User Guide: How to Submit a New Application

in PRIS3M

Last Update October 17, 2018

Intended Audience Principal Investigator/Researcher

Purpose
[ ]

To provide the user with step-by-step instructions on how to complete/submit a
new protocol application, including:

Human Subjects Research Study

Determination of Human Subjects Research (including QA/Ql
Determination)

Establishing a prospective Data or Specimens Research Repository
Humanitarian Use Device (non-research use)

Expanded Access or Compassionate Use

Single Patient Emergency Use

Preparatory to Research Application

IRB Grant Review ONLY for preliminary approval if required by
funder

Requesting Carilion Clinic RELY on another IRB of Record

Please first refer to the User Guide: Getting Started and Navigating the Study Assistant

Dashboard in PRIS3M before continuing.

IMPORTANT: Any user creating a New Application must be selected as the Pl or be added as an
Research Staff Member in Section 3. If you do not add yourself to the application, you may not be

able to continue accessing the application on future log ins.

IMPORTANT: All research team members must log into the PRIS*M system one time in order for
their account to be created in PRIS*M, which will then make them available to be added as a study
team member. If you are trying to add study team members to a study, and you cannot find

someone’s name, ask them to log into the system using their Carilion username and password.

Follow the steps below to submit a new application:

STEP 1. Close all open web browsers.

STEP 2. Open a new browser and go to: https://carilionclinic.imedris.net/

STEP 3. Login using your Carilion ID and password.

STEP 4. Ensure you are in the Study Assistant dashboard by hovering the pointer over “My

Workspaces” on the left of the page and clicking on “Study Assistant” if necessary.
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https://carilionclinic.imedris.net/

STEP 5. Select the “Create a New Study” button under Featured Study Operations on theleft.

+ RIS: Applcation Home:

{f;'é}'a it arboncin 5 eI netAgpicaton_Hom p7se 5349573 wn ¢ [ senm

CARILIONCLINIC
My Workspaces =1 Study Assistant

] Hello Carley Emerson your last login was 08-22-2018 09:25

1. Ensure you are in the “Study Assistant” Workspace, If not, click the down arrow next to "Workspaces” and select "Study Assistant”, I
Featured Study Operations

Create a New Study View All Study Tasks 17

View My Studies Walting Submission 1

Start a Study Submission Form Submission Response

| 2. Cick here

Study Assistant n

o

Find a $tugy

STEP 6. Complete Section 1 — General Information

> Enter the full study title and the Short Study Title using key words.
Section 1 must be filled out completely in order for the application to
be saved and generated in the system.

> Required fields are indicated with a red asterisk( * )

STEP 7. Select the “Save and Continue to Next Screen” button to save the application and
proceed to the nextsection.

> The system will save the application and generate an IRB number which
will appear in red in left corner of the form.
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STEP 8. Complete Section 2 — Setup Department Access

> You MUST add the PI's department by clicking the “Add” button” and
then select it as the primary department. You MUST ALSO add the
other institutional departments of team members who will be involved
with the design, conduct, or reporting of the study by clicking the “Add”
button” and selecting the appropriate departments. You will be asked
to list the study team on the next page.

> Select the “Save and Continue to Next Screen” button to save the
application and proceed to the nextsection.

CARILION U LINIC R
My ez ® [imBwember IRB-18-080 Study Assistant
Section view of jon | Entire view of the App |

1.0 B General tnformation

2. dick to procesd after adding
2.0 B O] departments.
T

STEP 9. Complete Section 3 — Grant Key Personnel access to the study

> Add the PI, Additional Investigators (Sub-Investigators), and Research Staff
Personnel (research coordinator and other research team members). The
individuals added in these sections are defined as Key Study Personnel (KSP) who
will have access to identifiable data and who will be involved with the design,
conduct, or reporting of the study.

> Click on the “Add User” button for each role to add personnel to that role.

> You will then search by last name and click “Find”. Please be aware that only
individuals who are employees at Carilion Clinic AND who have logged into the
system at least one time will display. If you are unable to locate someone, ask
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them to sign into the system if they have not already.

> Before adding the individual, please click on the graduate icon under “Training”
next to their name. Verify that the selected individual has completed the
appropriate CITI training modules and that their training is up to date. Note: this
requirement is only applicable for new human subjects research studies and
biorepository studies). If an individual does not have the appropriate training,
but is added to the study team anyway, the Pl will be prevented from submitting
the application due to outstanding training. It is the policy of the IRB to only
accept applications in which all team members have completed training.

Note: If you wish to add someone to the research team who has completed
training through another institution or using a different email address, you must
email the IRB at irb@carilionclinic.org with the completion certificate listing all
the completed modules. The IRB will review the modules and determine if this
training is sufficient, and if so, will add the training to the individual’s profile in
the system. A certificate that does not list the modules WILL NOT be accepted.

> Once you verify their CITI training, click the green arrow next to the person’s
name for them to be added to the study team.

> Verify in Section 3 that they were added to the study team, and select their role
on the study.

> You must complete this process for each member of the study team.

CARILIONC1 |v\; Path: Home > study mgmt. > application T - EEE (EEmT

My Workspaces = |18 number: IRB-18-080 Study Assistant Search User Directory 3 Back
I [ Save Selected user(s)

I 1. Type in name or partial

lj, Directory Browse/Find:

3. select the indhvidual by clicking on the gresn amow

verify their training is up to date by clicking on the
person lcon in training celumn

IMPORTANT: It is IRB policy to not begin conducting a review of a submission until all team
members have completed required CITI Human Subjects Research training. If training for one or
more research team members is not up to date or the correct modules have not been
completed, the IRB will receive the application but will not begin the review unless those
individuals are removed from the study or they provide evidence of completion. If the individual
does complete their training after they have been added to the team but before you have tried
to submit to the IRB, you will need to verify that the system received the update from CITI
(updates are sent from CITI to the system every day) and before submiting the application.

IMPORTANT: Research Team members who are not employees at Carilion should not be added
to the study team in PRIS>M, as their role will be reviewed by their own IRB. If you would like to
request that their IRB rely on Carilion’s IRB review, please first contact the Carilion IRB to
discuss. If their IRB agrees to rely on Carilion’s IRB, and the research team member will have
contact with Carilion patients/participants or identifiable data, AND will need access to the
PRIS®M system, the Pl will need to submit a ticket in Edison to request a Carilion ID for each
team member so that they can gain access to the system. Once their ID is created, they will
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need to log into the system. Only AFTER they log in to the system one time will they be able to
be selected as a member of the research team. Their CITI training will need to be manually
added to their profile by an IRB staff member if they have did not affiliate with Carilion in CITI.
Please send their completion certificate with a complete listing of course modules completed to
an IRB staff member. If their IRB will rely on Carilion’s IRB review, but they will not have contact
with Carilion patients/participants or identifiable data, AND they won’t need access to the
PRISM system, you should upload a list of study personnel from the external sites and their
training certificates in the submission packet supplemental document section. Additional
documentation will likely be needed from the external IRB agreeing to rely on Carilion’s IRB and
documentation of their local review requirements, including training as required by their home
institution.

STEP 10. Complete Section 4—- Application Type

> Select the application type

STEP 11.  Navigate through and complete the remaining application sections

> Proceed by clicking the “Save and Continue to Next Screen” button to
save the application and proceed to the nextsection.

> The rest of the questions will branch depending on the specifics of your study.

> When “Save and Continue to Next Screen” is selected, the system automatically
saves theform.

> You can select “Save Section” at any time. If needed, you can come back
later and finish the form.

> If you spend a lot of time responding to one question in the application, it is
recommended to copy your response, then click “Save Section” before
proceeding to the next question on that page. If the system has timed out when
you were preparing this response, you will be able to get back to the page, but
you may lose information entered onto that page before you clicked “Save
Section”.

> If you step away from your computer for any amount of time, it is recommended
you save what you have entered and when you come back, close out the
browser and log in again. Then navigate back to that page. This may prevent you
from losing work due to the system timing out when inactive.

> Select “Back” to close the SmartForm and return to your Study Assistant
Dashboard.

> WARNING: If the “Back” button is selected, the system will not automatically
save the information entered on that page of the form. Be sure to select “Save
Section” before the “Back” button is selected.
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STEP 12. Once the application is completed, you will be taken to the last section of the
application letting you know that the IRB application has been completed.

> Click “Save and Continue” to be taken to the Initial Submission packet where
you will upload study documents. (Think of the submission packet as a large
folder where you can put all your study related documents for storage. The IRB
application is a separate component of the entire submission.)

[ngrrinrieady| |[fof: | llsee S
Section view of Application | Entire view of the Application |
1.0 B General Information
6.0 Application Questions Complete
20 B iﬂlnzinrparlnmnl(s]
B0 ¥ou have iy comjdeted the TRE Appbcation, Phease dick Save B Continue to procesd 1o the Initisl Submission Packet
i f‘“:’::"::mﬂ n. 1u| g ;h ission nk:.{ -.lmu i flled out after the IRR application has been ed and is where you will attach protocol-related documents, such as
4.0 B Appication Type and recruitment materials. Y willl also be able to conduct a fin mlmu-u:wurll IRI!applulwn
Expanded Access For
50 B o eATIOn Tvpe.55
|Comgiete
STEP 13: You will first be taken to the page where you will begin to create your Submission
Packet.
> You should review the study information on this page to ensure there are no
spelling errors in the study title and the correct Principal Investigator is
displayed.
> If this information is not correct, you will need to navigate back to the IRB
application to make the changes.
> If all information is correct, you will provide a brief lay summary of the study.

This should be a paragraph or two in simple language.

> Click “Save and Continue” once your lay summary is complete.
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e ety | (@) neescomamres]| [ svesecin| [ ctome sctn

Subsmission Packet to the

teview toars % Submission Packet to the Review Board
20@a L1 EAB Referencn Mumber {Auto Applicd):
3.0 B informed Consent
Study Document RE-18-080
4.0 B (examples: Copy of Study,
W i L3 Study Titler

sereenshots for User Manual
155 Pringipal Investigatort
Carey Emersan

L4

) Click bere 10 acoess the text editor. *mmmmmwmmmw i
STEP 14. You will then be taken to the Application summary page. You can complete your final

review and edits of your IRB application from this page.

» If you do not wish to review further or make any edits, click “Save and Continue
to Next Section” in top right of page.

E:-‘ Account: Carley Emerson 0
= Department: CC - General Help Log out
CARILION CLINIC Beih: Thieea = s ot
My Workspaces ;':’ Jimber: carﬂn:-:m‘6| RV PERSYOl  Initial Review Submission Packet - (Version 1.0) £l Back
aition| | @i cmnn]| Csesn] (G e

,nmuh&mwwm
g Review Board

2.0 Application

EE rppication 24 * Attash / Review yoar completed application lor this studys
3.0 [ tnformed Consent
40l mmmolm. unattach :m’ "':_': Tithe
Biological Waste D ... \
.- wﬁaﬂiﬁwn {Version 1.0)
ok bl gl rpondyiidpos i 1 eBck con I vew or &3t before | ’
STEP 15. You will now be able to upload your consent and assent documents from your

computer, as applicable to your study.

> Click “Save and Continue to Next Section” in top right of page when finished.
> You will be asked on the next page to upload other supporting documents.

My Workspaces = m Study Assistant Initial Review Submission Packet - (Version 1.0)

-~ | Cpnbconsmmri| | swvsorton] | (g S

| Section view of the Form

1.0 [ Submission Packet to the
: Review Doard

2o 31 * Artach the infoom consent(s) Tor this study:

<o EUT——
Study Document —

4,0 [ (examples: Copy of Study, () M New Consent G [ i e to upload consent documents ||
Biological Waste D ...

Consent

I " B e1 - View
Detach | Version | Title = !lch Expiration Date |0, . Checked Oul Document

No Cansent{s] have been attached to this farm,
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Study Consent Add:

“Consent Tithe: [ﬁnma&m&wwmmmmmﬂz:mawm,nbmm:heq,vﬁdupmd:

s 4o i selected.
“Werslon Number: |1 0 fill out the information and select
the appropriate docurment to upload

R -
=\ersion Date: FDBI—J:‘J?D!S .Eﬂ from your computer
* Language: [Engeh =]
]I““&"“’ You can provide more details about the document here which were
not included in the title (ie: consent, assent, information e

Category: | Consent vI
Description: [sheat, which population)

once you have filled out this form
and uploaded document, click here

-~ v| @& | Ll sevescaion| (g Save and Continue to Next Section

Section view of the Form |

werify your decument was uploaded and that you uploaded the correct document

lummﬂmlolﬁe
5 Review Board

2.0 [ application
>0 b (ST

Studly Document
4.0 [ {examples: Copy of Study,
Biological Waste 0 ...

3.0 Informed Consent

2L Arvach the inform consent(s) for this study:

. ate | Conzent
Expiration Date | SUEREC

Provide a titke that ceary and
adequately explains what the

o 1.0 ﬂl::l:;l::;:;-:m(u:::‘l sssent,  Consent Engish -
populaton)
I dlick here to revise already I | hcre‘m-‘m addtional documents
documents
STEP 16. Upload supplemental documents such as full protocol, CRFs, eligibility checklist,

questionnaires/surveys, CITI training certificates, etc.
» Click “Save and Continue to Next Section” in top right of page when finished
uploading all documents and verifying they are correctly and clearly labeled.
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ey .0 Study Document (examples: Copy of Study, Biological Waste Disposal Plan, Decontamination template)
S
..u._ — Sty Document Add: x|

*Select the document to upload:  Browse | No fle selected.

*Verslon Number: |1 0

Mo t{%) have been attached to this fam
version oate: [ [58]
category: [-oone— 7]
Add other such as materials, ligibility
checklists, case report forms, full protocol, grant application, stc., The tithe will
display In the system as it is labeled from where it is uploaded, so be sure the Descripsion;
document is clearly labeled. Alse assign a category to the document for sasy
identification.
Clear labeling of documents here is important for sase of access later on and for ‘
1IRB review and approval. Comments:
Smm— [ 5 ve Document
lsweomeyauhaueuploaded
STEP 17. Add the Designated Department Approval based on the department of the PI.

» You can find the name of the individual responsible for signing off for the PI’s
department by clicking on orange Help bubble to the right of the question.

» IMPORTANT: If the Pl is not affiliated with a department, select the PI’s
supervisor as the signoff person. Please note that individual will need to log
into the system one time before their name will be able to be selected. You will
not be able to proceed with the submission until you add the signoff person.

> Click “Save and Continue to Next Section”

gty | (@)oo omamarne]| [ smecin| [gh

Section view of the Form | | Entire view of the Form |

lnBSMHMPmmI‘he
5 Réviiw Board

2.0 @ Application 5.1 Please add the department chiste or division chief for sigroff.
3.0 B informed Consent
Study Document Add Selected User
4.0 B (examples: Copy of Study,
Biological Waste D ... Mo Users have been selected.
5.0 B EEETI
STEP 18. On the “Form has been Completed” page, if you are the PIl, you may submit the

study to the IRB.
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My Workspaces |;';' it B PCEE L Initial Review Submission Packet - (Version 1.0) I Back

Section view of the Form |_

1.0 [ Submission Packet ta the
= Review Board

2.0 B Application
3.0 @ informed Consent
4.0 @ study Documents
5.0 [ signotr

Form has been Completed!

Instruction of Form has Been Completed Screen

lwwbmit l

| section view of the Form
oR Submission Packet to the
0@ Review Board
2.0 B application
3.0 & nformed Consent

Study Document

4.0 [ (examples: Copy of Study,
Biological Waste D ...

5.0 B signofr

If you are not the PI, you must notify the PI to signoff.

The application is NOT sent through the next steps in the workflow until
the “Submit” activity on the workspace is run by the PI.

IMPORTANT: THE PI MUST SUBMIT THE APPLICATION.

sl’ﬁntml “m 1‘!‘”“2“"“«'

Form has been Completed!

Instruction of Form has Been Completed Screen

click on either button to let the PI
know the application is ready for
signoff. The PI will receive an
email frem the system

click here to create a PDF of your Create PDF Packet
entire submission that you will be
able to save to your computer for
your files
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The Principal Investigator has been notified 1o complele the submission

o |

STEP 19: Verify that the application packet was submitted OR that the Pl was notified to submit
by viewing the Submissions History.

Submissions

Study Management

can view more details about
submission history by clicking the
Submissions History

Protocol Ttems
o
®  Study Application | [@ seudy coeespondence
®  Juformed Consent *
. Other Study Documents  » 1 a Outstanding Submission(s)

Track Ret Process

_ e —

Click en the hyperlink to edit/view the submission,
®  Carilion Clinic - Conclusion Form .
Initial Review Submission Packet

®  Carilion Clinic - Continuing Review Form

®  carilion Clinic - ptly Reportable Inf jon Form

Click here if you need to withdraw
the submission. The submission can
only be withdrawn until the IRB
begins processing. Once processing
begins, it cannot be withdrawn. You
will need to contact the IRB to
request withdraw

® Carilion Clinic - Research Change [ Update Form

Tnitial

®  Initial Review Submission Packet
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Study Status: _ m IRB-18-081 m testing signoff with this role as study team member and CBE as PL...8.23.18 I
E s it Changes

T ]! ]

| Submissions in Process

View |
= E . i Meeting Review Date
Review Board Lullli::—": Review Process Date Outcome Recelved

] Relereno Track

Number Location Status| Reguest Type Details|

000169 Initial Review Submission

Submissions history page shows [dickl'mmfnrmomdetals ]
you this is in process

Status View Details Dale Received / Date Completed B | Event Description
® / 08/23/2018 02:14:43 PM EDT @ Corey 3= Finceatinvesigatngreview andspoly:sionot
q/ 08/23/2018 10:07:22 AM EDT Tnitial Review Submission Packet is waiting to be submitted
08/23/2018 02:14:43 PM EOT

shows it was sent to PI for signoff. Click on PI icon
under View Details for more details

My Workspaces & Study Assistant Submission Rotiting Signoff [l Back

Study Tible: testing signoff with this role as study team member and CBE as PL..B.23.18
i ber: 000169

Include

Submission Component Name - Version

in
| POF Packet
Submission Form(s)

Submission Form(s):

r Initial Review Submission Packet - (Version 1.0)
Application
r Carilion IRB Application - (Version 1.0)

Carley Emerson as Principal
aummmkmnﬁ:" P C peny ©
submission?
shows this has ot yet besn signed off l
STEP 20: Dependent on the type of application, the application packet may be routed to a
Department level signoff, then to Compliance/R&D for review before proceeding to the
IRB.

> You can view the Submissions History to determine the status of the application.
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Instructions for Signoff by PI when notified there
is a signoff waiting:

Note: There is a separate User Guide for Pl Signoff that provide more details than what is
provided here.

1. When the Pl logs into the system after receiving an email that there is a submission routed for
their signoff

a.

®ooo o

the Pl will be able to easily access the study from their dashboard using the “Submission
Routing Signoff” button

select the applicable study by clicking on the “Click to Open” icon

click Initial Submission Review Packet to review and/or edit all documents

approve or Deny once ready to proceed

save Signoff

CARILION CLINIC

—
&:__ Hello Carley Emerson your last login was oy
I 08-22-2018 16:38 (JHelp 2 MyProfile

My Workspaces Study Assistant

View My Studies Walting Submission 1
Start a Study Submission Form Submission Response 3
Track Approvals Submission Routing Sinnoff

Incomplete Forms Submission Correction

Study Assistant

* the PI must dick here to be taken to applications awaiting P1
. routing signoff
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—_— Hello Carley Emerson your last login was 0 Help 8 My Profile ~

CARILIONCLINIC 08-22-2018 16:38
My Workspaces [ Study Assistant

o

submission Reuting Signoff” butten bring the PI
to outstanding tirks. Click the icon under the
Chick to Open column to signotf on the
applicable submission

Task Type ! sceive | . 5 Review Doard RD Number

Expiration
testing signofl with this role as study team ber and CBE as PIL..8.23.18
< 08/23/2018
| Bubmission Routing Signoff 02:14:43 PM
= EDT Emersen, Carkey Canhon Chic IRB - IRB-18-081 <Mot Assgned >
" 08/02/2018 DEMO STUDY TEST
.\ Submission Routing Signoaff 12:27:42 PM = T
7
ECT }f)::f STUDY Emerson, Carley Cariion Clinic IR IRB-18-016 <MNot Assigned >
% 08/02/2018 U5/23/18 testing now can edit
) Submission Routing Signoff 10:17:12 AM "
EDT Janet Emerson, Carley aull <Not Assigned> <Moot Assigned>
| endment Test Study: CBE as PI and Analyst 7/30/18
e — s mp—————  rew. v
My Workspaces Study Assistant Submission Routing Signoff [1 Back

Study Tite: testing signoff with this role as study team member and CBE as PL..8.23.18
Submission Reference Number: 000169

dlick to view complete submission
pascket

Include
n Sul aission Component ® .me - Version
| PDF Packet

Certification of Principal Investigato”

Carley amsmlas Principal

r
do you Approve or Deny this | Approve ¢ Deny ©
submission?
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| — Account: Carley Emerson
{ * Department: CC - General ) Help 2 My Profile
CARILION CLINIC Path: Home > signoff sheet

My Workspaces &

sp ek c::f‘“‘“f‘ Study Assistant Initial Review Submission Packet - (Version 1.0) [ Back

lrlkkmmwjedlr[nfrwmd(m ' Sm’“""ﬂ _Qmmmmi _Qmsmm| Em“m”"mm“| 3""'“1
] .

Section view of the Form

Click to view/edit supplemental
documents

< y.p [ Submission Packet to
‘D.mmm

2.0
3.0 B 1ntormed Consent
Study Document

4.0 B (examples: Copy of Study, Unattach | Revise/ | Edit/ | Title
Biological Waste D ... Atbach ] View .
5.0 B signoff ° dick to view/edit IRE application

click to return to signoff page I

The PI will receive an email confirmation from the system that the signoff was successful, or can click on
View My Studies button, find the study, and determine that the status is no longer being reflected as
draft. The study will now be with department signoff. The history of the study can also be viewed under
Submissions History to verify Pl signoff was successful.

My Workspaces [= Study Assistant finel studdy then click on history, then to
view details click 'track location

Slusdy Tille

Stud ne | Principal
sm:s HE Buhber Expiration | Abbreviated “.ve;igam, Actions
Tille or Key
Waords
rasting signoaff with this role as study team Mgmber and CAF a= PIL. 82318
testing signoff
with: this role
IRB-18-081 <Not Assigned > as study team
‘member and
CBE as
PL

I B 2 8

Emerson, Carley B
History Iftems Forms Hide Copy  Delete

Submissions in Process

> 3 i Meetin Review Date
.| Stalus| Request T Details|| Review Board Outcome| Heview Process 9 i
Location e Date  |Ouotcome | Received

Reference | Track
Number

—
Imital Review
e \&’] Submission Packet
Tnitial Review
0 Submissinn Packet q l l | 1 ‘
sereenshots for User Manual
A" Carilion Clinic i " sereenshots + = @
=) HB fRB-18-080 <Notissiined>: far User Frnersan, Carley i Q @ %
|Manual History  Items  Forms  Hide Copy  Delete
(CAF testing NHSR path description 6/23/18
. - CBE testing
\ Carilion Clinic % x : m
" -18-079 Not Assigned > | E
il B fiAB= LG shotAcemned: NHSR:pt_nh Emerson, Carley i E @
description History  [tems Forms Hide Copy  Delete
8/22/18
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@ Account: Carley Emerson
Department: €C - General 4 Help 2 My Profile
/CARILIONCLINIC SR

My Workspaces &

IRB Number: IRB-18-081 -
o ek Study Assistant Workflow - Submission Tracking I Back

Evenl Descri

Stalus View Delails Date Received / Dale Compl

@ [ 08/23/2018 02:39:37 PM EDT A The foll g Study P | are not d with up to date training records:

08/23/2018 02:39:37 PM EDT

‘/ l 08/23/2018 02:14:43 PM EDT @ | CareyE as Principal i review and apply signoff
08/23/2018 02:39:37 PM EDT

J 08/23/2018 10:07:22 AM EDT @ | [Imial Review Submission Packet is waiting to be submitted
08/23/2018 02:14:43 PM EDT

shaws most recent status, and dlick on
Pl icon to ensure signoffl was successful

Study Title: testing signoff with this role as study team member and CBE as PL.8.23.18
Submission Reference Number: 000169

Printable

Include |
Submission Componenl Name - Version

in
| POF Packet
Submission Form(s)
| Initial Review Submission Packet - (Version 1.0)
Application
= Carilion TRB Application - (Version 1.0)

Submission Form(s):

Certification of Princlpal Investigator:
o L
sign off was successfull
- ator g, Approve o Deny  Comments:
bmission? /
ELECTRONIC SIGNATURE HAS BEEN APPLIED

by Carley Fmerson at 08/23/2018 02:39:37 PM EDT
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