Q3. How do | request a coverage analysis modification?

To request modifications, login to Velos from the Tools page on the UTSW website.
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In the Search a Study field, enter the study number, then click Search. Next, click the Study Administration icon
to pull up the study summary.
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You will now be on the Study Summary page. Click the Forms tab.
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After clicking the Forms tab, a new window appears. From the drop down menu, select the option for Coverage
Analysis Modification Form, then click Go.

tudy %, Tite or Keyw

Cumrent Page: Shudy Form

You are working on study: 13222

~  Stuay Initiation
Summary | SitaMeam  Protocol  Study Status m Documents  Admin Schedule | Reports | Noffications
[RE - Subms
IR - Waitin Jump te Form: Additional Spansor Information e “
IRE - Agprow =
Open Form Name: Addtional Spansar Information AJGEGH Quaries (=5 Autit Track Changes ()
Section 1
- Study Activation
Data Entry Date" ovwans |
Stody -Act Addtional Spansor 1 @ TEMPORARY
Addiional Spansor2 @ TEMPORARY
" Siudy Closure Adgtional Sponsor 3 @) TEMPORARY
@ TEMPORARY

IRE - Study a Adafional Sponsor 4

Fom tats Work In Progress r—

Fomm Version Number. §

alize * Manage > Libraries > Reporting ~ Sway . Tine of Keyword

Cument Page: Study Fomn

You are working on study- 13222
- Study Initiation

Summary  Site/Team

Prolocol | Study Status Documents ~ Admin Schedule  Reports | Nolifications

IRB - Submis

IRE - Approv. -]

nal rmation

Clinical Laboratory Sarvices Intake Form
Oven Form Mg - oical umam Sanvices Modification Form

Section 1 | Contracts Amendmants
*  Study Activation Contracts Intake Form
LESTEREY Coverage An:

DSMC Review Data
Addtionsl Spod Performance Site Review Form
PRMC Review Data
Addiional Spof PRMC Scientific Progress
PRMS Continuing Review Assessment Form
Adgaitional Spaf Proc IDE 2
Risk Analysis Data
SCCC Audit Data
SCCC Checklist for Opening Studies to Accrual
SCCC Study Activation Notes Repository Form
Form Status® | SCCC Study Information e-Signature *

Study Stant-Up Agresment
Subcontracts.
Form Version i Summary Accruals <

AGU/Edit Queries (= Audit Track Changes ®

dification Form

Study - Acti

* Sludy Closure

IRB - Study 1] Additional Spos

On the next screen, click New.
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The study team should complete Section 1 of the form. Leave form status as “Work in Progress.” Next, enter
your e-signature then click Submit.
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On the next screen, select Study Status, then Add New Status.
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Next, enter these status details:

e Organization: choose UT Southwestern Medical Center & Affiliates

e Status Type: Select Coverage Analysis from drop-down list

e Study Status- Select Coverage Analysis- Modification Submitted from drop down list
e Documented By- this field will auto-populate with your name

e Status Valid From- enter the current date.

e Enter e-Signature

e Click Submit.
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The SPA Coverage Analysis Team will complete the coverage analysis modification and submit approval request
to PI/Study Coordinator via DocuSign. They will also revise your final budget if appropriate.

The SPA Coverage Analyst will add the study status of “Coverage Analysis Modification- Pl Approved” to the
study in Velos.
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