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This guide is for Modifications created for External IRB Studies

NOTE: DO NOT USE *UPDATE STUDY DETAILS FOR UM SPECIFIC
MODIFICATIONS

Updates that will affect the University of Miami study sites must be submitted as a
Modification in eProst, reviewed and acknowledged by the University of Miami IRB

*Update Study Details in IRB8.2.4 is reserved for any non-UM specific changes (i.e., New

study-wide PI, general study funding, template ICF) These will NOT go through to UM
IRB for review and will not update to VELOS D-Link. Please see Update Study Details

Guide for more information.



CREATE A MODIFICATION:

1. Login to eProst and locate study
2. From Study workspace: Select ‘Create Site Modification’

Active 20190968: Script ID: IRB-078.1.0 - External IRB — Modi lons & Updates (Scenario 1) (UAT)

flice: HSRO

Principal investigator: UMTest Princ Investigator (pi)

Erﬁered IRB. 10/22/2019 7:17 PM Submission type: IRB Site IRB coordinator: UMTest IRBCoord1 (irbc)

In!t!a\ approval 10212019 Primary contact: UMTest Princ Investigator (pi) Letter: Correspondence_for_20190968 pdf(0.01)
Initial effective: 10/1/2019 PI proxies: UMTest StudyStaff1 (ss1) Regulatory authority: 2018 Reguirements

Effective 10/2/2019

Institution: Westemn IRB (WIRB) External study ID: 45646

Approval end:  9/30/2020
Last updated: 10/23/2019 2:30 PM

Pre-Submission Pre-Review Post-Review

jadftion
Equested

Funding Contacts Documents Follow-on Submissions Reviews Snapshots Pending Contingencies

Next Steps

View Site

Printer Version

View Differences

Create Site Modification Filter by Q Activity ¥ | | Enter text to search for n + Add Filter
Activity Author - Activity Date
e b €  Modification MOD00031891 review complete: Approved IRBCoord1 (irbc), UMTest 10/23/2019 2:30 PM
) Modification: MOD00031891
Report New Information
©  Modification MOD00031891 Opened Princ Investigator (pi), UMTest 10/23/2019 1:45 PM
& Assign Primary Contact Modification: MOD00031891
& Assign Pl Proxy O Modification MOD00031884- Closed (Discarded) Sakhrani, Kanchan M 10/22/2019 7:54 PM
Modification: MOD00031884
i Manage Ancillary Reviews
O Modification MOD00031884 Opened Sakhrani, Kanchan M 10/22/2019 7:42 PM

& Manage Guest List Modification. MOD00031884

&y Report Continuing Review Data ©  Update MODO0031883 complete Sakhrani, Kanchan M 10/22/2018 7:35 PM
<A Correspond with sIRB Study Update: MOD00031883



Modification

* What is the purpose of this submission?

IModification / Update

€ To change the PI, choose "Cther parts of the study/site’ scope
Far External IRE Submissions only, please select bath 'Other parts of the sife’ AND “Study team and research location infarmation' options fo make any changes (o the submission.

Modification scope:

Study team member information <«
Other parts of the study _ Please select both

For Modifications that include "Other Parts of the study/site’ scope:

* This Modification includes changes to: (check all that apply). You will be required to provide more detail on the next page
Type of Change for MOD

0

Principal Investigator

a

Funding source

0

Research locations

0

Study protocol (including changes to procedures, study calendar, treatment plan, changes to drug dosage/routing, efc.)

|

Drug/Device information (including IND/IDE, investigator brochure)

0

Inclusion/exclusion criteria

(]

Consent/assent documents and/or consent process, translations

0

Recruitment materials, surveys, guestionnaires

0

Risks/benefits

0

Data collection or data sharing

0

Administrative changes

(]

Adding Personnel

0

Removing Personnel

0

Other (please specify in summary on next page)

NOTE: External studies do not need to submit continuing reviews to the University of Miami
IRB. They are only required to be submitted to the IRB of record (sIRB)



4.
Modification Information (NEW for v8.2.4)

1. * study enroliment status:

Mo subjects have been enrolled to date

Suhjects are currently enrolled

Siudy is permanently closed to enrollment

All subjects have completed all study-related interventions
Collection of private identifiable information is complete

Mot applicable. Study does not enroll subjects (e.g. chart review)

ooo0oo@an

2. * Notification of subjects: (check all that apply)
B Current subjects will be notified of these changes
O Former subjects will be notified of these changes
Mot Applicable

€ Attach files: If notifying subjects. add a description of how they will be notified to the Other attachments section of the Local Site Documents page.

3. * Describe the revisions and the reason for the changes. (Including the items selected for Type of Change for MOD, from the previous page): @

Thiz mod includes:
1. Updates to funding sources
2. Additions of study team members: Jane Doe, John Doe and Mickey Mouse

NOTE: Please list all items included in the modification. If items have been included that
are not mentioned in Q.3 above, they will be sent back to the study team for clarification.



5.

Basic Local Site Information

1. * Local principal investigator:
UMTest Princ Investigator (pi) | ==

2. * Brief description of activities this site will perform: (enter "ALL" if this site will perform all procedures in the protocol)

Script ID: IRB-078.1.0 - External IRB — Modifications & Updates (Scenario 1)
(UAT)

(NEW for v8.2.4)

3. Attach the protocol:
+ Add

Document Category Date Modified Document History

[# update | IRB Protocol(0.01) IRB Protocol 10/22/2019 History

NOTE: IRB Protocol Attachments (to be finalized in IRB8.2.4) submitted here will go to Velos D-Link



5a.

Additional Local Funding Sources

1. Identify each organizati
+ Add

or the local

Funding 1D

on supplying funding for the local site:

Sponsor's Funding ID

Grants Office ID

Help

@ Add Funding Seurce - Google Chrome

& irbstaging.med.miami.edu/Eproststaging/sc/Comm :
"\dd Funding Source

-
(2] _-
-
1. * Funding organization: @

2. sponsor's funding ID: (assigned by external sponsor)

3. Grants office ID: (assigned internally)

4. Attach files: (include any grant applications)
+ Add

Document Category Date Modified Document History
There are no items to display

ion/Choosers/Entity/CustomDataType/Da

Funding Organization

- ' If your funding source is new and does not appear on the list, contact the
IRB staff so they can add it.

Attachments

NOTE: This is NOT the same as the Study Funding Source. This section is reserved for funds that impact University
of Miami and its affiliate locations only, not the entire study.



NOTE: (New for v8.2.4)
Team member CITI compliance training will auto-populate provided email
Local Study Team Members addresses in eProst match email addresses provided in CITI account.

1. Identify each additional person involved in the design, conduct, or reporting of the research: @

=+ 2dd
Financial Interest Review COI Expiration Date %R Expiration Date GCP Expiration Date Involved in .
Plane Fles Status (CITI) (CNI) (CITI) Consent Emel Himes
i \
& update UMTest StudyStafft i‘z:;':l or trainse Mo Review Required Mot Found Not Foqnd Mot Found no eprost@med miami edu 503.123.4567
u . . \ .
@ update Mo Review Required Mot Found Not Found Mot Found no testuser@clickcommerce.com 503.123. 4567
pd \
\
2. External team memyer information: @ \\
+ 2dd \
MName Description \
There \
\
3. * Will aby outside agency or anization conduct protocol-required research procedures (i.e. recruitment, survey com\aanies, home health agencies) for this study? (N EW for V824)
Q Yes Mo Clear \
\
. . . . N Chelp x
a. If yes\please explain who will be conduNing procedures and list the procedures the external agency/organization will conduct.
Study Team Members
* Add Study Team Member - Google Chrome - O X
& irbstaging.med.miami.edu/Eproststaging/sd/CommanAdministration/Choosers/Entity/CustomDataType/DataEntry/F... & Add information about each persen involved in the design, conduct, or
2 reporting of the research. You do not need to add the principal investigator
1.* Study team member: @ here.
For a multi-site study:
2. Role in research: (check all that apply) Both sIRB and participating site institutions should only include
g g"”_“a' ":‘E“l’e"”"”s andlor therapy information about team members at your local institution. Other sites
o-investigator
O Data mHegﬂu" andior management involved in the multi-site study will add their own information about local
O Data analysis and/or statistics study team members.
O Interviews -
. H O Lab testing
NOTE: This a non-UM team 0 Medical, social andior behavioral Tips: =
assessment
member who is conductin g O Participant Screening/Recruitment = Do not add the study's primary contact person for
O Pharmacist IRB communications here unless the person is also engaged
viti O Reporting of Serious Adverse Events in the research. The person who creates the study in the
researc h d Ct v |t ies un d er O Student or trainee mentor IRB system is assigned as the primary contact by default,
H O Study Coordinator and can be changed later as described in "Changing the
U M PI OVerS|ght. O Sub-nvestigator Primary Contact” in the Study Submission Guide.
O Other = |f you have difficulty finding the person in the list, try typing
O CRS Regulatory Management the beginning of the first or last name. Contact the IRB staff t
H for assistance if a person is not listed in the system.
DO NOT I nCI Ude pe rson nel 3.%* |s the team member involved in the consent process?
from other relying sites O ¥e= O No Gl CITI Training
= "Account disabled” displays if there is a disabled eProst account
o . . = "Not Found" displays if there is an active eProst account, but no !
Required OK L CITI date for that particular training t
= No value displays if there is a disabled eProst account and required
account information is not part of the user's profile
**Note: GCP CITI training is only mandated for clinical trials.




7. Local Research Locations @

1. Identify research locations where research activities will be conducted or overseen by the local investigator:

Location
There are no items to e

NOTE: This section is reserved for
study sites that will conduct the
research under the purview of
the University of Miami study
team

* Thisis NOT the same as UM
Research Locations or
Performance Sites (i.e.,
Jackson, CTRS, UHT, Cancer
Center satellite sites, etc)

* This is NOT the same as
participating sites in MSS
studies

Contact Phone

Add Research Location Information

1. Select the research location:

If you cannot find the research location in the list above, enter its information here:

A. Location name:

b. Location address:

Address line 1
Address line 2

Address line 3

City

State or province v
Postal code

Country v

. Contact name:

d. Contact phone:

. Contact e-mail:

* Required

Email



8. ALERT: Study protocol updates (and amendments) should be uploaded in Local Site Documents under ‘Other Attachments’ so that they will be
finalized and uploaded to Velos D-Link.

Local Site Documents @

1. Consent forms: (inchude an HHS-approved sampla consent document, if applicable:lg

& update  Miami ICF(0.01) Consent Form 1072272019 History

Document Category Date Modified Dacurnant History

2. Recruitment materials: (add all material to be seen or heard by subjects, inchuding ads}ﬂ
o+ 2o

Document Catagory Date Modified
Thera are no items to display

All additional documents should be uploaded here.
" For example:
* HIPAA Authorization

3. Other attachments: . .
* Ancillary Review Forms

Bl o Biological Agents Registration Form
Document Category o CTRS Service Request Form History
@ update = ESCRO document(0 01) ESCRO Form o ESCRO Form
o IBC Supplemental Form
[ update  1BC Document(0.01) 1B Supplemental Form o JHSCTO App“cation Form
o UHT Application Form
€ Suggested attachments: o Research Data Security Assessment Form

= Completed checklist of meeting Department of Energy requirements._ if applicable * Genomic Data Sharing Plan
= Other site-related documants not altached on previous forms o NIH Institutional Certification
* Certificate of Confidentiality
* Data Use Agreement
* Patient Forms
o Data Collection Sheets
o Questionnaire/Survey/Interview/Diary
e Other
* Study Protocol

NOTE: Consent forms, HIPAA Authorizations, recruitment materials, press releases, and data collection sheets will be
finalized and sent to Velos D-link



°.

Additional Study Information
1. * Select the type of research:
Type of Research
@ Biomedical

O Social/Behavioral
Clear

4. *Will any data be shared outside of the University of Miami?
Q Yes @ No Clear

b. ¥ you answered YES in question 1a, please indicate what data will be shared outside of the University of Miami.
Data Type
O Protected Health Information (PHI)
O Personally Identifiable Information (P11}
O Limited Data Set (LDS)
O De-identified Data

O Other

If other, please specify:

If you selected YES in question 1a and 'Protected Heaith information” or "Other" in question 1b, then approval from the Data Security Anciliary Committee is required and the Research Data Security it Form must be upioaded in the Local Site Documents section.

C. If anything other than De-identified Data is selected for 1b, please indicate the agreement(s) you currently have in place which allows the sharing of such data. Select all that apply.
Agreement

Business Associate Agreement

Data Use Agreement

oo o

Registry Participation Agreement
O Mo Agreement

O Other

If other, please specify:

Approval from the Data Security Ancillary Committee is required and the Research Data Securify A
select "De-identified Data" in question 1b.

Form must be uploaded in the Local Site Documents section if: (1) you selected 'LDS"in question 1b and did not select "Data Use Agreement” in question ic; OR (2) if you seiected "No Agreement” or "Other” in question 1c and did not



9. Additional Study Information cont’d

2. " Does this study involve ANY of the following?
Testing a drug, device., or biokigic
Pharmacavi

lance shudy

Intervertianal or surgical proceture
Clinic wisils

Pracedures, lab lests, or medical interventions that might be biled thraugh UHealth or 2

commerdal abamatary

@ Yes O No Clear

Y yas, your MUt i S PAMCIISNIS Nt elas. Flesss refer o the CIcal fssesrch Famicipant Enrowmsnt & Tracking Fodcy for mare infommation.

This Ik is fo an onfine survey that faciMafes the defermination 1) i your study mests the requiremends for regisiation on CinicaiTrizis. pov per Ui Polcy HER-P-107 andir 2) if | requires specific ianguage i ihe ICF regaming replsiration on CialeaiTrhals gov

A. It you answered NO in gueston 2, plaase check all that apply:
Check al that apaly

Chart review
Interview or survey activities

Observational

pes, or physical thermpy

o

o

o

O Swdentiniated ressarch
O Behaviarl interventians, process of cere
O Diatabase ar regisiry contsining parsanally idenlifisbbe isarmeation
o

Repositary involving bicko; spedimens associted with personally iderifiable information

O Other

I oTher, plaang apecity:

=

* Plgasa Indlcate whare IDENTIFIAELE study data will ba collscted and storad. Q
Check al that apaly S

N
O UMs Viios CTMS ~
O UMs REDCap ~ ~
~+ Help [x]
O Box Miam N
~ -
O UMs Qualirics ~
e One Drive. N\ 1 .
= L G D ~ ) Data Collection and Storage
O UMz Gangle Drive ~ The first ten selections refer to only the University of Miami version of these
A systems (e.g. if you are using a Johns Hopkins REDCap storage solution for
UKs Secure Workbench your study, you should select "System provided and maintained by a
. 1 collaborating institution” not "REDCap’)
O UM-pracured lapiop, computer or device:
0 UM's Beacan Research
ou Electronic Medical Recors System
O System provided and mainkzsned by the Study's spansar
O Sy=tem provided and maintsined by collabarating insStution **
O UM Canber for Computational Sdences
O Other mobile device (exiemal hard drives. flash drives, sman devioes) =
O Parsanaly-oe-spansor-owned piop, compaber ar devioe
0 Swudy uses an eleciranic device (such as a tablet, watch or other wearable) that collects and rmnsmits PH
O Oter*
It other, plaase specify:

The firs! ten Sekcions refer to e scoepiabie LM Dats Storsge Opdans Msh
= Fone ormare of these cotions s SSeciad you Must compiets 2 Research Dats Seow

 be required before tls Study can move fonwsnd

4

“ Wil study panerate large-gcaks IUManN or non-uman ganomic data?
) Yoz @ Mo Clear

When tha Ganomi Dats Sharing Blan and hiH ins!

nal Cerfication ne complened, pissss el

£r UpNSG tham fo s Submisskan or SLomE e 35 3 modkication In 3 SubSEqUENt SUDMTISSIon.



9. Additional Study Information cont’d

3. * Please enter the axpected number of subjects to be at this i igator's sites:

If this is 5 chart review, please enter the expected number of charts to be reviewed:

4. * Study will take place at:
Check all that apmly

O  University of Mismi

O Jacksan Health Systems

O Miam VA

O JFK Haspil

O ML Sinai Medical Cenler

B O

. If you seiecTed Lniversiny of Wiaml in quesoon 4. please Indicata all UM sites where study activities will take placa:

Mame Diezzriplion
O Gables Univessity af Miami: Corsl Gables Campus
O UmMsM University of Miami Medical Campus
o EFEI Bascom Palmer Eye Inssitule
O ABLEH Arne Bales Leach Eye Haspital
o eFPR Bascom Palmer at Palm Beach
o EFP Bascom Palmer at Plantasian
o BeRC Bascam Palmer Retina Cenler in Maples
o BCRI Balchelor's Chikdren Research Instiule
O uHT et Torwer
o UmHE Univessity af Mizmi Haspital & Clinics
O UMHE Desrikd University af Miami Haspital & Clinics al Deerfiald Beach
o DRI Diabeles Research kstitute
o CcTRe Ciinical Translafanal Research Site
o wH Instilute far Wamen's Healih
O Mcco Mailiraan Center for Child Develgament
O Miarmi Praject Miarri Praject i Curs Paralysis
O RSMAS Resensid School af Marine and Amaspheric Sciences
o scco Sytvester Comprefensive Cancer Center
O SCCC Coral Springs Sytvester COC at Caral Springs
O SCCC Deerfick Sytvester COG at Deerficld Baach
O SCCC Hollywaod Sytvester CCC at Halywood
O SCCC Kendall Sytvester COC at Kerdal
O SCCC Plantatian Sytvester COC at Plartatian
o LMc The Lenmar Foundatian Medical Center
o TR Touch Research Inslituts
o LeLe Lais Pape Life Cerer
O UMKM University af Miami Kendall Clinic
o Cclem Ciinical Research Building
O DArs Dixystar UM
O PAC Professional Arls Center
o RMSE Rusensicl Medical Sciance Buiding
O Offer UM Site Ofrer Uniwersity af Miami Sits

. Ir Omher UM Sim was sefected In QUesTon 42, please specity:




9. Additional Study Information cont’d

5. * Does this research involve faciliies andlor support from the Clinical Translational Research Site (CTRS)?
© Yes @ Mo Clear

If a5, appvouai from the CTRE Is rsaquined and the CTRS Senics Reques! form r

b ugioaged in e Locsl St Documants section.

6. * Wil any study-related activities be performed or possibly performed at a Jackson Health Systems (JHS) site?

Thiz includes recruitment of subjecs, f

fies e, redmspective analysis of recards, subje:

serventions, such

messuremEnts, drug admiis , and ligsue ispecimen callkection.

© Yes @ No Clear

If yes, appvouai from the JHS Cinical Research Ravisw Commitiee (JHS CRAC) s required, the JHS CTC Apmication Form and JHS Study Calendar must be Upioaded In the Loca) Site DOcuments section.

7. *Will any study-related activities be performed or possibly performed at a UHealth Tower (UHT) site?

Thiz includes recruitment of subjecs, f

= ez, retraspective analysis of chartsirecards, subjs

serventions, such as

. mesrarements, drug admin

r, or surgery. consenting subjects, and lissueispecimen callection.
O es @ No Clear

I y=s, 3pevoVH from the URT Ancilary Comemittse Is ¢

8. *Is this study cancer related {whether it includes a drug, biclogic, devics, interventions, epidemiclogic, behavioral other observations, ancillary, preventive, surveillance or correlative studies|?@
Check all that apply Noses.

O Protoes abjectiveslendg:

O Frotocol will predomina

= being tn

for cancer This inci

patieni=, cance

3 at risk for cancer within e University of Miami or in e comenunity

O Protocol reguires use

enler (SCCC)n

This ind 3CCC pa

1l record:

sctive), SOCC

sonnel (imvestigators, nurse (8CCC chnics, units

th administr

Nene of e above

Apgroval fram the Cancer Protocol Review Committes is required for 3l Stugies invahing cancer patients, dlagnosis, or B

. WRIEn aarvice will you reguire? g}
Check sl that apaly

SECC Cirie T v, regulatary, in a
Betaviral sounce (BCSR) anagement. reguiatory, infanmatics, ar
SCCC Data Salety Maritaring Camenitiee (DSMC)

Stuies (IS

IMDVIDE Suppart S

Moritaring Sen ch Operations and Regulaory Suppar! (CRORS

niudes the meniioring of SCCE cane

Compliance Review Serices

This inc

s pree and post audit

No SCCC sanvic

olojo/ojo/olo

uired
9. * Who initiated this study?
Craperalive graup initiaed -

10. Please provide a brief {maxi 2 lay description of your study.
Fotential participants searching UM's chinical resesrch websife will be provided this descnption and s fink fo the full details of your study:

Not Applicable for this study

el
1. * Does the study prospectively sssign research subjacts fo one or more inferventions?
Q Yes @ No Clear

a. Dose the BEUDY NEVE 3 Ne3iTN-relamad DIOMeical Or Denavioral CUTCOma?
O Ves © Mo Clear

NOTE: Answers here will determine if any ancillary committee reviews will be required for the study. Reviews by
IBC, PRC, HRSC and ESCRO must be completed and approved before a modification can be acknowledged by the IRB.



10 . Clinical/Medical/Biomedical Research Only

This information is NOT required for social/behavioral research

1. * Does this study involve patient specimen collection at any UM patient care facility, archived tissues or slides, and/or Department of Pathology expertise or facilities? This does not include chart reviews
or review of laboratory results in the electronic medical record.
O Yes @ No Clear

2. * Does this research involve blood, handling blood or other material?
O Yes @ No Clear

If yes, approval from the Environmental Health & Safefy Committee, Biosafety Officer, is required. See EHS website for the Biological Agents Registration Form which must be uploaded in the Supporting Documents section.

3. * Does this study involve radioactive materials, radioisotopes, and/or radiation producing equipment?
O Yes @ No Clear

If yes, approval from the Human Use Radiation Safety Committee may be required. See the HSRO website for additional information.

4. * Does this study involve recombinant DNA andi/or gene transfer?
@ Yes O No Clear

If yes, approval from the institutional Biosafety Committee is required. See IBC website for additional information and forms.

5. * Does this research involve human embryonic stem cells and/or their derivatives?
@® Yes O No Clear

If yes, approval from the ESCRO committee is required. See ESCRQO website for additional information and forms.

6. * Select drug study phase:

Phase Description
@ Not Applicable For frials without phases
Q Pilot/Phase 0 Exploratory trials, involving very limited human exposure, with no therapeutic or diagnostic intent (e.g., screening studies, microdose studies). See FDA guidance on exploratory IND studies for more information
O Phase | Includes initial studies to determine the metabalism and pharmacalogic actions of drugs in humans, the side effects associated with increasing doses, and to gain early evidence of effectiveness; may include healthy participants and/or
patients
QO Phase l/ll For frials that are a combination of Phases | and 1|
O Phase Il Includes controlled clinical studies conducted to evaluate the effectiveness of the drug for a particular indication or indications in patients with the disease or condition under study and to determine the common short-term side effects
and risks
O Phase I/l For trials that are a combination of Phases Il and |1l
O Phase IIl Includes expanded controlled and uncontrolled trials after preliminary evidence suggesting effectiveness of the drug has been obtained, and are intended to gather additional information to evaluate the overall benefit-risk relationship
of the drug and provide an adequate basis for physician labeling
Q Phase IV Studies of FDA-approved drugs to delineate additional information including the drug's risks, benefits, and optimal use
o Approved Drug/off-
label use
O Other
Clear
« Back Save @ Exit £\ Hide/Show Errors & Print e Jump To v

NOTE: Answers here will determine if any ancillary committee reviews will be required for the study. Reviews by
IBC, PRC, HRSC and ESCRO must be completed and approved before a modification can be acknowledged by the IRB.



11.

Final Page @
You have reached the end of the IRB submission form. Read the next steps carefully:

1. Click Finish to exit the form

2. Important! To send the submission for review, click Submit on the next page

Save @ Exit A\ Hide/Show Errors & Print ¢ JumpTo~

12. MOD00g41899: Modification / Update #4 for Script ID: IRB-078.1.0 - External IRB — Modifications &
Upda#es (Scenario 1) (UAT)

jffal investigator: UMTest Princ Investigator (pi) IRB office: HSRO

Last updated: 10/29/2019 1:12 PM

Modification / Update IRB coordinator:
Next Steps UMTest Princ Investigator (pi) Regulatory authority: 2018 Requirements
Western IRB (WIRB) Site: 20180968 (&

Edit Modification

Printer Version

~
[ ¥

Pending sIR8 )—»( Post-Review ReviewCumpletD
Review

View Differ.nces Pre-Submission

Clarification
Requested

 Submit

—
-~ & irbstaging.med.miami.edu/Eproststaging/sd/ResourceAdministration/Activity/form?Activity Type=com.webridge.entity.E...
i8¢ Manage AnMarwReyiews Required ging P ging, y tyTyp ge.entity.
—

-~ Submit
« Correspond with sIRB S~ o
-~
-
¢> Add Comment History ContitNS mey ~Dot:umems Reviews Related RNIs Snapshots I By clicking on OK below, you are verifying that
-~
0 Discard ~ - = You have obtained the financial interest status ("yes" or "no") of each research staff.
~ o~ = You have obtained the agreement of each research staff to his/her role in the research
Filter by (2] Activity ¥ | | Enter text o seareh fes - n + Add Filter = You will conduct this Human Research in accordance with requirements in the HRP-103 - Investigator
~ Manual
e = You assure the following
~ ~N9~dala to display = That the information submitted in this application is true, complete, and accurate to the best of your
~— knowledge, and
~ o~ = That you (as Principal Investigator) agree to conduct and to report this study in a responsible
-~ - manner, free from fabrication, falsification, and/or plagiarism.

= That you have taken into account appropriate security measures to protect data.

NOTE: Study team members can enter details of the Modification. However, only the Pl and PI Proxy are authorized
to execute ‘Submit” Modification.



If your modification submission is successful, study status will have advanced to Pre-Review.

Pre-Review MOD00031899: Modification / Update #4 for Sgript ID: IRB-078.1.0 - External IRB — Modifications &
Entered IRB: 10092019 13spw U PAAtes (ScenaIiO 1) (UAT)

Last updated. 10/29/2019 1.38 PM Principal investigator: UMTest Princ Investigator (pi)
Submission type: Modification / Update
Primary contact: UMTest Princ Investigator (pi)
Next Steps Institution: Western IRB (WIRB)

IRB office: HSRO

IRB coordinator:

Regulatory authority: 2018 Requirements
Site: 20190968 (&

View Modification

Pnnter Version

Review CumpletD

(

Pending sIRB
Review

Post-Review

View Differences

Modifications
Required

Pre-Review
& Manage Ancillary Reviews "

Requested

4 Correspond with sIRB

¢ Add Comment

History Contacts Documents Reviews Related RNIs Snapshots
€ Withdraw
@ Discard Filter by e Activity ¥ | | Enter text to search for n + Add Filter
Activity Author « Activity Date

(ad Submitted Princ Investigator (pi), UMTest 10/28/2019 1:38 PM
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