Study Type Assessment and Regulatory Tracking (START) Form User
Guide and FAQs

Beginning a new submission:

Step 1: Use this link to navigate to the ARGO Platform: https://research.utrgv.edu/research

Step 2: Click the ARGO Login button. You may be automatically signed in via Single Sign On (SSO) or
you may need to enter your UTRGV Credentials.

Step 3: Navigate to the furthest box on the right, titled “Clinical Research”. Click on the orange “Go”
button.
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Step 4: Select the link that says New Clinical Research on the left side of the page under the
heading “Clinical Research”
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{HBOARD

My Dashboard

Custom Reports

1POSAL

New Proposal

My Proposals

{ICAL RESEARCH

My Clinical Research

Admin Only

Start a new clinical research project

There are three categories housed in the ARGO system. Not every project will require all three categories to be completed. Please read the following information on each category to determine which is applicable to your project. There is a "SKIP*
button at the bottom of each form if the form is not applicable. If you have any questions, reach out to dlinicalresearch@utrgv.edu,

[I[J coa/npa

CDA/NDA -Use this form if your project is
funded/sponsored by an outside organization that
requires an agreement to release documents related
to the project AND/OR if your project is using
information or technology provided from an outside
organization.

L start

The START Form s required for any prospective
clinical research, including Observational and Registry
studies, that are based at UTRGV, UT Health RGY, or
any UTRGV facility (main campus or any outpatient
clinic), AND involves any interaction with the human
subject after the consent is obtained. UTRGV uses the
NIH definitions for clinical research and dlinical trials.

Step 5: Click on the link within the middle box that says START
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5= DATA PROJECT

QA/Q)/Data Research - Use this form if your project is
for clinical data only. Please note the system
generated number on your completed START and/or
Data Projects forms as you will need to include them
on your IRB submissions for these projects.
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{HBOARD

My Dashboard

Custom Reports

IPOSAL

New Proposal

My Proposals

{ICAL RESEARCH

New Clinical Research

My Clinical Research

Admin Only

Start a new clinical research project

There are three categories housed in the ARGO system. Not every project will require all three categories to be completed. Please read the following information on each category to determine which is applicable to your project. There is a “SKIP"
button at the bottom of each form if the form is not applicable. If you have any questions, reach out to diinicalresearch@utrgv.edu

[1]J coampa

CDA/NDA -Use this form if your project is
funded/sponsored by an outside organization that
requires an agreement to relaase documents related
to the project AND/OR if your project is using
infarmation or technology provided from an outside
organization.

Lg start

The START Form is required for any prospective
dlinical research, including Observational and Registry
studies, that are based at UTRGY, UT Health RGV, or
any UTRGV facility (main campus or any outpatient
clinic), AND involves any interaction with the human
subject after the consent is obtained. UTRGV uses the
NIH definitions for clinical research and dlinical trials.

S DATA PROJECT

QAVQI/Data Research - Use this form if your project is
for clinical data only. Please note the system
generated number on your completed START and/or
Data Projects forms as you will need to include them
on your IRB submissions for these projects.
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Step 6: Begin by selecting the Basic Information page. Answer each question before hitting “Save
and Continue” on the bottom right.
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UTRGV Discovery ~  Faculty Insight Reports and Dashbosrds Why ARGO? 50, o o
DASHBOARD
Clinical Research Study - START
My Dashboard .
Custom Reports
PROPOSAL Ll BASIC INFORMATION
New Proposal
1. DO YOU HAVE A CDA/NDA SUBMISSION THAT YOU NEED TO LINK TO THIS STUDY? * @
My Proposals Yes ()Mo
CLINICAL RESEARCH Study Infarmation
MNew Clinical Research Budget Information 2.15 THIS AN INVESTIGATOR INITIATED STUDY? * @
Yes CNo
My Clinical Research Payments
Other Stdy Information
3. "ARE ANY OTHER NON-UTRGV INSTITUTIONS INVOLVED IN THIS STUDY (IS IT MULTI-SITE)?* @
£ Upioad Documents Yes ONo
Submit for OCR Review
4. WILL EQUIPMENT, STUDY DRUG, MATERIALS, ETC. BE PROVIDED BY AN EXTERNAL SOURCE? *
sTATUS
Yes Ne
5. FUNDING SOURCE? 6. TYPE OF STUDY
External - Industry/Pharma Observational
External - Non-Grant Federal Funding Investigational Drug Study
External - Grant Funding Investigational Device Study
External - Private/Non-Profit/Foundation Intervention Study - Non-drug or device
Internal - Depantment/Self-funded Post.FDA Approval Study
Not Funded Registry
Other Other
v
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DASHBOARD
Clinical Research Study - START
My Dashboard el is requirec

Custom Reports

LS START FORM [l BASIC INFORMATION
New Proposal
1. DO YOU HAVE A CDA/NDA SUBMISSION THAT YOU NEED TO LINK TO THIS STUDY?* @
My Propasals PI & Spensor Yes (JNo
CLINICAL RESEARCH Study Information
MNew Clinical Research Budget Information 2. 1S THIS AN INVESTIGATOR INITIATED STUDY? * @
Yes No
My Clinical Research Payments

Other Study Information
3. "ARE ANY OTHER NON-UTRGV INSTITUTIONS INVOLVED IN THIS STUDY (IS IT MULTI-SITERZ * @

2. Upload Documents Yes (INo

Submit for OCR Review

4. WILL EQUIPMENT, STUDY DRUG, MATERIALS, ETC. BE PROVIDED BY AN EXTERNAL SOURCE? *

STATUS
Yes CNo
5. FUNDING SOURCE? 6. TYPE OF STUDY
External - Industry/Pharma Observational
External - Non-Grant Federal Funding Investigationsl Drug Study
External - Grant Funding Investigational Device Study
External - Private/Non-Profit/Foundation Intervention Study - Non-drug or device
Internal - Department/Self-funded Post-FDA Approval Study
Not Funded Registry
Other Other

k Save & Continue
v
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Step 7: Select the Pl and Sponsor Page
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<« c A research.utrgv.edu/research/start/start_form.php % 0 @ :
28 | @ TckGbd W Home-myutguedu CI CimicalTiakigovPR. @ Home|Bem Cliical.. ¥ Forence UAT  § Florence Production % MCD Search [ National Comprehe.. Forms & Tempiates.. @ Adabe Acrobst f Freezerworks @ Fpic [ Imported

UTRGV Discovery Faculty Insight Reports and Dashboards

DASHBOARD

My Dashboard START FORM Ll i & spoNsOR
Basic Information
Custem Reports

e
PROPOSAL
Study Informatio g )
Sk T Pl Name Pi's Employee ID Coordinator Name
Budget Information
My Propesals
Fayments
AL et A PIs Email PI's Department/Division Coordinator Email
Other Study Information
New Clinical Research i Bocmelis
Mk Bkt Hesoa=t SubmIt for OCR Review
status STUDY SPONSOR INFORMATION (IF APPLICABLE)

Study Spansor

Study Shart Name Protocol Number
Sponsor Regulatory Cantact Name Sponsar Regulatory Contact Email
Sponsor Budgets/Contracts Contact Mame Sponsor Budgets/Contracts Contact Email

Step 8: Search for the Study Pl by clicking the “Search Study PI” box

v W Home- myutrgvedu X | W ARGO|UTRGY X @ ARGO|Research x 4 - o x
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UTRGV Discovery Faculty Insight Reports and Dashboards v Why ARGO? 45253 ‘ @ finnaMarie Perales

DASHBOARD
Pl & SPONSOR
et START FORM JEL|
Basic Information
Custom Reports
PROPOSAL
Study Information
New Proposa! PI's Employee ID Coordinator Name
Budget Information
My Proposals
Payments
CLINICAL RESEARCH PI's Email PI's Department/Division Coordinator Email
Other Study Information
New Clinical Research
2 Upload Documents
My Clinical Research Submit for OCR Review
staTUS STUDY SPONSOR INFORMATION (IF APPLICABLE)
Study Sponsor
Study Short Name Protocol Number
Sponsor Regulatory Contact Name Sponsor Regulatory Contact Email
Sponsor Budgets/Contracts Contact Name Sponsor Budgets/Contracts Contact Email

Save & Continue
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Step 9: Enter in the PI’s first and last name and hit “search”

¥ @ Home- myautrgredu * | W ARGO|UTRGY X @ ARGO|Research xS
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Search Information for Study Pl

IaMs Last Name First Name

Pleass enter Your UTRGY |dMS or Name or Email ta Search.

Step 10: A list of all the matches from your search will populate. Select the correct Pl by clicking
“Select” under the “Action” column on the corresponding row.
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Search Information for Study Pl

I8MS Last Name First Name.

Nams Email Position Department etian

Lindsey Simon  lindsey.simon@utrgv.edu Asst Dir Regulatory Clin Res Clinical Research @
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Step 11: Search for the Study Coordinator by clicking the “Search Study Coordinator” box.
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UTRGV Discovery ~  Faculty Insight
DASHBOARD
FORM £ Pl & SPONSOR
My Dashboard AR, kil
Basic Information
Custom Reports
Search Study Pt
PROPOSAL

Study Information
Nk b Pls Name Fi's Employes 1D Caardinator Name
Budget Information
My Propasals
Payments
CLNICAL RESEARCH Pr's Email PI's Department/Division Coosdinator Email
Other Study Information

MNew Clinical Research {E kiziood Docnests

by Gl et B Submit for OCR Review

STATUS STUDY SPONSOR INFORMATION (IF APPLICABLE)
Study Spansor
Study Shart Name Protocol Number
Sponsor Regulatory Contact Name Sponsar Regulatory Contact Email
Sponsor Budgets/Contracts Contact Mame Sponsor Budgets/Contracts Contact Email

Step 12: Enter in the Study Coordinator’s first and last name and hit “search”

v Home- myatrgredu % | W ARGO|UTRGY X @ 30| Researcn x o+ - 2 x
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Search Information for Study Coordinator

Last Name First Name

Nama Email Position Department

Lindsey Simon  lindseysimon@utrgv.edu Asst Dir Regulatory Clin Res Clinical Research  [‘select |
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Step 13: A list of all the matches from your search will populate. Select the correct Study
Coordinator by clicking “Select” under the “Action” column on the corresponding row.
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Search Information for Study Coordinator

Last Name First Name

Name Email Position Department

Lindsey Simon  lindsey.simon@utrgv.edu Asst Dir Regulatory Clin Res Clinical Researc]

=

Step 14: If your study is not funded by a sponsor, you do not need to fill out the study sponsor
information. If it is funded by a sponsor, complete that section. Hit “Save and Continue” to move
forward.
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Anna Marie Perales

UTRGV Discovery Faculty Insight Reports and Dashboards

DASHBOARD

My Dashboard START FoRM [E[] pra sponsor

Basic Information

Pl & Sponsor Search Study PI Search Study Coordinator

Custom Reports

PROPOSAL
Study Information
N o] PI's Name * PI's Employee ID Coordinator Name
Budget Information
My Proposals
Payments
T PI's Email PI's Department/Division Coordinator Email
Other Study Information
New Clinical Research P2 Upload Documents
D@t Submit for OCR Review
STATUS STUDY SPONSOR INFORMATION (IF APPLICABLE)

Study Sponsor

Study Short Name Protocol Number
Sponsor Regulatory Contact Name Sponsor Regulatory Contact Email
Sponsor Budgets/Contracts Contact Name Sponsor Budgets/Contracts Contact Email

Save & Continue
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Step 15: Select the Study Information page. Answer each question before hitting “Save and
Continue”
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DASHBOARD

My Dashboard

Clinical Research Study - START

Custom Reports

EROPORAL START FORM EEll stupyinFo
New Proposal Basi Information
1. WHAT IS THE ESTIMATED STUDY WIDE ENROLLMENT FOR 2. WHAT 1S THE ESTIMATED UTRGV PARTICIPANT
My Propasals P & Sponsor THIS STUDY? ENROLLMENT FOR THIS STUDY? *
CLINICAL RESEARCH
New Clinical Research TagaTAToration 3. HOW MANY MONTHS WILL THE STUDY BE ENROLLING AT 4. HOW MANY UTRGV PARTICIPATING STUDY SITES? * @
UTRGV? *
My Clinical Research Payments
Other Study Information
5. WOULD YOU CONSIDER ENROLLING IN LANGUAGES OTHER THAN ENGLISH 6. IS YOUR STUDY A CMS-APPROVED REGISTRY? * @
& Upload Documents AND SPANISH? *
Yes ONo
Submit for OCR Review ¥ Ol
STATUS
7. WHO WILL BE THE IRB OF RECORD? * 8. NATIONAL CLINICAL TRIALS (NCT) NUMBER? @
Advarra IRS
WCG IRB
SMART network
TRGY 18
UT System
NCI CIRE

Other IRB

Save & Cantinue

-
. . . . «
Step 16: Select the Budget Information page. Answer each question before hitting “Save and
H ”»
Continue
v W Home - myutrgviedu X | W ARGO|UTRGV X @ ARGO|Research x o+ - a8 x
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DASHBOARD
My Dashboard START FORM Ll BUDGET INFO

Basic Information
Custom Reports 1. HAVE YOU REVIEWED THE SPONSOR'S INITIAL BUDGET TEMPLATE? * 2. HAS A DRAFT BUDGET BEEN CREATED? *
Pl & Sponsor Yes No Not Applicable Yes No Not Applicable
PROPOSAL

Study Informatign
Budget Information
Yes, the payment terms are acceptable as-is

No, negotiation will be requried
CLINICAL RESEARCH
Other Study Information

New Proposal
3. DOES THE INITIAL DRAFT OF THE BUDGET APPEAR ADEQUATE? * 4.1S THE PROPOSED PAYMENT SCHEDULE ACCEPTABLE?
My Proposals Yes ONo () Not Applicable

Maybe, negotiation is preferred
. Other

New Clinical Research

cur il Researd &, Upload Documents

Not Applicable
My Clinical Research Submit for OCR Review

- 5. FOR DRUG AND DEVICE TRIALS - ANTICIPATED NUMBER OF 6. WILL STUDY-RELATED CLINICAL SERVICES (E.G. SCANS, LABS, ETC.) BE

RENDERED AND BILLED BY UTRGV FOR THIS PROJECT? *
SCREEN FAILURES? @

7. WILL UTRGV HEALTH PERSONNEL BE UTILIZED IN STUDY ACTIVITIES? * 8. EXTERNAL STUDY MONITORS MAY POTENTIALLY NEED TO REVIEW PATIENT
. N MEDICAL RECORDS. *
fes o

Yes ONo

9. WILL THIS STUDY IMPACT UTRGV DIRECT PATIENT CARE TEAM(S)? * 10. WILL YOU BE UTILIZING ANY OF THE FOLLOWING SERVICES FOR ANY
PORTION OF THE STUDY? *
Yes ONo

Radiology/Imaging Services
Investigational Pharmacy
Central Labs
Local Labs
Pathology
Inpatient services at Hospital
Outpatient services in any UTRGV clinics



UT Health

UTK/ V i RioGrandeValley

Step 17: Select the Payments page. Answer each question before hitting “Save and Continue”
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DASHBOARD
Clinical Research Study - START
My Dashboard

Custom Reports.
BROROSAL START FORM LEIl PAYMENTS & REIMBURSEMENTS

New Proposal Basic Information
1.DO YOU PLAN TO OFFER ANY SUBJECT STIPENDS FOR VISITS, PENDING BUDGET REVIEW? *

Yes ONo

My Proposals PI & Sponsor

CLINICAL RESEARCH Study Information

R @ sz 2.DO YOU PLAN TO OFFER ANY SUBJECT REIMBURSEMENTS FOR THE VISITS, PENDING BUDGET REVIEW? *

Yes ONo
My Clinical Research

Other Study IOMMaTON

save & Continue
&, Upload Documents

Submit for OCR Review

STATUS.

Step 18: Select the Other Study Information page. Answer each question before hitting “Save and
Continue”
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&€ 5 @ @ % researchutrgv.edu/research/start/start_form.php

* 0@
82 @ Tick@iab @ Home-myutrguedy CT CicalTrislsgov PR @ Home|Beta Cimcal.. ¢ Florence UAT ¢ Florence Production 5% MCD Sesrch (8 Nationsl Comprehe..  * Fomms & Templates.. @ Adobe Acrobst  f Freezerworks @ Epic [ Imported
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DASHBOARD

My Dashboard START FORM Ll OTHER STUDY INFORMATION

Basic Information
Custom Reports. 1. 1S THE DRUG/DEVICE BEING PROVIDED BY THE SPONSOR? *
Bli& Spansor Yes ONo ON/A
PROPOSAL
Study Information
New Proposal

Budget Information 2. ACCORDING TO THE PRINCIPAL INVESTIGATOR (PI), THIS STUDY INVOLVES: *
My Proposals Additional outpatient visits, in addition to Routine / Standard of Care visits

Inpatient stay, Beyond Standard of Care / Solely for Research

CLINICAL RESEARCH [P — Additional time needed in exam / treatment / procedure room, Beyond Standard of Care

New Clinical Research None of the above

2. Upload Doct

My Clinical Research Submit for OCR Review
3. DOES THE STUDY INVOLVE HUMAN GENE TRANSFER ACTIVITIES (STORE, MANIPULATE, ADMINISTER, OR DISPOSE) WHICH UTILIZE UTRGV RESOURCES AND/OR
FACILITIES? *

STATUS. Yes

No

4. PURCHASING: WILL THIS STUDY INVOLVE THE FOLLOWING:

New Purchase Regular Purchase
(not currently used at UTRGV) (currently used at UTRGV) Sponsor Provi

Other

3rd Party Services




Step 19: Click on Upload Documents
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DASHBOARD

My Dashboard

Custom Reports.
PROPOSAL

New Proposal

My Proposals
CLINICAL RESEARCH

New Clinical Research

My Clinical Research

£l UPLOAD DOCUMENTS

START FORM
Basic Information
FILE CATEGORY

Pl & Sponsor Study Protocol

N— Sponsor Correspondence
Informed Consent

Budget Draft

Clinical Trial Agreement

Budget Information
Payments Medicare Coverage Analysis
Pharmacy Manual

Imaging Manual

Lab Manual

Investigator Brochure

‘ Upload Documents ’

Submit for OCR Revre

IRB Approval Letter

Other Document
STATUS.

UPLOADED DOCUMENTS

Category

e PLease check one of ‘File Category’, then ‘Choose File' to upload your file.
Allowed file format: * pdf, *doc, *.docx, *csv, *is, *xIsx, *ppt. “pptx. *jpg, *jpeg, *.png, *bmp, *gif
Uploading file size must be less than SOMB

ChooseFile | No file chosen

UPLOAD NOTES:

Uploaded By Remove

Step 20: Upload ALL documents for your study. Select the category that applies to the document
you are uploading. Categories can be used more than once, if needed.
Step 21: After selecting the category, select “choose file” and find the file.
v W Home-myutrgvedu x | W ARGO|UTRGV X @ ARGO|Research x o+ - 8 x
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UTRGV Discovery v Faculty Insight v Reports and Dashboards

Why ARGO? ‘ 4:40;

DASHBOARD

My Dashboard

Custom Reports
PROPOSAL

New Proposal

My Proposals
CLINICAL RESEARCH

New Clinical Research

My Clinical Research

£l UPLOAD DOCUMENTS

START FORM

Basic Information

PI & Sponsor O Study Protocol

o Iomaon Sponsor Correspondence
Informed Consent
Budget Draft

Clinical Trial Agreement

Budget Information

Payments Medicare Coverage Analysis

Other Study Information Pharmacy Manual

Upload Documents

Submit for OCR Review

Imaging Manual
Lab Manual
Investigator Brochure
IRB Approval Letter

Other Document
STATUS.

UPLOADED DOCUMENTS

Category

1 PLease check one of File Category’, then ‘Choose File' to upload your file.
Allowed file format: *,pdf, *.doc, *docx, *.csv, *xls, *xIsx. *ppt. *,ppt. *jpg, *jpeg, *.png, *bmp, *.gif
Uploading file size must be less than 50MB,

Protocol

Ngffile chosen

Choose File

UPLOAD NOTES:

Uploaded By Remove

10
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Step 22: After selecting the file you wish to upload, select "Upload”
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DASHBOARD
START FORM £l UPLOAD DOCUMENTS
My Dashboard
Basic Information
Custom Reports FILE CATEGORY
Pl & Sponsor 0 study protocol 4 PLease check one of ile Category’, then ‘Choose File® to upload your fie.
PROPOSAL

Allowed file format: *,pdf, *.doc, *docx, *.csv, *xls, *xIsx. *ppt. *.pptx, *jpg, *jpeg, *.png, *bmp, *.gif

Sponsor Correspondence
Uploading file size must be less than 50MB,

Study Information
New Proposal Informed Consent

Budget Information Budget Draft

My Proposals Clinical Trial Agreement SELECTED CA Protocol
Payments E

Medicare Coverage Analysis

CLINICAL RESEARCH Choose File | Dummy doc 1.docx
Other Study Information Pharmacy Manual Y

Imaging Manual

New Clinical Re h :
lew Clinical Researct Upload Documents L2 Manual UPLOAD NOTES:

Investigator Brochure
My Clinical Research
Submit for OCR Review RB Approval Letter

Other Document
STATUS.

UPLOADED DOCUMENTS

File Name Category Notes Uploaded By Remove

Step 23: Repeat steps 20-22 until ALL study documents have been uploaded.
Step 24: Review all of the submission pages for completion and accuracy

Step 25: If you need to make any changes to a saved page, make the desired change and then
select “Update” at the bottom of the screen.

v @ Home-myutrgvedu x | W ARGO|UTRGY X @ ARGO|Research x o+ - & x
€ 2 C R % h. tf 00012 % O ®
83 | @ Tick@lb & Home- myutrgvedu CT ClinicalTrialsgov PR.. @ Home | Beta Clinical. ¥ Florence UAT ¥ Florence Production 4 MCD Search 8 National Comprehe... Forms & Templates.. @ Adobe Acrobat f Freezerworks @ Epic [ Imported
UTRGV Discovery v  Faculty Insight v Reports and Dashboards v Why ARGO? ‘ 2:59:48 9 ‘“_’" e
DASHBOARD
START FORM LEl] BASIC INFORMATION  (START ID: 2000012)
My Dashboard
Custom Reports 1. DO YOU HAVE A CDA/NDA SUBMISSION THAT YOU NEED TO LINK TO THIS STUDY? * @
Pl & Sponsor Yes ONo

PROPOSAL
Study Information
New Proposal
Budget Information 2.1 THIS AN INVESTIGATOR INITIATED STUDY? * @
My Proposals Yes ONo
Payments

CLINICAL RESEARCH
Other Study Information

3. "ARE ANY OTHER NON-UTRGV INSTITUTIONS INVOLVED IN THIS STUDY (IS IT MULTI-SITE)* @
Yes ONo

New Clinical Research
cur sl Researd &, Upload Documents

My Clinical Research Submit for OCR Review

4. WILL EQUIPMENT, STUDY DRUG, MATERIALS, ETC. BE PROVIDED BY AN EXTERNAL SOURCE? *

staTUS
Yes ONo
Initiated
5. FUNDING SOURCE? 6. TYPE OF STUDY
External - Industry/Pharma Observational
External - Non-Grant Federal Funding Investigational Drug Study
External - Grant Funding Investigational Device Study
External - Private/Non-Profit/Foundation Intervention Study - Non-drug or device
Interal - Department/Self-funded Post-FDA Approval Study
Not Funded Registry
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Step 26: A comment box will pop up asking you to specify your update. This is so we can keep track
of amendments to the submissions later on. Enter your reasons/updates and hit Continue.

v 8 Home - mytrgvedy % | W ARGO|UTRGY X @ ARGO| Research x =

€9 o3 o * 0 ® :

B8 @ Tekmis W ome myurguess GI CincaTnegorPi. @ Home|SewCinical. | ForenceUST  © Florence Procuction % MCDSearcn [ Nations) Comprene. Foms & Tempars. @ Adoseacobst [ Freezemoses @ Epe [ imponen

Change Comments

Please provide a reason far thess changes

Step 27: Once you are satisfied that you have answered all applicable questions and uploaded all
documents, navigate to the “Submit for OCR Review” page.

v W Home-myutrgvedu X | W ARGO|UTRGV X @ ARGO|Research x o+ - 8 x
€« > C A % h, e 2 * O @ i
23 | @ Tick@b & Home-myutrgvedu CT ClinicalTrialsgov PR.. @ Home | Beta Clinical, V' Florence UAT ¥ Florence Production 5% MCD Search (B National Comprehe... Forms 8 Templates.. @) Adobe Acrobat f Freezerworks @ Epic [ Imported

9 Anna Marie Perales

UTRGV Discovery Faculty Insight Reports and Dashboards Why ARGO? ‘ 456:54 ‘

DASHBOARD
START FORM [l suBMIT FOR OCR REVIEW (sTa&T 1n: 2000012)
My Dashboard
Basic Information v
Custom Reports COMMENTS
Pl & Sponsor
PROPOSAL
Study Information
New Proposal y
Budget Information
My Proposals I acknowledge this START Form is submitted for review *

Payments

CLINICAL RESEARCH m
Other Study Information

New Clinical Research

My Clinical Research Submit for OCR Review

STATUS.

Initiated

Step 28: Add any comments or additional information you feel may be relevant to your submission.
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Step 29: Check the box that says “l acknowledge this START Form is submitted for review”

v W Home- myutrgvedu

€ 2 C R %

X | W ARGO|UTRGY X @ ARGO|Resesrch x o+

82 | @ Tick@kb ¥ Home-myutrgvedy CT CimicalTralsgov PR.. @ Home | Beta Clinical,

h f 00012

¢ Florence UAT

UTRGV Discovery v Faculty Insight v Reports and Dashboards

¥ Florence Production % MCD Search B National Comprehe..

Forms & Templates.. @ Adobe Acrobst f Freezemiois @ Epic [ Imported

DASHBOARD

My Dashboard

Custom Reports.
PROPOSAL

New Proposal

My Proposals
CLINICAL RESEARCH

New Clinical Research

My Clinical Research

START FORM Ll SUBMIT FOR OCR REVIEW (START ID: 2000012)
Basic Information v

COMMENTS
PI & Sponsor

Study Information

Budget Information

acknowledge this START Form is submitted for re
Payments
Other Study Information

-

2. Upload Documents

Submit for OCR Review

STATUS.

Initiated

Step 30: Hit Submit.

v W Home - myatrgv.edu

€« ¢ A %

x | ¥ ARGO|uTRGY X @ AAG0] Researen x *

88 | @ TkBlo W Home- myutrguedy G Cinicallnalsgor PR @ Home |Beta Cnical

form.php?sid=200001

Florence UAT

 Alrence Procucton % CD Search (B Nl Camprebe

Forms & Tempiates. @ Adobe dcrobst f Freczemorks @ fpic [ Impored

DASHBOARD

My Dashboard

Custom Reports
PROPOSAL

New Proposal

My Propasals
CLINICAL RESEARCH

New Clinical Research

My Clinical Research

START FORM [l sueMIT FOR OCR REVIEW (sTarT 1: 2000012)
Basic Information v

COMMENTS
Pl & Sponsor

Study Information
Budgat Information
I acknowledge this START Form is submitted for review *

Payments

Other Study Information

& Upload Decuments

STATUS

Initiated

Anna Marie Perales

A member of the Office of Clinical Research will contact you regarding your submission. If you have
any questions, reach out to clinicalresearch@utrgv.edu.
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FAQs for a New START Submission:

What studies need to be entered into START?

e The START Form is required for any prospective clinical research, including Observational
and Registry studies, that are based at UTRGV, UT Health RGV, or any UTRGV facility (main
campus or any outpatient clinic), AND involves any interaction with the human participant
after the consent is obtained. UTRGV uses the NIH definitions for clinical research and
clinical trials.

What is the definition of clinical research?

e UTRGV uses the NIH definition of Clinical Research. Here is the link to that definition:
https://orwh.od.nih.gov/toolkit/nih-policies-inclusion/definitions

Do all clinical research studies need to be entered into START?

o No, Ifthere is no interaction with a human participant after consent is obtained AND no
service(s) needed from the Office of Clinical Research for your study, it does not need to be
entered into START.

What types of services does START provide?

e Participant Compensation - if your study is using participant stipends or reimbursements,
this will be initiated by filling out the START Form.

e Operational Feasibility — The Office of Clinical Research will help you determine what
resources are needed for your research and then to ensure those resources are available for
you during the conduct of your study. If you have already done this, this step will merely be a
formalization of that process.

e Qualifying Clinical Trial Analysis — If you are doing a clinical trial, the Office of Clinical
Research will assess your study to see if it requires a Medicare coverage analysis.

e Coverage Analysis/Budget builds - If your study requires one, the Office of Clinical (OCR)
Research will do a coverage analysis. OCR will help you determine an accurate budget for
the assessments included in your study.

e Study Billing and Invoice Support - The OCR offers tailored support for billing and invoicing
within EPIC based on the specific needs of your study. This includes ensuring that all study-
related services are accurately billed and appropriately allocated to the correct payer
source (e.g., patient, insurance, or grant).

e  Study Builds within EPIC — The Office of Clinical Research will assess whether your study
requires integration into the EPIC EMR system. A study build in EPIC is required for all
prospective human subject research that includes billable services. Billable services are
defined as any procedures or services provided during the course of the research study that
are eligible for billing to patients, insurers, or grants.

e Communication with Research Contracts and Industry Agreements — The Office of Clinical
Research will help you determine if you need a contract or agreement for any element of
your study, and then facilitate agreement(s), when applicable.

14


https://orwh.od.nih.gov/toolkit/nih-policies-inclusion/definitions

UT Health

»&¥ RioGrandeValley

UIRGV.

Registration and Reporting Requirements for Clinicaltrials.gov — The Office of Clinical
Research (OCR) will help you determine if your study should be registered on
clinicaltrials.gov and if you are responsible for the registration and reporting. If you are, the
OCR will help you through the process.
Assessment of Regulatory Requirements — The Office of Clinical Research (OCR) will help
you identify what regulations and policies apply to your study. This can be federal, state,
institutional or other. OCR will help you fulfill the applicable requirements.
Providing a “Green Light” for commencement of research — The Office of Clinical Research
will identify and track all necessary approvals for the commencement of your research on
an Activation Checklist. When your study’s activation checklist is completed, it will be
distributed to:

o The Principal Investigator
The person who submitted the study to START (if different than the PI)
The IRB
Any other applicable committee (IBC, Radiation Safety, etc.)
Research Contracts and Industry Agreements, if applicable
The departmental approver for each affected department.

o O O O O

Thus informing all stakeholders to expect your study to begin participant enrollment.

What if | don’t need any of those services?

If you don’t need any of these services but your study is prospective clinical research,
including Observational and Registry studies, based at UTRGV, UT Health RGV, or any
UTRGV facility (main campus or any outpatient clinic), AND involves any interaction with the
human participant after the consent is obtained, you will still enter into START. UTRGV is
collecting information about all clinical research conducted at the university in order to
move toward R1 status.

Is START another approval for my study?

No. START is a central intake platform that identifies all required approvals for your study.
Using the Study Activation Checklist, the OCR will then track the progress of all the
approvals and provide the “Green Light” once they’ve all been met.

How long does it take to fill out the START form for a new submission?

It depends. If you have a complex clinical trial, it will likely take you 30 to 45 minutes to
complete the form and upload all your documents. If you have a simpler study that does not
require many resources, it will take closer to 15 minutes to complete.

Who can enter a study into START?

Anyone on your team who is familiar with or will be involved in the conduct of the study
enough that they can answer questions accurately. The Principal Investigator, a Sub-
Investigator, a research coordinator or research assistant are examples of who can enter the
study into START.
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e Forunfunded, department funded or seed funded studies: enter your study into START after
you have any applicable approvals from your department. Refer to your own department
SOPs for what approvals are required.

e For grant funded/studies seeking grant funding: enter your study into START after your
funding is secured.

e Forindustry funded or federal non-grant funded studies: enter your study into START after
you have all the study documents from the sponsor.

When should | enter my study into START?

What documents should | upload with my submission?

e Protocol

e Informed Consent

e Investigator Brochures/Package Inserts

e Device Reports

e CaseReport Forms

e Any/All Study Related Manuals or Materials

e Study budget materials

e |RB communications

e Anything else that would contain information about the conduct of your study

What if | already discussed operational feasibility with service providers?

e The Office of Clinical Research recognizes that some researchers may have already
reached out to service providers to see if elements of their studies are feasible. If that is the
case, this process will merely be a formalization of the discussions already had.

What do you mean by “service providers”?

¢ We mean any department, other than your own, that will conduct or aid in the conduct of
your research. For example, if your study involves the UTRGV Laboratory drawing,
processing, storing or shipping labs, the UTRGV Laboratory would be considered a “service
provider”. Other service providers can include, but are not limited to, radiology (scans, x-
rays, etc.), pathology, infusion, and pharmacy.

How long are service providers allowed for review?
e We are giving service providers two weeks to begin the review process.
What if | already uploaded some of these documents into ARGO?

e Communicate this with the Office of Clinical Research. There may be a way for us to find
the documents internally.
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After | submit my new study, how long will it be before | hear anything?

e You will receive an automated email immediately after your submission. Depending on the
needs of your study, you will receive additional communication from the Office of Clinical
Research within 10 business days of your submission.
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