%% UT Health

Y% RioGrandeValley

UIRGV.

Data Project/Requesting Research Data 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 Start a new clinical research project

Custom Reports
1POSAL

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*
oz button at the bottom of each form if the form is not applicable. If you have any questions, reach out to dlinicalresearch@utrgv.edu,

My Proposals

{ICAL RESEARCH |1 coa/nDA L) START 5= DATA PROJECT
CDA/NDA -Use this form if your project is The START Form s required for any prospective QA/Q)/Data Research - Use this form if your project is
My Clinical Research funded/sponsored by an outside organization that clinical research, including Observational and Registry for clinical data only. Please note the system
requires an agreement to release documents related studies, that are based at UTRGV, UT Health RGV, or generated number on your completed START and/or
Admin Only to the project AND/OR if your project is using any UTRGV facility (main campus or any outpatient Data Projects forms as you will need to include them
information or technology provided from an outside dlinic), AND involves any interaction with the human on your IRB submissions for these projects.
organization. subject after the consent is obtained. UTRGV uses the

NIH definitions for clinical research and clinical trials.

4[] Go

Step 5: Select the last module on the right side of the page, titled “Data Project”
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Faculty Insight ¥ Reports and Dashboards

Sta linical research proje
e Start 4 new clinical research project

Custom Reports

1POSAL
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®
Hiars Propee button at the bottom of each form if the form is not applicable, If you have any questions, reach out to clinicalresearch@utrgv.edu.
My Proposals
HICAL RESEARCH [L[J coampa 52 DATA PROJECT

New Clinical Research
CDA/NDA -Use this form if your project is The START Form is required for any prospectve

My Clinical Research funded/sponsored by an outside organization that clinical research, including Observational and Registry
requires an agresment to release documents related studies, that are based at UTRGY, UT Health RGY, or
Admin Only to the project AND/OR if your praject is using any UTRGV facility (main campus or any cutpatient
information ar technology provided from an outside clinic). AND involves any interaction with the human
organization, subject after the cansent is obtained. UTRGY uses the
NIH definitions for elinical research and clinical trials.

QA/Q/Dats Research — Use this form if your project i
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
an your IRB submissions for these projects.
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Step 6: Begin by selecting the Project Category page. Answer the questions before hitting “Save and
Continue” on the bottom right.
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covery v Faculty Insight v Reports and Dashboards

DASHBOARD
My Dashboard Clinical Research Study - Data Project
PROPOSAL

il DATA PROJECT CATEGORY

New Proposal
My Proposals

PURPOSE OF SUBMISSION *
CLINICAL RESEARCH

Ql/eA

New Clinical Research Project Details

& Upload Documents Data Research

Project Data
Project Description Save & Continue

Project Results

My Clinical Research

sTATUS

Step 7: Select the Project Personnel Page.

@ ARGO|Research X+

€ 5 C @ % researchutrgv.edu/research/start/data_projectphp
a8 @ Tick®lab & Home - myutrgvedu CT ClinicalTrialsgov PR.. @ Home | Beta Clinical. ¥ Florence UAT  \ Florence Production % MCD Search (B National Comprehe.. Forms & Templates.. @ Adobe Acrobat  f Freezerworks @) Epic

Why ARGO?

Reports and Dashboards

DASHBOARD
P Clinical Research Study - Data Project

PROPOSAL
[kl PROJECT PERSONNEL

PROJECT PERSONNEL CONTACTS

Project Leader Name

(e DATA PROJECT

P,

My Proposals

CLINICAL RESEARCH
Project Leader Department

New Clinical Research Project g

My Clinical Research & Upload Documents

Project Data Project Leader Email Project Leader Phone *

Project Description

Project Results Faculty Sponsor or Local Preceptor (if applicable) Is there an alternate contact?
Yes ONo

STATUS

Authorized to Review

Save & Continue



UTRGV. | & [ Health

Step 8: Search for the Study PI/Project Leader by clicking the “Search Project Leader” box.

@ ARGO | Research x o+ - o x
€ 5 C @ % researchutrgv.edy/research/start/data projectphp % 0B &L O
82 | @ Tick@lab W Home-myutrgvedu CT ClinicaTialsgov PR, @ Home|Beta Cincal.. ¢ Florence UAT ¢ Florence Production S MCD Search (88 National Comprehe...  * Forms & Templates.. @ Adobe Acobat f Freezerworks @ Epic 3 Al Bookmarks

Anna Marie Perales

UTRGV Discovery Faculty Insight Reports and Dashboards

DASHBOARD
o ) Clinical Research Study - Data Project

PROPOSAL
New Proposal DATA PROJECT [l PRoJECT PERSONNEL
My Proposals Project Category

CLINICAL RESEARCH PROJECT PERSONNEL CONTACHE [EEUN IRt
New Clinical Research Project Details Project Leader Name Project Leader Department
My Clinical Research & Upload Documents
Project Data Project Leader Email Project Leader Phone *

Project Description

Project Results Faculty Sponsor or Local Preceptor (if applicable) Is there an alternate contact?
Yes ONo

sTaTUS

Authorized to Review

Save & Continue

Step 9: Enter in the PI/Project Leader’s first and last name and hit “search”
@ ARGO | Research x o+ - [} x
€ 5 € @ 5 researchutrgvedu/research/start/data projectphp w D IRIs@
B8 | Q@ Tick®b W Home-myuiguedu GI ClincalTnalsgov PR @ Home |BetaClincal.. & Florence UAT & Florence Production S MCD Search [l Nations! Comprehe. Forms & Templotes.. Q9 Adobe Acobat f Freczonworks (@ Epic [ Al Bookmorks

Search Information for QIQA

Last Name First Name
sSimon Lindsey

Please enter Your UTRGV dMS or Name or Email to Search.
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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.

ARGO | Research x + - a x
€ 9 G @ % reseachutioveduresearchistart/data projectohp * O/R &0
I | @ Tei®lb W Home-myuiguedu CT CincalTiokigon M @ Home | BetoCicol. ¥ Florerec UAT ' Florence Production §89 MCD Seorch (B Natios! Comprche Forms & Templocs.. @ Adobe Akt f Freceonuorks @ Epic [ Al Bookmarks

Search Information for QIQA

Last Name First Name

Simon Lindsey search

Nama Email Position Department M

Lindsey Simon  lindsey.simon@utrgv.edu Asst Dir Regulatory Clin Res Clinical Research ‘ ’

Step 11: Complete the remaining questions on the page and hit “Save and Continue”.

@ ARGO| Research x o+ - 8 x
€ > C @ % researchutrgv.edu/research/start/data_project.php. * in ] =3 L @ i
22 | @ Tik@lab W Home-myutgvedu CT ClinicalTrislsgovPR.. @ Home |Beta Cimcal.. ¢ Florence UST Florence Production % MCD Search B8 National Comprehe.. Forms & Templates.. @ Adobe Acrobat f Freezerworks @ Epic 3 Al Bookmarks
UTRGV Discovery Faculty Insight Reports and Dashboards Why ARGO? LTS
DASHBOARD
My Dashboard //’7 Clinical Research Study - Data Project
PROPOSAL
New Proposal DATA PROJECT [l PRoJECT PERSONNEL
My Proposals Project Category
CLINICAL RESEARCH PROJECT PERSONNEL CONTACTS
New Clinical Research Project Details Project Leader Name Project Leader Department
My Clincal Research 2 Upload Documents Lindsey Simon Clinical Research
Project Data Project Leader Email Project Leader Phone *
Project Description lindsey.simon@utrgv.edu
Project Results Faculty Sponsor or Local Preceptor (if applicable) Is there an alternate contact?
Yes ONo
STATUS

Authorized to Review

Save & Continue
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Step 12: Select the Project Details Page. Answer each question before hitting “Save and Continue”.

@ ARGO | Research x o+ - o x
€ 9 C [ % researchutrgv.edu/research/start/data_projectphp % 0 x4 S @
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Anna Marie Peral

UTRGV Discovery v Faculty Insight v Reports and Dashboards v Why ARGO?

DASHBOARD

P Clinical Research Study - Data Project

PROPOSAL
New Proposal DATA PROJECT L] PROJECT DETAILS
My Proposals Project Category

Project Title * @
CLINICAL RESEARCH

New Clinical Research
Have you submitted this project to the IRB? *

My Clinical Research
ly Clinical Researc} Yes ONo

Project Data

Project Description Purpose of Project of Data Request

Project Results

sTATUS

Note: Max 4000 characters allowed in this field.

Detailed Description of Data Request @

Note: Max 4000 characters allowed in this field.

Step 13: Select the Upload Documents Page. Upload all applicable documents for your project.
Select the category that applies to the document you are uploading. Categories can be used more
than once, if needed.

@ ARGO | Research x  + - a8 x
€ > C [ % researchutrgv.edu/researchystart/data_projectphp. - s N = SR A G
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UTRGV Discovery v Faculty Insight v Reports and Dashboards v Why ARGO?

DASHBOARD

P Clinical Research Study - Data Project

PROPOSAL
New Proposal DATA PROJECT Ll upLoaD DocuMENTS
My Proposals Project Category

FILE CATEGORY
CLINICAL RESEARCH Project Personnel Contract template 4 PLease check one of File Category’, then ‘Choose File' to upload your file.
Allowed file format: *.pdf, *.doc, *.docx, %.csv, is, *xlsx. *ppt. *pptx. *jpg, *jpeg, *png. *bmp, *.gif

Fully Executed contract
Uploading file size must be less than 50MB

NHSR determination

New Clinical Research

IRB approval letter

Choose File | No file chosen

My Clinical Research

Project Description

Project Results UPLOAD NOTES:

sTATUS

UPLOADED DOCUMENTS

File Name Category Notes Uploaded By Remove
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Step 14: After selecting the category, select “choose file” and find the file.

@ ARGO | Research x o+ - 8 x

* 0B L 0O

@ Adobe Acrobst  f Freszenuorks @ Epic £ AllBookmarks

€ > Cc research.utrgv.edu/research/start/data_project php

22 | @ Tik@lab W Home-myutgvedu CT ClinicalTrislsgovPR.. @ Home |Beta Cimcal.. ¢ Florence UST Florence Production % MCD Search B8 National Comprehe.. Forms & Templates

Why ARGO? ‘ 45647 ‘ @ Anna Marie Perales

UTRGV Discovery v Faculty Insight v Reports and Dashboards v

DASHBOARD

P Clinical Research Study - Data Project

PROPOSAL
New Proposal DATA PROJECT L upLoaD DoCUMENTS
My Proposals Project Category
CLINICAL RESEARCH Project Personnel e ! PLease check one of File Category’, then ‘Choose File' to upload your file.
Fully bxecuted contract Allowed file format: *,pdf, *.doc, *.docx. *.csv, *xs, *Isx, *ppt, *pptx. *jpg. *jpeg, *.png, *bmp, *gif
New Clinical Research Project Details Uploading file size must be less than 50MB

NHSR determination

My Clinical Research Upload Documents IRB approval letter

Other

Project Data
Choose File | Ngfile chosen
Project Description

Project Results

sTATUS

UPLOADED DOCUMENTS

File Name Category Notes Uploaded By Remove

Step 15: After selecting the file you wish to upload, select "Upload”
@ ARGO| Research x  + - =] x
€« > C R research.utrgv.edu/researchystart/data_project.php - s N = SR A G
88 | @ Tick@ab ¥ Home-myutrguedu CT ClinicaTrialsgov PR.. @ Home |BetaClinical.. ¢ Florence UAT V' Florence Production  §#f MCD Search (8§ National Comprehe... Forms & Templates.. @ Adobe Acrobat f Freezeworks (@ Epic [ All Bookmarks

Why ARGO?

UTRGV Discovery v Faculty Insight v Reports and Dashboards v

DASHBOARD

P Clinical Research Study - Data Project

PROPOSAL
New Proposal DATA PROJECT Ll upLoaD DocuMENTS
My Proposals Project Category
FILE CATEGORY
CLINICAL RESEARCH Project Personnel Contract template ! PLease check one of File Category’, then ‘Choose File' to upload your file.
Fully bxecuted contract Allowed file format: *,pdf, *.doc, *.docx. *.csv, *xs, *xIsx, *ppt, *pptx. *jpg. *jpeg, *.png, *bmp, *.gif
New Clinical Research Project Details Uploading file size must be less than 50MB

NHSR determination

My Clinical Research Upload Documents IRB approval letter
[othe ]

© Other SELECTED

Project Data
Choose File | Dummy doc 1.docx
Project Description

Project Results UPLOAD NOTES:

sTATUS

UPLOADED DOCUMENTS

File Name Category Notes Uploaded By Remove

Step 16: Repeat steps 14 and 15 until all documents have been uploaded.



UT Health

RioGrandeValley

UTRGV.

Step 17: Once you are satisfied that you have answered all applicable questions and uploaded all
documents, navigate to the “Project Data” page.

@ ARGO | Research x o+ - o x
€« > C R research.utrgv.edu/researchystart/data_project.php - s N = SR A G
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UTRGV Discovery v Faculty Insight v Reports and Dashboards v Why ARGO? 44641 ‘ @ finnaMarie Perales

DASHBOARD

P Clinical Research Study - Data Project

PROPOSAL
New Proposal DATA PROJECT Ll] PROJECT DATA
My Proposals Project Category
1. Do you ai ate using any data? What sources are needed for the 4. Which of the HIPAA identifiers listed below will be attached to the data that are
CLINICAL RESEARCH Project Personnel project? * (Check all that apply) recorded for your analysis? (Check all that apply)
New Clinical Research Project Details UTRGY Health Records Name
Medical Records from an outside organization Phone
My Clinical Research Surveys from UTRGV Health patients E-mail
Surveys or interviews with non-patient individuals Photos/Images

Health Plan # or other account #

2. What electronic study data will be housed? (Check all that apply) Credit card information
Project Results UTRGV REDCap server Social Security Number
UTRGV Drive Username/password
SAns External Hard Drive (option for de-identified data only) Web Universal Resource Locators (URLS)
CDs/DVDs (option for de-identified data only) Device identifiers and serial numbers

Jump/Flash drives (option for de-identified data only) Full face images and comparable images

Other servers, devices or drives (Specify) (option for de-identified data only) Vehicle identifiers and serial numbers
Personally owned laptop(s) or device(s) (option for de-identified data only) Medical Record Number
Not applicable, e.g., all project data will be stored on paper Biometric identifiers, including finger and voice prints

Any element of date, such as dates of admission, discharge, service, DOB

3. What level of data are you requesting? (Check all that apply) Five-digit zip code or any other geographic subdivisions, such as state, county, city.

precinct, and their equivalent geocodes

Encounter level data

Patient level data None of the above identifiers will be recorded for the analysis

Unsure/unknown

Step 18: Answer each question before hitting “Save and Continue”

Step 19: Select the Project Description Page. Answer each question before hitting “Save and
Continue”.

@ ARGO | Research x o+ - 8 x

research.utrgv.edu/research/start/data_project.php * ORrR & @

€« 2 C R
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9 Anna Marie Perales

UTRGV Discovery v Faculty Insight v Reports and Dashboards + Why ARGO? ‘ 44412 ‘

DASHBOARD

P Clinical Research Study - Data Project

PROPOSAL
New Proposal DATA PROJECT L] PROJECT DESCRIPTION
My Proposals Project Category
1. Which descriptions best fit your project? * (Check all that apply) 2.Does your project involve any of the following aspects: (Check all that apply)
CLINICAL RESEARCH
Brorect Persannel Determine if previously implemented clinical practice improved the quality of patient Randomizing participants into two or more groups
New Cinical Research I care Evaluating the impact of various treatment approaches on patient outcomes
Evaluate or improve the local implementation of widely accepted clinical or Developing clinical practice guidelines
My Clinical Research & Upload Documents educational standards that have been proven effective at other locations Developing new curriculum recommendations
Gather data on hospital or provider performance for dlinical, practical, or Developing o refining a new assessment tool
Project Data
% administrative uses Gathering data from multiple individuals or entities outside UTRGV

[S— Conduct a needs assessment to guide future changes in local health care delivery or Other
to support other improvements at UTRGV
Perform an analysis to characterize our patient populationy/clients to improve QUality 3 \yhich institutions are involved in the project? (Check al that apply)
of services
UTRGV
Implement programs to enhance professional development for providers and

Measure local efficiency, cost, or satisfaction related to standard clinical practices

sTATUS

Develop interventions or educational strategies that improve the utiization of
recognized best practices

Implement strategies to improve communication within or local healthcare
environment

Improve tools for patients that promote education, health literacy or treatment plan
adherence

Using data for study recruitment

Other

Save & Continue
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Step 20: Review all of the submission pages for completion and accuracy

Step 21: 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.

W Home - myatrguedu X @ ARGO|Research x4 - 8 x
€ > ca = h data_project. * O @B & O
82 @ TckBlab W Home-myutigvedy CT CinicaTialsgov PR.. @ Home | BetaCinical..  © Florence UAT ¥ Florence Production 5% MCD Search B8 Nationsl Comprehe..  * Forms & Templates.. @ Adobe Acrobst  f Fresserworks @ pic 3 Al Bookmarks

UTRGV Discovery v Faculty Insight v Reports and Dashboards v Why ARGO? 45945 ‘

DASHBOARD

N Clinical Research Study - Data Project

PROPOSAL
DATA RESEARCH (ID:4000020)
few Froposs! LEEl PROJECT DETAILS
My Proposals DATA PROJECT
Project Category v Project Title * @

CLINICAL RESEARCH

Project Personnel Best Study Ever

Project Details Have you submitted this project to the IRB? *

Yes ONo

New Clinical Research

My Clinical Research
2 Upload Documents

Project Data
et Oa! Purpose of Project of Data Request

Project Description

Project Results

sTATUS

Initiated Note: Max 4000 characters allowed in this field.

Detailed Description of Data Request @

Note: Max 4000 characters allowed in this field.
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Step 22: 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.

W Home - myutrgvedy X @ ARGO|Research x |+ - o X
€« 2 C R 5 . project 0020 ¥ oD IR L@
88 | Q@ Tick®ub W Home-mystrgvedu CT Clinicallnalsgov PR @ Home | BetaCliucal.. ¥ Florence AT & Florence Production G MCD Sesrch (@) Nationsl Camprehe.. Forms & Templates,. Q@ Adobe Acrobat  f Freezerworks @ Epic O3 All Bookmarks

Change Comments

Please provide a reason for these changes.

Step 23: Navigate to the Project Results Page. Answer each question. Check the box that says “I
acknowledge this data project record is submitted for review”

| HEreemaets X | @ ARGO|Research X @ ARGO|Research x o+ N
€ > C @ % researchutrgv.edu/research/start/data_project.php $ s in} =3 L @ i
g8 @ Tick@lab & Home - myutrgvedu CT ClinicalTrialsgov PR.. @ Home | Beta Clinical. § Florence UAT ' Florence Production ~ §% MCD Search (B National Comprehe... Forms & Templates.. @) Adobe Acrobat f Freezerwor ks @ Epic [ All Bookmarks

9 Anna Marie Perales

UTRGV Discovery Faculty Insight Reports and Dashboards Why ARGO? 45951 ‘

DASHBOARD

iy Do ¥ Clinical Research Study - Data Project
PROPOSAL

New Propesal DATA PROJECT [Ell proseCT RESULTS

My Proposals Project Category

1. Which individuals or groups will receive the results of your project? 2. Do you plan on publishing the results of your project? ) Yes () No

CLINICAL RESEARCH Project Personnel (Check all that apply)

New Clinical Research Project Details UTRGV Internal department personnel

UTRGV Health representatives
My Clinical Research &, Uplozd Documents Other entity representatives
Presentation/Publication
Project Data
Other

3. How will your results be used to implement local improvements?
Project Results
STATUS
Iacknowledge this data project record is submitted for review *

10
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Step 24: Hit “Submit”.

¥ Home - my.utrgvedu X | @ ARGO|Research X @ ARGO|Research x4 - 8 x
e C @ S researchutrgv.edu/researchystart/data_projectphp w* O OR & @
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UTRGV Discovery v Faculty Insight v Reports and Dashboards v Why ARGO? ‘ 45951 ‘

DASHBOARD

P Clinical Research Study - Data Project

PROPOSAL
New Proposal DATA PROJECT L prosecT ResuLTS
My Proposals Project Category
1. Which individuals or groups will receive the results of your project? 2. Do you plan on publishing the results of your project? () Yes () No
CLINICAL RESEARCH Project Personnel (Check all that apply)

UTRGV Internal department personnel
UTRGV Health representatives
My Clinical Research &, Upload Documents Other entity representatives

New Clinical Research Project Details

Presentation/Publication
Project Data
Other

Project Description

Project Results

STATUS

3. How will your results be used to implement local improvements?

1 acknowledge this data project record is submitted for review *

v

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.

FAQs for a Data Project Submission:

Whatis NHSR (Non-Human Subjects Research) determination?

e Non-regulated research refers to studies not covered by the HHS Regulations. Activities are
non-regulated research if they do not involve a systematic approach involving a
predetermined method for studying a specific topic, answering a specific question, testing
a hypothesis, or developing theory.

e Researchers may request a determination that an activity is “Non-regulated research,” but
the final determination will be made by the Office of Research Compliance

e Examples of Non-Regulated Research:

o Quality Improvement

o Health Surveillance

o Program Evaluation

o Instructions for Submission:

e Complete the Request for Determination Non-Regulated Research Form

e Submitthe completed form by email to irb@utrgv.edu

o The Office of Research Compliance will review your request and will issue a determination
letter within 3-7 business days or upon completion of required items.

11
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What documents should | upload with my submission?

e |fyou submitted your project to the IRB for a NHSR determination, and it was determined
not to be research, please upload the determination letter along with a copy of the form you
submitted to the IRB.

e Ifyour project was determined to be research, please upload the IRB approval letter.

When will | hear anything about my submission?

e You should receive an autogenerated email from the system as soon as you complete your
submission.

e You may or may not receive additional communications and follow up questions from the
Office of Clinical Research.

e You will receive an autogenerated email as soon as a member of the Office of Clinical
Research approves your data request.

How long will it take to get my data?

e [tdepends onthe complexity of your request.

o Once the Office of Clinical research approves your request, it is submitted on your
behalf to IT.

o ITisinstructed to contact you/the person requesting the data directly for any
additional information/follow up questions they may have.

o Your IT ticket number is recorded by the Office of Clinical Research within your
submission.

o Should you need an update on the status of your data after the Office of Clinical
Research has submitted it to IT, contact IT directly.

12
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