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ACER Research Office

Requirements for External Investigators

Before you can begin a submission, you need to complete the

Metrocare Reliance Agreement (MRA)
You must send a signed copy to us for Metrocare CEO and IRB Chair signatures; this process usually takes
two weeks unless your university has modified the document. Any modifications will lengthen the process.

* Submit a copy of the MRA signed by both the institution and Metrocare

All external researchers must have Institutional IRB Approval
* Submit a copy of the current approval from your institution
* Ifthere is another IRB your university relies on— submit that as well
* Metrocare ACER interns are also considered external researchers as
they are conducting research on behalf of the University
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Accessing Cayuse

Production/Live Site Date: February 1, 2024

Researchers who have worked with ACER Research Office (RO) in the past,
contact us to activate your password.

New to Research with ACER, complete the Access Request Form or email
us at link above.

Once you have an account set up, go to: https://metrocare.app.cayuse.com/

and login using your Username/Password.


mailto:ACERresearch@metrocareservices.org

Home Screen

After you log-in, the Home screen will appear.
SKIP My Tasks, click “Products” and Select Human Ethics [aimmes

Ethics
@/ ﬁ%uée]eplatform \ / — ﬂﬂ broducts & Kaszynski ~
] I_
e \ 0
n Products ~ i

Click Product &

Home

Task Task Type From Assigned To Created u Status
H Human Ethics

Mo Saved Tasks

Admin

* Any tasks added here will not connect with HE product.
It will ONLY show up on here on the home task page.




\/ cayuse | i
/A' Human Ethics Role: Researcher ; Products  ~ S vYourName <

00 0 7 T K
Dashboard Studies Submissions Tasks Meetings Reporting More l Not|f|cat|0ns J Clicking here will allow you
to create a new study

Review Process

A Status O

PI Studies not PI needs to certify study Research Office Analyst IRB Reviewing Sending Letter to PI;
—.% yet submitted . reviewing study | Complete
y, In-Draft .l.l.l.l. Awaiting B Pre-Review Under B B rostReview
Authorization > Review =» 3>
>
My Studies My Tasks Submissions by Type
Th e All Assigned to you All Tasks Assigned to you Renevil
Initial

Modification

Researcher @ ”
D a s h b o a r d You Have No Studies All Tasks Complete :::.:w

Legacy

Approved Studies Studies Expiring in 30 days = Expired Studies
. L Studies that need renewal in 90-60-30 days Any study that has expired must halt using
Once the study is approved, it will be are listed here MC clients
displayed here until it has been closed by ’ _ ) ) )
the researcher OR administratively closed . Ifyou are still engaging with MC clients, you
by ACER RO. Please start a renewal submission. External must submit a renewal
researchers note: we will request a copy of
your institutional IRB renewal approval If you are no longer collecting data/engaging
letter

with MC clients, you must close the study —

— @

Interactive Help



?Notification

J cayuse
' Role: Researcher - A Products - &  YourName -
%, Human Ethics )
Dashboard Studies Submissions Tasks Meetings Reporting Maore /
+ Mew Study
» s | o |
) In-Draft 9 ml Awaiting Pre-Review E Under . . Post Review
,ﬁ.uthorlzat-l)on > eview = >
My Studies My Tasks Submissions by Notice of Receipt of Initial Submission on Jan 11, 2024 1:09:51 PM CST
irb-uat@cayuse.com idil NS
REHE'\.‘-‘E' To ACER Research; ACER Research Thu 1/1
it metrocare.acer
e e

Modification

TO:  PIName Here
@ V Incident -
FROM: ACER Research Office
You Have Mo Studies All Tasks Complete Withdrawal DATE: Jan 11, 2024 1:09:51 PM CST

RE: Notice of Receipt of Initial Submission on Jan 11, 2024 1:09:51 PM CST

Clozure

TUDY #: IRB-FY2024-53

STUDY TITLE: Sample 1

Your IRB submission for the above-referenced study has been received by the ACER
Research Office via Cayuse IRB. You will be notified if further information is needed and

* Located in Cayuse dashboard: Click on “My Tasks”‘ icon
*  Sent from Cayuse via Email

The ACER Research Office Team

v

The Altshuler Center for Education & Research
214.743.1202
ACERresearch@metrocareservices.org



Presenter Notes
Presentation Notes
When you first log in to Cayuse IRB, you will be taken to your Dashboard. This screen displays an overview of all the studies you are involved with or that require your attention, and offers a quick way to view and filter studies, submissions, and tasks.
The dashboard looks different depending on your user role. An IRB User will see their studies, tasks and submissions: 


DEFINING SUBMISSION TYPES

& STATUSES
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Submission Types

When researchers create a study, they also create the initial submission outlining the purpose of that study. In addition to this initial,
there are 3 other types of submissions that IRB Users may submit over the course of their research. The available submission types
include:

* Initial — First submission Pl creates to enter a new study in the system. The initial submission describes the study's research purpose,
activities, and methodology. The initial submission must be approved before any research can begin.

* Modification - If Pl wants to change any details of the study after its approval, a modification submission must be submitted and approved
before Pl can proceed with the changes.

* Renewal - When a study is nearing its expiration date, a renewal request must be submitted and approved before continuing with the study.

* Incident - Incident reports inform the Compliance Office of any adverse incidents that occur with MC clients. Incident reports may be
submitted at any time after a study has been approved, including after it has been closed. There are no limits on the number of submissions.

* Withdrawal - A withdrawal submission notifies the RO that the Pl no longer wishes to submit your initial submission and wants to withdraw
the study. They are marked as finalized and can no longer be modified. A withdrawal submission can be created for initial submission up until
it has been approved. If it has been approved, create a closure submission to close the study if the Pl no longer wishes to conduct the
research.

* Closure - Closure submissions indicate that research is complete & will not be continuing. CS are marked as finalized and cannot be modified.

There are two additional submission types. that are only available to IRB Analysts and Admins:

* Admin Closure - Allows a study to be administratively closed when needed, for example, when the Pl leaves MC or lets a study expire.

* Admin Withdrawal — Allows a study to be administratively withdrawn when needed, for example, when the Pl leaves MC.


Presenter Notes
Presentation Notes
Other than the initial submission there are three other types of submissions that can be completed by researchers
renewal templates are completed at the end of their approval. Should they want to continue their study - renewals must be submitted and approved before they can continue their work on a study with metro care clients.
Modification templates can be completed at anytime that the PI makes changes to the study. Again these changes must be submitted and approved before they can proceed with these changes with metro care clients
incident reports must be submitted when an adverse event happens with a metro care client and these can be submitted at any point during the study as necessary. It's highly likely that when an incident report is submitted there will be a subsequent modification submission submitted.

Withdraw submissions just let us know that they started to study they don't want to submit that study anymore. The PMI should be informed that once they withdraw they can't modify it. If they submit a study that's been approved and then they choose to withdraw they actually need to submit a closure instead

the closure submission submission just says that the research has been complete and we are no longer continuing work with metro care clients.

The legacy data definition from C is listed here. Typically this is something loaded by C but we are doing a manual load and referring to our historical studies as legacy studies and legacy submissions. The assigned PPI to these studies will be legacy data and there will be a training specific to these types of uploads in the very near future.



)
Submission Statuses

There are two types of statuses in Cayuse Human Ethics to help you keep track of project progress:

Study Status: Represents the overarching place of a project in the lifecycle

Submission Status: Shows where the current IRB request regarding your protocol is at

Submission Statuses

Unsubmitted: An in-draft submission that is open for editing and has not yet been routed to the Research Office (RO). Likely some
required items still need to be completed before the submission can be declared complete and certified.

Awaiting Certification: Once a submission is declared complete, it informs the certifying researchers that they need to sign off on it. A
submission cannot be edited once it reaches this point unless a certifier rejects it.

Reopened: This status is applied if a Certifier, the RO, or IRB returns the submission at any point. It is functionally the same as the
Unsubmitted status.

Under Pre-Review: Once all certifications and aderoyaIs are in, the submission routes to the RO where an Analyst will be assigned,
determine the review level for the protocol, and begin a preliminary review. The Analyst may return a submission to the Researcher if
they need additional information or clarification before sending the protocol for review.

Under Review: Regardless of the level of review or number of board members reviewing, this status indicates that the IRB review process
is underway for a submission. For Full Board reviews, this can be expected to go through the Board's next meeting date unless the
submission has already been through a Full Board Review and needs only minor edits.

Under Post Review: This status is applied once the IRB's assessment of submission is completed, and they have come to a decision to _
either approve the protocol or ask for revisions. After a decision is made, the submission routes back to the assigned RO Analyst for a final
check before declaring the review complete, returning it, and sending it to additional Reviewers (if needed).

Review Complete: Once an approval or exemption decision has been reached for a protocol and the RO has signed off on it, this status
becomes permanent for the submission and the Study Status may change to reflect it, as when an Initial Submission is first declared
"Approved" or when an expired protocol finishes the continuing review process.


Presenter Notes
Presentation Notes
Here's some language on submission statuses that I will let you look at individually.



Crearins your STUDY
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Create your Study

Creating the
study is like
building a file
folder or
container
where all your
submissions
may be
created and
stored.

cayuse
\//ﬁ Human Fthics

Dashboard Studies

Submissions

Studies  Study Details

Sample IRB Study

N

Enter your title here.

licy

Approval Date: Expiration Date: Organization:
A [ 1Y MAA

Admin Check-In Closed Date: Current Po
Date: N/A

P

Population Flags:

Submissions

Additienal Flags:

- - I.—.
| X

/

Click on the
check mark
to save.

12
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Study Details

The study details page is where you can see all submissions related to this study.

Hyperlinks to your active submission will be available on this page. Important dates like
approval, expiration, and check-ins are visible here | as well.

Studies = Study Details

Study Details Submissions

Under Review

IRB-FY2024-36 Legacy Test

p . Study Information :
_—k [ y ]

[5 PDF

Approval Date: Expiration Date: Organization: Active Submissions: Population Flags: Additional Flags:
A N/A Institution Root \
Initial
Admin Check-In Date: Closed Date: Current Policy 4
) X Sponsors:
MAA MIA Post-2018 Rule N/

ceycomtecsd | Attschments Fags None of your sponsorship information will be entered into Cayuse.
Team Member Role MNumber L
Irene Investigator Principal Investigator morgan.chapman+Investigatorg@cayuse.com
Ireng Investigator Primary Contact maorgan.chapman+investigator@cayuse.com



Presenter Notes
Presentation Notes
In cayuse, when a investigator creates a study they are essentially creating a shell or a file folder for the study. The submissions will all be submitted in through this shell. So the study details will list all the submissions and the submission details are specific to the type of submission they are completing. We'll talk about the different submission types here in a minute

Can you click into an individual study the study details will populate. There will be a clickable PDF that you can click on to open the study.
You can also see any regulatory flags notated so if this study includes vulnerable populations or FDA regulations, that will be listed here. That also means that there will be corresponding checklists associated with the study submission as well


There is a clickable submission button so that you can see submission details. Let me show you what that looks like...


CreaTing your INITiaL SUBMISSION

DOCUMENTS YOU'LL NEED FOr SUBMISSION TO MC IRB
STArTING anD €DITING THE INITIAL SUBMISSION
MOVING THTOUSH THE DOCUMENT
ASSIBNING PINCIPAL INVESTIBATOr (aND OTHETS)
FIND PEOPLE FUNCTION
TYPES OF QUESTIONS aND ATTACHING DOCUMENTS
COMPLETING SUBMISSION & CErTIFYINg
WHAT IS ACER DOIN WITH YOU SUBMISSION
HOW TO CHECK STUDY STATUS y




DOCUMENTS NEEDED TO COMPLETE d

SUBMISSION TO METIOCAre Ir'B

IRB of Record / Institutional Approval Letter (copy)
Reliance Agreement signed by both parties
Protocol, Recruitment, Consents, Study procedures, instruments

Information about what access is needed to the center locations (including
which locations and when)

once approved, a RO staff member will coordinate with you to arrange access
to the center locations

Students completing study for their program will need a faculty
supervisor/advisor &)oth student and supervisor will need reliance agreements)



Start a New Submission

Study Details

Unsubmitted

IRB-FY2023-36 Sample IRB Study

‘ PDF H @ Delete

N/A

Approval Date: Expiration Date: Organization: Active

N/A N/A Submissions:
N/A

Admin Check-In Closed Date: Current Policy Sponsors:

Date: N/A Post-2018 Rule N/A

Begin Initial Submission

You've created a study! Click hare to begin your
initial submissicn to the IRB.

Population Flags: Additional Flags:

/ cayuse 2
. Role: Researcher + & YourName
% Human Ethics
Dashboard Studies Submissions Tasks Meetings Reporting More
Studies = Study Details

4+ New Submission
— |

| <+ New Submission

|

[ Initial

Click here,
then click
on “Initial.”

16



Edit to Start the Initial Submission

cayuse |
'///f Humaﬂ Eth|CS Role: Researcher = A

Dashboard Studies Submissions Tasks Meetings Reporting More

Studies = Study Details ~ Submission Details

1 In-Draft

Submission is with researchers

Initial
IRB-FY2023-36 - Sample IRB Study start your application.

Click on any of these to

| # Edit W—_' H @ Delete

Pl: Current Analyst: Decision: Policy: Required Tasks:
MN/A N/ A Post-2018 Rule .
Assign Pl
Review Type: Review Board: Meeting Date: AestegnPe
N/A N/A N/A Complete Submission

17




Moving through Initial Applications

cayuse .
J//' Human EtthS @ Products & lrene Investigator
Dashboard Studies Submissions Tasks Be sure to click SAVE th I’OUghOUt the pProcess.
\
IRB NUMBER: IRB-FY2024-57 B CREATEPDF [T COMpA; 4 >
€ SUBMISSION DETAILS | Insert Study Tltle Here - |n|t|a|

Sections . : ..
You can move between sections by toggling or clicking on

Introduction ‘ specific sections on the blue sections banner.
Project Personnel

Getting Started
«—Any question with a red * must be completed. You will not be able to

Project Personnel . - ; . .
* What kind of affiliation does the Pl have with Metrocare? proceed in the document or submitto IRB
Basic Information (... @® Faculty from affiliated research institution without a response.

) ) (O Student from affiliated research institution
Section 2 Project D... O Metrocare Staff

(Note: all Metrocare Staff must have an ACER representative as a part of their research team)
Section 3 Approval... (O Corporation partnered with research institution
() Other
Section 4 Supporting Doc...

Each section will have a check mark once it’s completed

What is the name of your Research Institution?

Attachments




Assigning PI

Cayuse will automatically assign the individual completing the submission as the
Primary Contact, which can be changed if necessary.

You may have multiple PCs.
You will have to assign the Principal

Investigator (Pl), Co-investigator(s)-&-

Other personnel by using the
“Find People” button.

You can only have one PI, but multiple

Co-lnvestigators and Personnel.

You can only “Find People” who have an Activated
Cayuse Account. Any of these people added will have
Assess your submission. If you wish to add
Personnel who don’t need access in Cayuse can

do thatin upcoming questions.

Access Rights:
Pl, Co-PI, PC: Edit Rights
Personnel: View Only Rights

If you change the PC, add the new PC first. If
you delete the existing PC before adding a

Study Parsonnel

new one, access can be lost. Change in PC
after approval would be a modification.

Naote: if you connot find o person in the people finder, plags

= Principal Investigator

The person listed a5 the P will be required certify submissions before they are sent to the IRB for review. They will also have edit socess to this stdy; con
create foliow-on submissions after Initis) approval, ond will be included in study communications.

FIMD PEOPLE

= Primary Contact

Any peopile listed a5 o PCwill have edit oocess o this study, can create follow-on submissions after Initial apgroval, and will be included in study
munications.

FIMDNPEOPLE

Hame Organization Address Phons Emil Trainings
Uszers lozded
lan with
. unmztched ACERrezzarch+investigator@metrocaresenices.arg | View x
Imvestigator B
COrganization
sffiliation.

\ Co-Imvestigataris)

Any people listed a5 Co-Investigators will have edit socess o this study, con create foflow-on submissions after Initial approval, and will be included in
study communications.

FIND PEOPLE

Other Personnzl

Any peopile listed o5 Imvestigators will be sble to view the study, but will NOT hove edif access to the study nor be included in study communicstions
mrtormatically.

FIMD PEOPLE



Find People

When you click on “Find People”, type their name here & press ENTER
You may need to include last name.

PRINCIPAL INVESTIGATOR

| lll . .
Mame Organization Email Phone Once you flnd the rlght
Irens Investigstor Metrocars Services morgan.chapmantinvesti_. @ person , CliCk the + Sign
and SAVE.
Selected Records * Szlect a single record.
ocvce. IS

20



Adding Additional People not in Cayuse

We request the names of all individuals involved in the consenting process
and those who could access PHI. If there are individuals who do NOT need
Cayuse access because they are not considered researchers or research
personnel, their names can be added in the text box.

Informed Consent

=Will the Pl be a direct part of the consenting process?
® Yes

() Mo

Will other researcher personnegl be a part of the consenting process as well?
® Yes

() Mo
FPraovide the namel(s) of any other person{s) invalved in the Consenting Process.

FIMD PEOPLE

Please list the individuals involved in consenting who are not personnel noted in Cayuse.

Constance Consenter

Inthis example, the Pl'is the researcher who is consenting participants, but
an office admin who is not a researcher but may be responding to inquiries about
the consenting document

Protected Health Information (PHI) Access

+Will PHI be involved in this study?
@ Yes
) No

Provide the name(s) of any person(s) who will have access to PHL
FIND PEQPLE
MName Organization Address

Irene Investigator Metrocare Services

Users loaded with unmatched

lan Investigator . -
= Organization affiliation.

Please list the individuals not noted as personnel in Cavuse who will have access to PHIL

Constance Consenter

In this example, the Pl and PC (who have access to Cayuse) and an office admin
who is not a researcher but has access to files so not listed as persorgiel



Types of Questions

Radio Buttons Text Box

Seackams o e sl ahis aptions. A text box provides space for a short answer that does not require a lot of explanation. You can enter multiple lines of text here if needed;

the box will expand to fit the text.

#1.0 What typeofsubmission is this? (2]

) Research Study Involving Human Subjects (Exempt, Expedited, Full Board Review) oversight by the #30 Createa SHORT title far your research protocol. (Five words maximum.)

Cayuse University IRB

(O Research Study involving an Outside IRS of Record or NCI PCIRB

) Emergency Use of Investigational Agent

) Request for Determination of the Need for IRB Review

Text Area

Check Boxes The multi-line text editor allows you to apply simple text formatting such as bold, italics, underline, strikethrough, bulleted lists, numbered
- lists, and hyperlinks.

Select one or more of the available options.

#20 Whatisthe FULL title of the research protocol?
#3.0  Inwhich locations will the reszarch take place? (Check allthat apply.)

B I u L = OIE & (A

[] Inpatient Location

Outpatient Location

O O

Community Settings

a

Subject's Home

@

N/A (limited to review of records, data and analysis)

1/15/2023 22



Types of Questions: Attachments

#= Reviewing IRB

Please indicate the name of the Reviewing IRE Institution. When you CliCk -’ CliCk + to flnd flle to attaCh’ then CliCk APPLY

Your University | RB|

Click the plus button to upload files or add links.

Attach Reviewing and/or Institutional IRB approvals here @ CANCEL

ATTACH < Add Link

Add File

Once attached, it should look like this

Acceptable file types:

File Type Extension ATTACH

Text txt

Adobe pdf

Raster image formats | png, bmp, gif, tif, tiff, jpg, ipeg, jp2, jpx
Vector image formats | wmf, emf, svg

Microsoft Word doc, doox, docm Should you need to delete a file, just click the X

Microsoft Excel xls, xlsx, xIsm

B ABC University IRE Approval 2... | %

Microsoft PowerPoint | ppt, pps, pptx, pptm, ppsx, ppsm, sldx, sldm 23




Help with Questions

If there is help text for a question, you can click on the (7] button to view the

additional information for that question.

Indicate specifically whether you will
include any special populations: You may
not include members of these
populations as participants in your %
research unless you indicate this in your

inclusion criteria.

1/15/2023 24



Completing your Submission

cayuse
\// Human Ethics

Dashboard Studies Submissions Tasks

IRBE NUMBER: IRB-FY2024-57

< SUBMISSION DETAILS ‘ Insert StUdY Title Here - Initial

|
Once you have a checkmark for each section, the

= Project Personnel “Complete Submission option will appear at the
bottom of the bar.

= What kind of affiliation does the Pl have with Metrocare?

@ Faculty from affiliated research institution
() Student from affiliated research institution
() Metrocare Staff
(Note: all Metrocare Staff must have an ACER sépresentative as a part of their research team)

8 gi:lzfraﬂonpar‘tneredwith researchiffstitution We recommend haVIHg your PI Or CO_PI reV|eW
before clicking “complete submission”; once you
What is the name of yourResearch Institution? CliCk it, it lOCkS editing-

Section 4 Supporti...
Attachments

< EEEEEEE

uTs

Routing
Send to Pl for certification?

COMPLETESUEMISSION > What department and/or program are you affiliated with? After you SeleCt’ “Complete SmeISSIOn”’ thIS bOX
will appear. Click CONFIRM.

SUBMISSION ROUTING

Are you sure you want to coffa

@ CANCEL « CONFIRM

1/15/2023 25



Once confirmed, you’ll return to the submission details page.

g . . J
s In-Draft 2 SAv;al'tnjlg:‘:\utht?tr.lzatmn .
Submission is with researchers e

certification or approval

A
\

If you need to
make edits you

Awaiting Certification

Initial can click on After you click certify, a notification
IRB-FY2024-57 - Insert Study Title Here “ " 1 1
: er sty e e Return” to Routing: is sent to the Pl and Co-In to review
' I ' reopen the T = )
e | § e
‘- : : submission. . ) and certify.
Pl: Current Analyst: Decision: Policy: Required Tasks:
Irene Investigator ~ N/A N/A Post-2018 Rule N/A Certify
Review Type: Review Board: Meeting Date: If all looks good’
N/A N/A N/A . i - | confirm that | have the proper training, expertise and
CIICk on Certlfy‘ resources to conduct this study. | understand and accept my
responsibilities as the Principal Investigator and Primary
Contact for this study. | confirm that | have no significant
financial conflict of interest in this project or have disclosed a
conflict per institutional policies and federal requirements. |
confirm that the information provided in this application is
. . . . true, complete, and accurate to the best of my knowledge: that
The PI (a nd CO_I n) M UST certlfy the Su bm ISSIO“ for It any false, fictitious, or fraudulent statements or claims may
subject me to criminal, civil, or administrative penalties; and
to be su bm itted to the I RB. agree to accept responsibility for the oversight and scientific

conduct of the project.

-

Your status bar will have a green check mark here once
they have completed that task. 1/15/2023 26



“Return to Investigator” during certification

If the PI/Co-In decides that changes must be made they can return the
submission to the research team by clicking m The research team will receive
an e-mail notification of the change in status so that they can make necessary

edits before marking it complete again.

Once the PI/Co-In has certified this submission, it goes to the ACER RO. At
any point, the submission can be returned to the investigation team to
answer questions or make changes.

1/15/2023 27



Once your Pl / Co-Inv has certified

the study,
it’s been submitted. Great Job!

Your study status bar should look like this

111111111



WHAQT IS THE ACER RESEArCH OFFICE DOING WITH

your STUDY?

P R E - R EVI EW: \///, ﬁt',lur?aﬂ EthiCS Role: Analyst ~ ﬂ Products ~ & ErinKaszynski ~

Dashboard Studies Submissions Tasks Meetings Reporting More

Quick Overview Occurs e

. . e S V S 5 3

* Correct Application Type } oy } F
Completed, Content is i When it’s in Pre-review, you will see
detailed and clear that Authorization is checked and a«-

) ) . green line over pre-review in the
* Quick confirmation of the status bar and the orange flag tells

review path you it’s Under Review.
* Required Documents Attached
and signed as necessary
If the RO finds a problem, the study

o 3
° If everythlng looks goo.d, Ir's will be returned to the investigator.
sent to the IRB Committee (See “editing and resubmitting a

Reviewers reopened submission”)

1/15/2023 29



How to check the Status of your Study

cayuse S ik : Researcher ~ -
\//4 Human Ethics Role: Resercrer - 4D g \//A Human Ethics T -~ .

Dashboard Studies Submissions Tasks Meetings Reporting More Dashboard Studies Submissions Tasks Meetings Reporting More

+ veesur [ B3

@ ol || et || B e || B e
In-Draft .I.I.I.I. Awaiting Pre-Review Under Review

Authorization IRB# Study Title Status Pl Exp Date Admin Check-in Date Create Date =

b IRB-FY2021 @ Unsubmitted N/A NJA 02-16-2021
My Studies My Tasks Subimissions by Type
IRB:EY2020 ® Unsubmitted N/A N/A 10-16-2019
IRE-FY2019- IRB-FY2021- 0
IRB-£Y2021. IRB-EY2020: Click View All under “My Studies” 1 BR-E2012- ® Uowiritied A i OFagae
IRB-EY2020- IRB-£Y2019- for a list of all your protocols. 0 BR-EV2010 & Uoai i ik i ioaani
IRE-EY2019 0
IRB-FY2019 N/A N/A 03-01-2019
IRB-FY2019 12015 ravea 1
Closure ] IRB-FY2019- @ Unsubmitted N/A N/A 12-21-2018
Legacy 1]
IRB-FY201% ® Explred 12-11-2018
View All Wiew All
_ _ Click the IRB number of the
IRB-FY2019 ® Requires Changes 12-11-2018
protocol you are interested in.
Approved Studies Studies Expiringin 30 days * Expired Studies
IRE-FY2018 ® Unsubmitted 08-22-2018
IRE-FY2018 Test Study RE-FY2015

1/15/2023 30



cajuss - ) ot b 3 : Researcher =
\//A Human Ethics R Ramearcher = D & \///; Human Ethics Role: Researcher = 4D &
Dashboard Studies Submissions Tasks Meatings More Dashboard Studies Submissions Tasks Meetings Reporting More
Studies  Study Details Studies  Study Detalls
Ill Submission Type Review Type Status Decision
| IRB-FY2019- Full ® Under Review
O PDF Withdraval U gned ® Under Review
12062
Approval Date: Expiration Date: Organization: Active Population Flags: Additional Flags:
N/A N/A PROVOST - Vice Submisggt:
Provost for Research
(VPR)
Admin Check-ln Date:  Closed Dars -
N/A M/A 25 per page
Click “Submissions” on
the Study Details page
for a list of submissions Click the link for the
Key Contacts | Attachm reiatEd to the pl"OtOl’.'0| submission you are
Team Member Number Emall interested in
Principal Investigator n g
Primary Contact ]
Approved - Study has been approved by the Compliance Office and/or Review Board.
Study Statuses: Closed - Study is no longer in progress.

There are 10 types of status
your study can be in.

Study Status is indicated by
the flag on the study details

page.

Disapproved - After being reviewed, the study was not approved by the Compliance Office/review board.

Expired - The study has passed its expiration date without being renewed.

Requires Changes - The Compliance Office has requested modifications to the study in order for it to be approved.

Submitted - The Pl has sent a submission to the Compliance Office and it is awaiting review.

Suspended - Used when an incident has occurred to place the study on hold until further notice. The research team must submit a

modification in order to remove the suspension.

Under Review - The Compliance Office and/or Review Board is currently reviewing the study.

Unsubmitted - The study has not yet been sent to the Compliance Office for review.
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Withdrawn - The research team has submitted a withdrawal for this study and no longer wishes to pursue it.
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cayuse
/4" Human Ethics Role: Researcher ~ - i .

Dashboard Studies Submissions Tasks Meetings Reporting Mare

On the Dashboard, click

. | here to view your studies

oY 8 il 0 2
i In-Draft ",I,I_ Pre-Review Under Review
T
My Studies Submissions by Type
IRE-EY2019- IBE-FY2021- Complete Submission Renewal 0

IRB-FY2021- IRB-FY2020- Complete Submission Imvitiad 11
IRB-EY 2020 IEB-FY2019 Complete Submiszlon Maodification o
IRB-EY2019 IRB-FY.2019- Complete Submisslon Incident o
IRE-FY2019- IRB-FY2019- Complete Submission Withdrawal 1

Closure 0

Legacy 1]

View All View All
Approved Studies Studies Expiringin 30 days * Expired Studies v
— IEB-FYZ018- s Test Study |[RB-FY2015

1/15/2023
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cayuse
\/4} Human Ethics Role: Researcher a , ’

Dashboard Studies Submissions Tasks Meetings Reporting Mare

" oo
Acthve Archive

e  x ]
IRB# Study Title Status Pl Exg/Alate Admin Check-in Date Create Date -
RE-Fy2021 ® Unsubmitted MR MA, 02-16-2021
A Look through your active studies to identify the o S

submission that has the status “requires changes”
IRE-EV2015- N/A 04-18-2019
— You may find it in your notifications as well ——_

IRB-FY201% BUA 04-03-2019
IRB-FY2019- ® Unsubmitted MNA MNA 03-01-2019
IRB-FY 2 19- ® Unsubmitted MAA B 12-21-2018
IRB-FY2019 ® Expired 12-11-2019 e i 12-11-2018
IRB-FY2019- ® Requires Changes N/A N/A, 12-11-2010
IRE-FY2018 MAA BA 08-22-2018




When IRB has Requires Changes

cayuse
J/Z; ?'iI_J""_l-Jr' Eth!f:"__ﬁ p & IRBResearcher
Dashboard Studies Submissions Tasks
Click on the
Active Submission e St o
Type Submissions
* Initial
* Modification m
° Re newal |RB-FY1?—6 Sample Study
° I nCIdent [ PDF % Link Proposal
* Closure
Approval Date: Expiration Date: Ovganization: Active
05-16-2018 NAA External Submissions:
Researcher Modification
In this example, change - Sy
Admin Check-In Date:  Closed Date: Current Poli
requeStS were made on a 05-30-2018 MNAA pmf-?@i!%::k:
submitted modification..... : _
Click on the appropriate
Submission
Key Contacts | Attachments
Team Member Role Number Ermail
IRBResaarcher Principal lnvestigator
IRBResearcher Primary Contact 35




cayuse _ p :
\//ﬁ Human Ethics & IRBResearcher

cayuse ’
\///. Human Ethics & IRBResearcher = Dashboard Studies Sabwnisian Tasks
Dashboard Studies Submissions. Tasks IRE NUMBER: IRB-FY17-6 . . I CREATE DR i EEAaE e p >
<« swmssonoerais | Sample Study - Modification ==

Studies ' Study Details Submission Details
1 A bubble with the number of
q IOt - - T comments will display in each
ssion Is with researc! 5 =
section needing changes

= Please provide a brief description .

B I 4 & m = ¢ &

Modification
test

IRB-FY17-6 - Sample Study

# Edit
Pl Current Analyst: Policy: Required Tasks:
IRBResearcher IRBAnalyst
Review Type: Review Board: 3 - = . -
Expedited Testing Board Click here to ?d’t the ‘ Clicking on Expand Comments will

Submission G v Comments allow you to read and address the
Reviewer’s comments

Approvals Task History Letters Attachments

Research Team « Please provide a brief description of changes being made and include a clear rationale for the changes:
Name Role Result Date 8 I & & = = o @&

test

Changes/information must be
added to the questions and/or

text boxes themselves, not just in
areply to a comment

,Cﬂhﬂgﬁmﬂum

IRB Reviewer vesterday st 4as i
Please provide a more through description of the changes being

matle.
Not Addressed
Address H Click here once you have
Hhonee: made the requested changes
1/15/2023 and select “Address”

* s your study funded by the NIH (National Institutes of

QO Yes



Managing Comments

When ACER RO is reviewing a submission, the analyst or reviewer may have questions
regarding some of your answers.

If the submission gets returned to, there will be a commenticon in the sidebar next to
each question that contains comments, and a similar icon underneath the questions that
have comments on them click on the link to see and respond to the comments

PC  Primary Contact
FIND PECPLE
Name Organization Address Phone Email

Bobh Ranwley School of Medicns

® Collapse Comments

IRE Analyst
ot any o s o sy When you have responded to a comment, change the
RS User dropdown from \[el#:Ye[eI=EELETe| tO _
S You can toggle comments between addressed and
o unaddressed as needed.
eviewear
l,_frt,;::“_';r; hould be more contacts. What if the first one is out
1/15/2023
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cayuse
\% Human Ethics

Dashboard Studies Submissions Tasks

IRE NUMEER: IRB-FY2024-57

Insert Study Title Here - Initial

Introduction

€ SUBMISSION DETAILS ‘

<

Project Personnel

)\

Getting Started

4

Project Personnel

<

Basic Information {...

Once you’ve addressed all the comments,
make sure to SAVE, then select
“COMPLETE SUBMISSION” to send the
submission to the Pl / Co-Inv to certify

Section 2 Project D...

AR

Section 3 Approval...

<

Section 4 Supporti...

<

Attachments

Routing
Send to Pl for certification?

COMPLETE SUBMISSION ?

What department and/or program are yvou affiliated with?
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The PI, Co-Pl, and PC will receive:

E-mail Message

Notification Bubble

Task

Added to Awaiting
Authorization Display Button

VVVY

E’ Pre-R e-.-is_E

Authorization

8 0
‘ @ In-Diraft ‘ ﬁ Awvaiting

Under Review

J//: lCBl_.H.I‘SE

Human Ethics

Role: Ressarcher

My Shusies oy Taekes Sabmizions ty Type
IRE-2H2- 32 Personnel Sample HE-2072-3F Complebe Submbsion Fenewal
B Sharky) M- Comzlskn Subision ritial
1R 2229 Paransl Teat Study IRE-2033-25 Complets Sulvmbision Motication
BRI ) Ubmirelia Samgle BRI Comglets Submhaion noree

v In-Draft

Dashboard Studies Submissions Tasks Meetings Reporting Maore
Studies St ,mm

Submission is with researchers

Initial

= View

Review Type:
NA

Approvals

Research Team

=

Current Analyst:

NA

Review Board:
N/A

Task History

1/15/2023

Awaiting Authorization

Submission is awaiting certification

or approval

Decision:
MNAA

Meeting Date:
N/A

Attachments

Role

Principal Investigator

Policy: Required Tasks:
Post-2018 Rule Y

The Pl must certify the

submission in order for it to be
returned to the IRB

Pending Certification

Routing;
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WHEIC T0 FIND YOUr aPProval

DOCUMENTS

Documents
Letters
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Finding Documents

Initial
IRB-FY20192-3107 - Overview Test

# Edit PDF ~ 8 Delete

Pl: Current Analyst: Decision: Policy: Required Tasks:
MN/A N/A .
Review Type: Review Board: Meeting Date: For stamped documents,
N/A N/A N/A look under Submission
Details and click the
Attachments tab
Approvals Task History Attachments
Q i
Filename Uploaded By Date Uploaded
t doc.pdf 05-02-2019 12:54 PM

Click the ellipsis next to the
document you wish to view and

select “Download”

1/15/2023 41



FiInding Letters

J/ Alm h ’ & IRBResearcher
7, Human Ethics
Dashboard Studies Submissions Tasks

Studies  Study Details =~ Submission Details / \

The PI, Co-lnv, and

Awaiting Authorization Pre-Review . H
v "S'L?n:;‘;‘m o A &  Submissionis awaiting & Submission is being prepared for v ;mgﬁmmm“rs P C will also receive
certification or approval review

an approval letter

= via email, but the

Initial

IRB-FY16-23 - Test - 8/12/16 copy IS alwayS
® View  POF ~ \available in Cayus-eJ
Pt Current Anabyst: Decision: Policy:
|RERessarcher IRBANalyst
Review Type: Raview Board: Click the “Letters” tab under the
o AL R Submission Details to view and/or
print your letters
Approvals Task History Letters Attachments
Subject Recipionts Sent Date
@nyuwedy 08-16-2016
formation @nyu.edu 08-16-2016

42



MODIFICATIONS

Create & Submit a Modification
Revising the application
Using the Comparison Tool

1/15/2023
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CreaTing & SUBMITTING @ MODIFICATION

cayuse
\///} Human Ethics Role: Researcher ~ (D & = 3 |
Dashboard Studies Submissions Tasks Meetings Reporting More You m ay on l.y have one modification

in process at a time.
On the Dashboard, click
2

here to view your studies

2 You can make multiple
P R ENidet Refew modifications in one submission,

YET once you have submitted one —
My Studies you must wait to submit another.
IRB-FY2019- IRB-FY2021- Complete Submission Renewal 0
IRB-FY2021- IRB-FY2020- Complete Submission Initial 11 . .
IRB-FY2020- IRB-FY2019- Complete Submission Modification 0 |n mOSt Cases’ MOdIflcatlon
IRB-FY2019- IRB-FY2015- Complete Submission Incident 0 submissions are reviewed in an
IRB-FY2019- IRB-FY2019- Complete Submission Withdrawal 1 .
| expedited process.
Closure ]
Legacy 0
View All View All
Approved Studies Studies Expiring in 30 days ~ Expired Studies v
IRB-FY2018- Test Study IRB-FY2019-

1/15/2023 44



v Human Ethics - - - When the study details page opens, click on

. Click on the Study you wish e

to submit a Modification and select Modification

(Amendment) for
. J + Now Study
Active  Archive
Studies / Study Details + NewSubmision
k o5& o
= - Renewal
IRe% ¥ Status Exp Date Admin Check-in Date Create Date ~ Study Details Su
Modification

Submissions

Meetings

RE-FY2021 @ Unsubenitted N/A N/A 02-16-2021
Incident
RE-FY2020 @ Unsubrmitted N/A N/A 10-16-2019
IRB-FY2024-48 Qverview Sample Stucy 2 ‘L
IRE-FY2019- @ Unsubmitted N/A NAA 04-18-2019 ) i
‘ PDF ‘ @ Delete
IRB-FY2019- ® Under Review N/A 040 L )

RE-FY201% @® Unsubmitted N/A NAA 03-01-2019

RE-FY201¢ @ Unsubmitted N/A 12-21-2018 / cayuse @
H Products ~ & Irene Investigator ~
. T ¥, Human Ethics

orpiao g & R i T, Dashboard Studies Submissions Tasks
Only the PI, PC, and co-PI
RE-FY2018- L can view or edit the Study. N/A 08-22-2018 Studies / Study Details / Submission Details
In-Draft
1 Submission is with
researchers
Unsubmitted

Modificati Click on Edit or complete
odification
IRB-FY2024.d8=e7erview Sample Study 2 the Submlsslon

‘ # Edit H PDF ~ H 1 Delete
Pl: Current Analyst: Decision: Policy: Required Tasks:
Irene Investigator N/A N/A Post-2018 Rule .

& AssignPt
Review Type: Review Board: Meeting Date: AssignPC
N/A N/A N/A

Complete Submission
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Your submission will open, and you will document the justification for your changes — then,
you can make the necessary changes in all the sections and add additional attachments.
Make sure you SAVE everything.

A copy is made of your original submission- you can compare them side-by-side using the

cayuse m r t l.
\//.4 Htljmaﬂ Ethics compare too \

Dashboard Studies Submissions Tasks
/ g, ' 2 Jr—— & IreneInvestigat
IRE NUMBER: IRE-FY2024-48 Kﬂr Human Ethics roguc rene Investigator

<& SUBMISSION DETAILS ‘ Overview Sample Study 2 - Modification

Dashboard Studies Submissions Tasks \
IRE MUMEER: IRB-FY2024-48

‘SUBM'SS'O“DETA'“‘| Overview Sample Stu...  WeemeEer [ coves o

<

Madification Infor...

Introduction Modification Information

Getting Started IMPORTANT REMINDER
Project Personnel The only way to make changes to the study protocel is to make them in 2 modification submission.

» Ifyou are looking to renew study 2pproval, 2 Renewal submission is needed.
Basic Information {_ »  [fyou are looking to report an event or incident with the study, 2n Incident submission may be nesded.
» Ifthe study is complete, a Closure submission may be needed.

MRIRS

I

<

Section 2 Project D

Section 3 Approval

Section 4 Support_

I

<

<

Attachments

Routing

Send to Pl for certification?
Justification
COMPLETE SUBMISSION >

Plegse provide the reasons for the modifications.

B I U 5 = = oy @

Insertjustification info

1/15/2023 46



Comparison Tool

cayuse .
J/ﬂ' HLJmaﬂ |:[hi(_5 @ Products - & Irenelnvestigator -
e Select Compare Dashboard Studies Submissions Tasks
* Shows the changes made between < vewsiswsson | Comparison: IRB-FY2024-48 (Modification) <
thIS appllcatlon Version and the PREVIOUS SUBMISSION [ Previcashy Approved Submission % | CURRENT SUBMISSION

previous one

Maodification Infor....

MEXTDIFF 3 @)

* Can be used for uploaded

Do anyy of the study personnel have any confiict of interest related to this Do any of the study personnel have any conflict of interest reloted to this

Red for deletions

Section 3 Approval...

'Will ather researcher personnel be 2 part of the consenting
process aswell?

Will ather researcher personnel be 2 part of the consenting
process aswell?

©
documents A——— o B project
s s
. . Getting Started o o
* Number indicators for the number . - ! §
. roject Personnel
of differences prolecth b
Basic Information [ (3] Informed Consent Informed Consent
° G reen fO ra d d |t | ons Section 2 Project D © Wil the Pl be a direct part of the consenting process? +Will the P1 be a direct part of the consenting process?
Yes Yes
o Mo Mo
[ 1]

*DO NOT DELETE ANY DOCUMENTS
THAT ARE STILL BEING USED*

Only upload documents that have
changes. Please include the date in
the file name.

Section 4 Supporti...

Attachments

Routing >
Sand to Pl for certification?

COMPLETESUBMISSION >

Yes
No

When information has been updated. Click
“COMPLETE SUBMISSION” and CONFIRM
to send to PI/Co-in for certification.

Yes

Mo
Provide the name(s) of any other person(s) involved in the Consentil
MName Organization Address Phone

Alice Metrocare
Administrator | Services
|
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A D e~ 2 veem The Pl will receive:
Dabowrd  Sudes  Sbmisios T * E-mail Message

St Sy sl Srkion ol * Notification Bubble
v oo }z e } P - # * Task

Submission is awaiting certification

o X S — « Added to Awaiting Authorization Display Button
Modification SmeiSSion Will 1

IRE-FY2024-48 - Overview Sample Study 2

[ o view |[ 7o = | & oo remain at

- 0

» 8
Q In-Draft

= .
Pre-Review

“
Under Review

ey @ Awaiting
Awaitin g S Authorization
Pl Current Analyst: Decision: Policy:
. . P N
e nestigster s e FostaniERule Ap prova ls My St My Tk Submisions by Trpe
Review Type: Review Board: Meeting Date: IRB-2022.32 Personnel Sample IRB 202 Compl fssi Renewal 0
MiA M/A A .
status and will Eizza | Sudya KO0 CompletaSubmison i .
IRE-2022-29 Personnel Test Study IRB-2022-29 Complete Submission Modification 0
n ot go t o t h e I R B IRB-2022-27 Umbrella Sample RB-2022-27 Complete Submission Incident 0

PC - Point of Contact until the P1/Co-

& Irenelmvestigator =

person cannot certify In has sent the 4 C Py -

Human Ethics —

cert ifi ed Dashboard Studies Submissions Qasks)
Modification

Studies / Study Details / Submission Details

\/ ISI;IJ-b[:,‘ri:Sin i with ressarchers % 2 %E;E?iojr;ﬂ?:::l:’ﬁcsﬁm > := _-:: - _;_.:_ ng prepared for > 1 : ::: .
Modificati
IR;—FIY;;:]-ZS - Owerview Sample Study 2 .

Pl /Co-In can e |
l & View “ PDF - ” @ Delete .f Certify |

certify P

A Modification by
o o " clicking CERTIFY

1/15/2u25 (and CONF'RM) 45




RENEWAL SUBMISSIONS &

ADMINISTFATIVE CHECK-I

STArTing a SUBMISSION
SUBMISSION FEQUIFEMENTS
Procenure CHanse

111111111



CreaTing and SUBMITTING @ RENEWAL

cayuse
H i Bnks: Oeasarcher - Cayuse
Jﬁ- Hurman Ethics n -, \/}é Hurriar Etfics Roke: Researcher ~ B g ”

Drashiboard Studs Submissi Tusk Mol Ruporti Mo
o ar T, — ot poconl. s Dashboars Studies Submissioas Tasks Meetings Regoting Mare

On the Dashboard, click en el

here to view your studies

C n-Diraft m.l Pre-Review - Under Review IRE# Saudy Tiths Status P Exp Data Adinin Chae k-in Dista CrestaDiate =
|BE-FY2021 & Unsubmitoed M PUA 02-16-2021
My Studies Subrmibalons by Type T it

Completa Submission Harewa a

IBE-FYRI15 .| Click on the Study you wish A 04182009
LT, ool Bt e b 11 to submit a Renewal for

|BE-FY2019- Complete Submission Phodification o IRE-FY201$ ® Uncker Revi oy 0033019
|RB-FY201% Complete Salmrissinn I Fkeen o |BE-FY¥2018 & Unsabawtted N B 0a-01-3019
IRB-FY 2013 Ceamnplatn Submasion WA hasraessl 1
|EE-FYP01G-: B Urcubmitted M L 12:21-3018
Closure o
Legacy o IRE-FY2015 & Expired 124138 M 12-11-3(18
Wiew All Wiew All
IRB-FY301% W Reguies Changes B Pl 12-11-3018
|RE-FY 218 & Ursuboted Hie S 08-23-2018
A pprorwed Szuckes StinSes Expiring in 3D days ~ Fxpired Soudiet
RE-E¥ 0 B Tt Study | IRB-EYI04S

1/15/2023 50



When the study details page opens, click on
and select Renewal

Studies / Study Details

+ New Submission

Study Details Submissions W
Modification

Approved Incident

IRB-FY2024-48 Qverview Sample Study 2 Closure

‘ PDF ‘ @ Delete

Studies / Study Details ¢ Submission Details

Submizsion iswith researchers

Click Edit or Complete

Renewal

IRE-FY2024-41 - Montryla.2 Submission to begin
[ sea T por - |[ 8 peete working on your Renewal

‘ In-Draft | i | i | i

Pl Current Analyst: Decision: Policy: Required Tasks

Irene Investigator M A, Post-2015 Rule .
Complete Submission

Review Type: Review Board: Meeting Date:

A A MA,

1/15/2023




Answer all questions and attach all documents in the Renewal Form. Click SAVE. Once
finished, click “COMPLETE SUBMISSION” to send to the Pl and Co-Inv for certification.

J/{f cHatl_r;T?aﬂ |:fhi('§ / @ Products = & Irene Investigator

Dashboard Studies Submissions Tasks /

SUBMISSION DETAILS e “3 E CREATE PDF [0 COMFPARE £ >
< Montrula 2 - Reriewal

ck-in & Continuing Review

« Request for More Time

Zand to Pl for certification?
Are yau reguesting mare time for the project?
COMPLETE SUBMISSION >
w Yes
[ Mo

«What type of affiliation does the principal investigator have with Metrocare?
@ External Researcher: The Principal Investigator is conducting research on behalf of their Institution or organization, and the Institution or its affiliate

serves as the IRE of Record.
() Metrocare Researcher: The Principal Imvestigator is conducting research on behalf of Metrocare,

« Reviewing IRB Approvals
Please upload the Reviewing IREs renewalicontinuing review approval letter,

ATTACH

i 45C University IRE Aproval 2. | X |

+« Metrocare Reliance Agreement
Plegse uplood the Metrocare Reliance Agreement that hos been signed by both parties.

ATTACH

K Metrocare Reliance Agreemen... | % |




Answer all questions and attach all documents in the Renewal Form. Click SAVE. Once
finished, click “COMPLETE SUBMISSION” to send to the Pl and Co-Inv for certification.

J/{f cHatl_T;?Tﬁaﬂ |:f|"]i('§ / @ Products = & Irene Investigator

Dashboard Studies Submissions Tasks /

IRE NUMBER: IRB-FY2024-41

£ SUBMISSION DETAILS | Montrula 2 - Rerfewal I CREATEPDF 1] COMPARE Q( >

Chedk-in & Continu...
Eck-in & Continuing Review

Routing = Request for More Time
Zand to Pl for certification?

Are yau reguesting mare time for the project?
COMPLETESUBMISSION

w Yes
[ Mo
«What type of affiliation does the principal investigator have with Metrocare?

@ External Researcher: The Principal Investigator is conducting research on behalf of their Institution or organization, and the Institution or its affiliate
serves as the IRE of Record.

() Metrocare Researcher: The Principal Imvestigator is conducting research on behalf of Metrocare,

« Reviewing IRB Approvals
Please upload the Reviewing IREs renewalicontinuing review approval letter,

ATTACH

i 45C University IRE Aproval 2. | X |

Submitted Renewals are
scheduled to be approved as
close to the expiration date
as possible

+« Metrocare Reliance Agreement
Plegse uplood the Metrocare Reliance Agreement that hos been signed by both parties.

ATTACH

K Metrocare Reliance Agreemen... | % |




INCIDENTS aND FEPOrTaBLE EVENTS

WHaT SHOULD BE MEPOrTED
HOW TO Cr€aTe anb SUBMIT an INCIDENT

111111111



* Incidents should always be reported to your IRB or record
following their policies and procedures

* Any incident involving Metrocare participants should be reported
to Metrocare IRB via Cayuse immediately, within 48 hours of the
occurrence

* Include incident reports submitted to your IRB of Record as well

1/15/2023 55



how 10 CrEaTe anp SUBMIT ail INCIDENT

cayuse
~//I; Human Ethics

Role; Researcher =

cayuse
-, . \ﬁé Human Ethics Role paseacrer - D - T

Dinzhboard Stucies Submizsions Tashs Meetings Reporting Mare

On the Dashboard, click

here to view your studies

\g 8 il
C” In-Diraft M

.
Pre-Review

Drashboard Studies Submissiom Tashs Meeting Repoiting More
Actlve  Archive
—_—
2 Q Click 1o search a
Under Review . ;
IRE# Etudy Title Status Pl Exp Dats Admin Chack-in Data Craata Date =
IRE-FY 2021~ @& Unsubmitied BlA AR 02142021

My Studies Submissions by Tvoe
IRE-F 12020 @ Unsubmit \LL 1Y 10-16 2019
IRB-FY201 G- IRB-£Y071- Complete Submission Remzura L] Click on the Studv for
IRE-FY2091- (REFY 000 Complete Submission Initisl i IRE-EY 2079 ® Unsub which an Incident will ' N 08-18-201%
IRE-FY200CH REFY015- Conplete Submission Madifcaton 0 be anterad
IRB-FY202%- & Under Revh N 04-03-201%
IRB-FY201F- IRDFYIOLT Complete Submisdon Incident ]
RE-EY2010 RO £YZ01E Complete Submission Withcravel 1 ERE ® Unzubritied R R DL
T 4 BRFY2018 ® Unsubrritied HAA A 12-24.2018
Legary 1]
WiewAl Wieer Al IFE-EY201s- ® Expired 12-11-2009 MR 12-11-2018
IRE-EY2079- @ Requires Changes L NI 12-11-2018
Apnrowed Stadies Studies Exniringin 30 days. ™ Fxnired Studies n
RE-EY2018 Tost Study RELEVIDNG - IRE-FY2018- ® Unsuberitied MAA N 08-22-2018

1/15/2023 56



Studies / Study Details

Study Details

% New Submission

Submissions Modification
Incidert
. . . Closure
Select New Submission > Incident
IRB-FY2024-41 Montrulz2
‘ B POF H T Delete |
' cayuse .
Jé; Humaﬂ Eth“:S ﬁ Products & Irene Imvestizator
Dashboard Studies Submissions Tasks
Studies / Study Detzils / Submission Details
In-Draft my  WEITING AUTROTIZATION Under-R
1 Srl..lhmrl':siom'sv.ﬁmraeard'lers L grertm

—=

Incident
IRB-FY2024-41 -

kontrula 2

5] B

: Current Analyst:
Irere Investizator M

Review Type: Review Board:
MA MAA,

Decision:
I,

Mesting Date:
M

Paolicy:
Post-2013 Rule

Complete Submission




Studies / Study Details

Study Details

% New Submission

Submissions Modification
Incidert
. . . Closure
Select New Submission > Incident
IRB-FY2024-41 Montrulz2
‘ B POF H T Delete |
' cayuse .
Jé; Humaﬂ Eth“:S ﬁ Products & Irene Imvestizator
Dashboard Studies Submissions Tasks
Studies / Study Detzils / Submission Details
In-Draft my  WEITING AUTROTIZATION Under-R
1 Srl..lhmrl':siom'sv.ﬁmraeard'lers L grertm

—=

Incident
IRB-FY2024-41 -

kontrula 2

5] B

: Current Analyst:
Irere Investizator M

Review Type: Review Board:
MA MAA,

Decision:
I,

Mesting Date:
M

Paolicy:
Post-2013 Rule

Complete Submission




J/ﬂ' ﬁﬁlﬁan Etth @ Products = & Irene lmvestigator -

Dashboard Studies Submissions Tasks

|RE MUMEBER: IRE-FY2024-41

¢ sumssionoeras | Montrula 2 - Incident el i E

« Complete all questions

Incident Report
* When finished, click COMPLETE

+What type of affiliation does the principal irvestigator have with Metrocare? 7] S U B M ISSIO N
Routing iy External Researcher: The Principal Investigatar is researching on behzlf of their . .
P Institution or organization, and the Institution or its affiliste serves as the IRB of Record. @ Re comme nd SuU bm |tt| ng a ” minor
Cnly incidents imalving Metrocare clients are required to be submitted. . .
COMPLETE SUBMISSION > (") Metrocare Researcher: The Principal Imvestigator is conducting resezrch on behalf of StUdy deVIatIOHS once per year fOI’
Metrocare.

Exempt/Expedited studies

+ Incident Type

An incident/event (or series of related events) may fit into more than one categony, so check all that apply.
Distinct ar events unrelated to another should generally have separate Incident submissions.

o e e Your Pl/Co-inv will have to
« Unantidpated Froblems CERTIFY before it is sent to IRB
. Seriousadverse events (SAE) like other submission types, so
Efm@g;mﬁzwmdmﬂenewn‘sfﬁwﬂﬂafsuhjecumwbeathrghermkﬂmn please co"aborate to ensure it!s
: Wﬂ;ﬁgﬁﬁ{;pdamJdentlmngnm-.fwmcreusednsks completed tlmely.

o DSMB/C report identifving new risks

«  Publicotions identifiing new risks

«  Unauthorized disclosures of subject information
« Unanticipoted Adverse Device Effect

[ Protocel Deviation andfor Moncompliance
This i deviation/honcompliance in relotion to federal regulotions governing human subject
research, wath the pratocol, or requirementsdeterminations by the IRB. For exampie:
«  Events that harmed a subject.
»  Events that incregsed risk of harm. 59
« Serious Woncompliance: where events may adversely affiect subjects rights or welfare.
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CLOSUE TEQUESTS

WHEN T0 SUBMIT @ CLOSUTE FEQUEST
HOW TO Cr€aTe & SUBMIT d@ CLOSUTE MEQUEST
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WHEN TO SUBMIT d CLOSUTE

Study closure should occur when:

* the study was not and will not be initiated;

e the study was discontinued before its completion;
* or the study has been completed.

Note: once a study is closed in the system,
there is no way to re-open it

1/15/2023
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Presenter Notes
Presentation Notes
Study closure should occur when: 
the study was not and will not be initiated;
 the study was discontinued before its completion; 
or the study has been completed.


CreaTing and SUBMITTING @ CLOSUIE

cayuse guesarenee = D -
\4’3 Hurnan Ethics e 2 \/Jé :TJ:JTEH Ethics Rot: Reseorcres = M o ¥

Drashiboard Studs Submissi Tusk Mol Ruporti M
s ar T, — ot poconl. b Dashboars Studies Submissions Tasks Meetings Regoting Mare

On-daShboard, o + Maw Seudy
click here to

view studies MV 2 .
. e =R Under Review IRge Saudy Tiths Status P ExpDiata Adrsirs Che k-in Dista CresteDate =

Ization

@ n-Dir dﬁ

E)

M L, a2-14-2021

& Unsubmitted

IEE-FYZ021

My Studies e Tasks Satbmisyinns by Tyue o e b CI ic k on t h e 19142019

IBE-FY 2001~ Completa Subméssion Rerewa a

|BE-FYI0 L5 W Ursabin? . Bl 0-18-3019
BBy Complete Submission Initis 1 St u y yo u WI S

|BB-FYA0I0- Complete Submission Paodification o IRE-FY201% ® Uincker Rav to C I o Se B oa-0-301%
|EB-Fya01e- Commplete Sulsrision Inchcdent o |RE-EY 2015 B Uinsubnuttes A 0a-01-219

IRB-FY 2013 Ceaniplata Submassion Wit hasraesl 1
IEE-FY3O19 B Urcubmitted M L 12:21-3018

Closre o
Lezacy a |RE-FY2015 ® Expirsd 124138 M 12-11-3(18
i bl |BE-Fr201s & Requires Changes Hea LA 12-11-3018
|RE-FYi018 @ Linsubmted HiA A 08-72-3014

o i i Souncles StinSes Eopiring in 30 days = Fxpired Soudies
BRH-F 0 A Tt Study | IRB-FyHs
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i s

Modification

Study Details Submissions

Incident

Approved . . Closure
Select New Submission > Closure

IRB-FY2024-41 ™ontrulz2

|I£F‘[:IF || mne|ete|

cayuse
\///o Human Ethics 2 vroducts

Dashboard Studies Submissions Tasks

Studies / Study Details / Submission Details

In-Draft

Submission is with researchers

Unsubmitted

Closure
IRB-FY2024-41 - Montrula 2

Click “edit” or “Complete

@ Delete

‘ # Edit

Pl: Current Analyst: Decision: Policy: Required Tasks:

I I tigat N/A N/A Post-2018 Rul ..
rene Investigator /. /i 0s ule Complete Submission
Review Type: Review Board: Meeting Date:

N/A N/A N/A 1/15/2023
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T0 COMPLETE THE CLOSUIE SUBMISSION...

cayuse
t// Y h @ Products & lIrenelnvestigator ~
7, Human Ethics
Dashboard Studies Submissions Tasks
IRB NUMBER: IRB-FY2024-41
SUBMISSION DETAILS B CREATE PDF (T COMPARE SAVE < >
< Montrula 2 - Closure

Sections

oProject Closure PI’Oj ect Closure

* Closing Study

Complete all sections on the left menu

.. Make sure to SAVE as you move
COMPLETE SUBMISSION * Reason for study Closure: through the document

B I U 5 == o @ Submit when complete

Routing

Send to PIT tifcation? Do you wish to close this study?
na to Or certimcacion:

yabba zabbahgvkglvljvig |

P Will follow the same process as
modifications, renewals, and incidents
by being routed to the Pl / Co-Inv for
certification before review by the IRB.

Once closed, the study cannot be
reopened.
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Presenter Notes
Presentation Notes


Complete all sections on the left menu
Submit when complete
Will follow same process as modifications, renewals, and incidents by being routed to the PI for certification prior to review by the IRB.
Once closed, there is no re-opening the study.



SUBMITTING @ WITHDrawaL

WHEN T0 SUBMIT @ WITHDFawalL
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WHEN Can I SUBMIT @ WITHDIFaWadL¢

* Withdrawals may be completed until the time itis approved
* You may withdraw any type of submission

* In Draft —you may withdraw your submission at any point while
the document is in draft

* In Pre-Review or Review status, contact the ACER RO as soon as
possible, and the submission can be returned to the researchers
so that they may withdraw the submission

* If it has been approved, create a closure submission to close the
study if the Pl no longer wishes to conduct the research.
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Creating a withdrawal

cayuse cayuse S
\((‘5 Human Ethics s e - D 4 i \.’3} Human Ethics o reeacrer - D 4

Dazhboard Studies Submizsions Tasks Meetings Reporting Mare Drashiboard Studies Submissions Tishs Meeting Repoitling More

On .dashboa rd, r—
click here to e

‘ 4 8 _view studies 5 @ o

In-Draft 3 Pre-Review Under Review ) y :
IRE# Study Tithe Status P Exp Data Admin Chack-in Date Craate Date =
IRE-FY 2021 & Unsubrrities HiA Mt 02-14-2021
My Studies v Tarcks Submissions by Tvie .
FE-F V2020 5 ‘ l k S d MR, 10-15-2017
IRB-FY219- RB-FY07]- Complete Submission Remewsl (1] I C O n u
IRE-FY2071- RE-FY2020- Complete Submission nitial 11 IRE- yo u Wi S h to LT 04-18-201F
[HE-F 12000 RB-FY 2015 Complete Submission Wiadification L
IRE-FY 2018 . ML, 04-03- 201
S g ———— o withdraw
IRR-EY201 B0 £YZ01E Complete Submission Witheraval 1 IER-FY2019- ® Uncubrittd T Al
Clasure Li]
IRB-FY017 & Unsubrritied HA M 12-21-2018
Legary L]
WiewAl View Al FE-FYZ015- ® Exqirea 1Z1F2F NA 12-11-2018
IRE-FY2019- ® Requires Changes B N, 12-11-2015
Approved Shudies Studies Expiringin 3 days = Frpired Studies n
IRE-EY201 ubrritte : 22301
BE-FYIL ST =TT RE-FY2018 @ Unsubrritied LA M, 0B-22- 2018
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cayuse
\//ﬁ Human Ethics

@ Products = & Irene Investigator

Dashboard Studies Submissions Tasks

Studies / Study Details

Study Details

4+ New Submission

S wweme <« 1. Click withdrawal

Under Review

‘ 5 PDF ‘ @ Delete

Approval Date: Expiration Date:
N/A N/A

Admin Check-In Date: Closed Date:
N/A N/A

IRB-FY2024-40 Sample 1 - Assign to Meeting Late

Organization:

Metrocare Services

Current Policy
Post-2018 Rule

Withdrawal

Active
Submissions:

Initial

Sponsors:
N/A

Unsubmitted

Withdrawal

IRB-FY2024-40 - Sample 1 - Assign to Meeting Late

By creating this withdrawal submission, you will be withdrawing
the entire study from review. If you still wish to submit this

submission, you will have to restart your application from the
beginning. Are you sure you would like to proceed?

Withdraw

2. Select Withdrawal

3. Thenclick EDIT

“ # Edit | PDF ~ @ Delete !

PI: Current Analyst:
Irene Investigator N/A

Review Type: Review Board:
N/A N/A

Decision:
N/A

Meeting Date:
N/A

Policy:
Post-2018 Rule

Required Tasks:

Complete Submission
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Cayuse ‘
J//l Humal"] Eth|CS @ Products ~ & lIrene Investigator

Dashboard Studies Submissions Tasks
IRB NUMBER: IRB-FY2024-40
. . . ; _;. <
S S SRS | Sample 1 - Assign to Meeting Late - Withdrawal e B

Withdrawal Request

“Withdrawal Request v
* Do you want to withdraw your Initial submission?

This will withdrawal not only your Initial submission, but also archive this Study. You will NOT be able to reopen this study or Initial submission after thj£, and would have to start
over and create a New Study (if needed).

Routing
Send to Pl for certification?

® Yes

oo Complete request
Click SAVE button

Dt u s e s Click Complete Submission
Because.... CO N FI RM

Pl / Co-In need to CERTIFY & CONFIRM

COMPLETE SUBMISSION >

SUBMISSION ROUTING .
Routing:

Coen | con |

Are you sure you want to continue?

@ CANCEL « CONFIRM
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CONDITIONS FOT

dDMINISTraTIVE CLOSUT'E alD WITHDrawal

Administrative Closure — Researchers should receive an
automatic 90-60-30-day reminder about their study expiration or
check-in. Studies whose expiration or check-in has passed must
halt all research with MC clients and data and must have a renewal
approved within 30 days, or their study will be administratively
closed. Once closed, you will not be able to re-open.

Administrative Withdrawal — Studies left open for more than 60
days without being submitted to the IRB will be administratively
withdrawn. You will not have the ability to reopen.
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ACER RESEArCH OFFICE

S HETr'€ 10 SUPPOI'T YOU

Cayuse Consultation is available by appointment via Teams
* Cayuse user walk-through, navigation
* Trouble-shooting

Include a brief explanation of the problem and your day/time availability
—we will try to suIEport you in resolving the problem within 24 business
ours....unless it’s a Cayuse problem

Contact us if you have ACER Research Office or IRB questions OR
to discuss opportunities to collaborate on research projects

ACER RO Hours of operation: Monday-Friday 8:00am-2:00pm @
Contact acerresearch@metrocareservices.org O
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