all that apply) o] DeparimentiAll SOC Federal Funding
Frivate Industry Foundation
(The above link is applicable only when i iated Sponsorto a CRO) or

16. Enter the Name, Phone Number and Email ID for both the Contract Contact Name and Budget Contact Name
fields
e IIMIPORTANT: The Contract Contact is the individual negotiating the contract on behalf of the other
party to the agreement; the Budget Contact is the individual negotiating the budget on behalf of the
other party to the agreement

Summary || Study Team || Study Status || Atiachments Study Setup || Admin Schedule

Stucly Sponsor or CRO

Is this information for @ stidy Sponsor of CRO? ® Sponsor CRO

Sponsor or CRO Name Maontefiore Medical Center Click here to select a Sponsor name  Click here to select a CRO name

Sponsar iype (select all that J Lead Organization/Sponsor ) Funding Sponsor W Study Agent/Device
apply) ) Department ) DepartmentiAll SOC ) Federal Funding

- Private Industry ) Foundation

{The above link is i only when i i Sponsor to a CRO)

Contract Contact Name: Ilia Brisbane

Phone Mumber 718-820-2036

Email ID mbrisban@maontefiore. org

Budget Contact Name: Iia Brishane

Phone Mumber 718-920-2036

Email ID mbrisban@rmontefiore. arg

Enter Address Information for Sponsor or CRO.

Address

City

State
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17. Enter your e-signature and click the Submit button.

18. Under the STUDY STATUS tab, click the drop-down menu for the Search by Organization field and select
the appropriate site for each submission;

N & (@ (@

o are working on study: 1910

Sludy Tea ‘ 5

Surnmary
=

o Search by Current Status Study Start Date Study End Date
> Al v Search
All ActiverEnrolling 01m2r2020 Change Dates
Einstein Montefiore (non-treating site)
Einstein (non-treating site)
Study Status Histo ADD HEW STATUS
Organization | Bigham and Women's Hospital, Boston, MA ‘ Status Valid Until System Date Hotes Felm
White Plains Hospital
Einstein Mantefiore (14 | niversity of Califomia at San Disgo
Jacobi Medical Center Adding new site Hacettepe University Hospital
St Bamnabas Hospital in Turkey, 1 As the grant holders and lead Pls
Texas Arthythmia Institute, Austin, Texas, US internationally, the IRB has requested Dr. Jorge
Biosense Webster Inc. Romero fo be designated as Pland Dr. Luigi Di
B CaoPl.Th lud dati tuch
University of Pennsybvania Medical Center, Philade E&is‘iu Innc‘ude‘%lrnésm?;lzna SES‘L‘;‘ZSE
Medical City Dallas Hospital, Texas, US ) LI Dr. Briceo will be changed to Sublnestigator. 2 (]
Royal Brompton Hospital, London, United Kingdom As part of the amendment in iRIS, we have
Hospital Santa Cruz, Lisboan, Portugal attached the DSMB plan document previously
University of California at Los Angeles, Los Angel provided to OCT. 3Nils Guttenplan, Andrew
Lois and Carl Davis Centennial Chair, DeBakey Hear Krumerman, Eugen Palma and Dr. Zhang to be
Miami Cardiac and Yascular Ingtitute, Miami, FL, U added as Colnvestigators
Hospital 505 Cardio, Florianopalis, Brazil Institu . 10i21i2020 @
CES University, Medellin, Colombia -
IRB Amendment Adding new site Hacettepe University Hospital
e 1062172020 - 1062102020 o 3
IRB Amendment Approved™ | 10/07/2020 - 10Mm7r2020 Addition of study coordinator; Addition of site E
1 As the grant holders and lead Pls e

19. Click on the Add New Status link, located on the far-right hand corner of the screen, and complete the following:
e Change Status Type to Pre-Activation
e Change Study Status to Ready for Admin Review**
e Entertoday’s date in the Status Valid From field
e Enter any relevant comments in the Notes field
e Unselect ‘This is study’s Current Status’

You are working on study- 2112845-PBMSurvey
‘Summary H Study Tezm‘ sway stats [P H Forms ” Study Setup HAmmn Schedu\e‘

'Study Start Date -03/30/2021 Study End Date

Please enter stalus details:

Organization * Einstein Montefiore (non-treating site) v
Status Type = —’ PreActivation  ~
Study Status * Ready for Admin Review"* ~
ed By Draft
Documemsd By Disease Team Disapproved™ SRR
Status Valid From * PRMC Submitted™
PRMC Approved™
System Date PRMC Approved (Expedited)™
PRMC Disapproved**
Finance approval (For OCT use only) PRMC Exempt™ ¥
~ IRB Initial Submitted
Review/Tyoe IRB Initial Approved
IRB Inifial Disapproved
Notes IRB Inifial Deferred
IRB Exempt 4
el | (] Tris is stucy's Cument Status T A e

S N Ready for EPIC Exemption Review"*
Organization specific current reportable status EPIC Exemption Approved™

Withdrawn Before IRB Approval

Selectan option Sigratre -

20. Enter your e-signature and Click the Submit button.
Post Submission:

e After completing all the steps mentioned above, a system notification is sent to OCR to review the submission
e Complete submissions are assigned an “Admin in Process” status
o Submissions with missing information will be rejected via an “Admin Rejected” system notification with
the reason for rejection.
o Study team must correct or add the missing information and follow steps 19 - 20 again
e Upon OCR activation (contract and/or budget approval) the Velos status will update to “Admin Approved”
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