anscotia
f\/,.\ health
Visual User Guide for Navigating ROMEO

Homepage
Creating a new Study

Searching for an active study
Where to find events
Viewing study documents and correspondence

vl WN —

23JUL2023 Vi

p.1



1. Homepage

The homepage is your starting point in Romeo and displays several sections depending
on the roles you may be involved in:

Role: Principal Investigator

Role: Project Team Member

Role: Reviewer (if you serve on the REB or other review committees)
Role: Signing Authority (for those authorized to provide institutional or
Departmental signoff)

Click the bar to expand the section you need to use.

Powered by Process Pathways | Product Info Welcome: Shelley MacDonald | Home | MyProfie | Contactus | Logout

T, TIPIS

health authonty IWK Health Centre

" Research

BACKTOHOME | Search File No -] a APPLYNEW | News | Useful Links

Applications: Under Review
Applications: Post-Review
Applications: Withdrawn
Events: Drafts

Events: Requiring Attention

Reminders

Role: Project Team Member

Role: Reviewer

The homepage allows researchers and team members’ access to all new and ongoing
studies, including both REB and Grant/Award records. This page provides quick links
for managing research review activities, viewing current project status, and specifying
items requiring attention.

Quick Link Descriptions:

Applications: Draft View your list of applications in development.
These are accessible for edit purposes by all
listed team members. Detailed study log is
maintained to facilitate collaborative edits and
application development. These projects are not
yet visible to the research office or REB.

Applications: Requiring Attention | Applications that have been subject to initial or
completed REB review, that have outstanding
issues will be listed here. Eg. missing or
inaccurate application detail or documents, or
issues to be addressed before approval may be
finalized (i.e. the REB Review Summary).
Notification is received by email.

Applications: Under Review All new submissions that are in the review
process. Includes those in reviewers hands
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awaiting comments, and those noted above as
“Requiring My Attention”.

Applications: Post Review

All previously approved, active or closed
submissions. These records are locked. Changes
or revisions may only be done through
submission of an Event application.

Applications: Withdrawn

Applications that never achieved approval

Events: Draft

Annual Renewals, Amendments, Safety or SAE
report, etc. in development. As above, these
Draft items are visible to the team but are not
yet visible to the research office.

Events: Requiring Attention

For example, Amendments that have had initial
REB review but have outstanding issues such as
missing documents or inaccurate details.
Researchers are notified via email of the
necessary revisions required for resubmission.

Reminders Previously approved studies with routine
continuing review activities outstanding, such as
Annual Renewals due.
23JUL2023 V1 p.3



2. Creating a new Study

Click on apply new

Process Pathways | Produ

nova scotia
health authority

PRI

IWK Health Centre
Research

BACKTOHOME | Search File No

4l a

Role: Principal Investigator

lications: Drafts

Applications: Under Review
Applications: Post-Review
Applications: Withdrawn
Events: Drafts

Events: Requiring Attention
Reminders

Role: Project Team Member

Role: Reviewer

) News | Useful Links

For NS Health users make sure you scroll to the 3 block (NSHA Certifications) and pick
the appropriate application type.

New Application Forms

IWK - Awards and Clinical Trials

Application Name Description Status
Gmduate Studentshio Applcation Appicaton fomn £ be completed b the scudent. This grant s ntended to SUPPOTE promisng graduate students engaged  research amed at mprovng chid, youth, matermal o wamer's | g
K Agreerments Intake Compete h fo for conacs, e agreements, Gca ikt I there i deady an oreemert. 1 pce oryour sty (e.. confientalyno dsdosure agresment) an amendments o, .,
WK Agreements Tntake required. Pleas go to your home screen and select the project by clicking on APPLICATIONS: POST REVIEW and chose EVE P
The purpose of the auard s 0 suppor rojects Srat wil buid opacey 1 research o the WK whie 3 fcicstng the deve\oument of the applicant’s research efficacy. Tranee, eary career
tentored Project Grant facuky, or cinical and who are buiding research expertie are encouraged to 3pp! Open
postoctoral Felowshiy Applcation oslcaton form o be compltec by he tranoe. Ths orant & ncended to suppor promisng postdoctora!Felows engaged n research med ot maravmD Ch, youth, ratemalor womer's open
orojact Grante The Project Grant is to support projects that wil empower IV/K ressarchers to become increasingly competicive for extemal funding, and to complete high-quaity projects of a more miced |,
Floject brente scope that wil have significant scientfic or clnical mpact. P
Summer Studentshin Appiction The purpose of this award & to support students to engage in research amed at improving chid, youth, matemal or women’s health at the IWK. Open
IWK - Certifications (Human Ethics)
Application Name Description Status
Interventional Study Cor Cliical Tra): A clinical study in which participants are assigned to receive one or more interventions (or no intervention) so that researchers can evaluate the effects
B of the nterventions on biomedical or health-related outcomes. The assignments are determined by the study protocol. Participants may receive diagnosti, therapeutic, or ather types of
Lo Stu- s sppicaton Form (FAE, cinicatrals.gov If your study meets the requirements of an FRenventiona sty 2 pe the defnion aove, cmplte ths frn I your sy does f mee the Gecion of Open
n study, complete the Ethics Appication Form for dies.
ik Study - Ethics Application Form (EAF) Complete this form  your scudy is NOT a clnical tral If your study & 2 dlnical ral, mmy\ete the dinical trials EAF form. Open
NSHA - Certifications (Human Ed ‘
Application Name Dfgscription Status
Infrventional Study (or Clnical Tra): A cinical study in which participants are assigned o receive one of more interventions (or no intervention) so that researchers can evaluate the effects
of e interventions on biomedical or health-relsted outcomes. The assignments are determined by the study protocol. Particibants may receive diagnostic, therapeutic, or other types of
Nova Scotia Health INTERVENTIONAL STUDY - Ethics Apolication Form (EAF). |l entions. — cinicaltras.gov IF your study meets the requirements of an nterventional study as per the defintion above, complete this form. If your study does not meet the defintion of [OP€"
complete the Ethics Appication Form for Studes.
Hy2, cote ealth HOIINTERVENTIONAL STUDY - Ethics Application Pl cblets this orm f your study s NOT 3 clncal . I your study s 3 ciicl i, complte the cinca rks EAF form. Open
2 Scoti Heakh REB REVIEW EXENPTION REQUEST ¢ research i exermpt from REB review: 1. Qualty Improvement projects 2. Studies using secondary anonymous nformation 3. Observations of people n publc spaces 4. Studies mvolving |0

ouflicly avaiable information. 5. Case reparts/ case series Consuft TCSP2 far more detail. Please fil out this form if your praject may fall under any of the categories.
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3. Searching for an active study

There are two ways to search for a study.

1. You can type the Romeo number in the search bar
2. You can click on Applications: Post-Review

Pawered by Process Pathways | Product Info Welcome: ShelleyMacDonald | Home | WyProfie | Contactus | Logout
\/r‘;wa scotia mmta
Nﬁ health authority TWK Health Centre
Research
—
BACK TO HOME | search File No [QY <) APPLYNEW | News | UsefulLinks

= Withdrawn
Events: Drafts

Events: Requiring Attention

Events: Reviewer (In Pragress) ©

If you search using the Post Review button you will get a list of all your studies (active
and closed) and you will also see both the Human Ethics and Awards file for each
study. You can narrow down the search by clicking on the application type to filter out
the Awards files (click on application type and choose Human Ethics):

*You will only need the Human Ethics file to submit any event to ethics.

Reset Filters Export To Excel

4| gl [¥] [ | [v]
Reset Filters. Export To Excel
(4] R4 (4l Human Ethics ~ [¥]
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4. Where to find events

After you have found your study click on the events button:

il | & APPLYNEW | News | UsefulLinks

BACKTO HOME | search [Fieno
RessiFiters | [ ExporiToExcl
s

Make sure you

| Event Form Name ‘

~ Ethics Application Form (EAF) (Certification\Human

K| 4| id] |

Human Ethics -

Nova Scoti Health NON-INTERVENTIONALSTUDY - o0
e Workflow Status: Approval Decision Made

choose your event from the NS Health Research Ethics list of events

Description

WK Acknowledgement Request
WK Amendment Reguest

IWK Annual Renewal Request

IWK Major Study Viclation

WK SAE/SUSAR - for local
SAE/SUSAR Reporting

WK Safety Related Event Reporting
(External SAEs, Minor Protocol

D ions, PSUR, DSMB Safety
Alerts)

IWK Study Closure
Wi Study Personnel Change

*' NS Health Research Ethics ‘

Letters/notifications from the study team, sponsor, ete. that require an acknowledgement that the REB has received specific information. Examples would include: studies on placed hold, or
reactivated; studies closed to accrual/enrollment, status updates, etc,

This includes amendments ta research protocols, consent forms, supporting materials and preduct information

REB approval will expire on the last day of the specified approval period, normally effective for 1 year. To ensure continuing approval, an Annual Approval Reguest is required 4-6 weeks prior
to the expiry date. If approval expires all study activities must cease immediately, and the REB may close your file.

Major study violations are deviations from regulatory requirements or REB-approved documents, policies, and/or processes that impact data integrity, participant safety,
privacy/confidentiality or willingness to continue in the study. » Examples include: obtaining informed consent with an outdated or unapproved version of the consent: beginning study
procedures before consent was obtained: enrolling participants wha didn't meet eligibility criteria: omitting key protocol-required tests or procedures: medication errors, including
prescribing 2 contraindicated medication; using the wrong survey instrument; or using or releasing persenal information without the participant's consent. « CLINICAL TRIALS: Deviations that
DO MOT meet the criteria of a Majer Violation are to be submitted to the REB using the Minor Deviation Reporting Form as part of the Annual Renewal process, » Major study violations
must be reparted to the REB upon discovery.

Adverse event: Any untoward medical accurrence experienced by a research participant. SAE: Serious Adverse Event. SUSAR: Suspected Unexpected Serious Adverse Reaction. An adverse
event that is “serious’ and ‘unexpected’ and related or possibly related to participation in the research. Adverse events that do not meet all three of these criteria shauld nat be reported to
the REB

External SAEs, Minor Protocol Deviation, PSUR: Periedic Safety Update Reports, DSMB: Data & Safety Menitoring Board updates, sponsor issued Safety Alerts or other spensor provided
safety information.

If there are any unreported miner study deviations, please attach a completed report (see template)

Use this form to notify the REB of changes to your project team for this study.

Nova Scotia Health
Acknowledgement Request

Nova Scotia Health Amendment
Request

Nova Scotia Health Annual Renewal
Request

Nova Scotia Health Local Suspected
Unexpected Serious Adverse
Reaction (SUSAR)_ Reporting Form

Nova Scotia Health Major Study
Violation

Nova Scotia Health Change in
Principal/Supervising Investigator
PI/SI) form

Nova Scotia Health Change in Study
Personnel.

Nova Scotia Health Safety related
events reporting (PSUR DSME,
safety Alerts)

Nova Scotia Health Study Clasure

23JUL2023

Letters/notifications from the study team, sponsor, etc. that require an acknowledgement that the REB has received specific information. Examples would include: studies on hold, off hold;
studies closed to accrual/enroliment, etc.

This includes research pratocals, consent forms/addendums, research team contact pages, supporting materials, and product information

REB zpproval for this study will expire on the last day of the specified approval period. To ensure continuing review, submit an Annual Approval Request 2-4 weeks prior to this date, If
approval is not renewed on time, the Beard will close your file and you must cease all study activities immediately.

Adverse event: Any untoward medical occurrence experienced by a research participant, Suspected Unexpected Serious Adverse Reaction (SUSAR): An adverse event that is ‘sericus’ and
‘unexpected’ and related or possibly related to participation in the research. Adverse events that do not meet all three of these criteria are not SUSARs and should not be reported to the
REB.

Major study violations are deviations from applicable regulatory requirements or RE8 approved documents, plicies and/or processes that impact data integrity or participant safety,
privacy/confidentiality, or willingness to continue in the study.

Use this form to submit a change in PI/SI only (changes to team members are to be submitted using the ‘change in study personnel form.”
Use this form to natify the RES of changes to your project team for this study. New team members must already have 2 master profile before being added to the RES file

(Periodic Safety Update Reporting (PSUR), Data & Safety Menitoring Board (DSMB) updates, sponser issued safety alerts and/or sponsor provided safety information.
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5. Viewing study documents and correspondence

If you would like to review you study documents or see any emails that have been sent
through Romeo, enter your study by clicking the Latest Workflow button:

BACKTO HOME | search [Fileno - [ | & APPLYNEW | News | Usefullinks
ResetFilters | | ExportTo Excel
| Fieno Project Tite | Prncipal investgator | Appiication Type Stotus Snapshat
(kd} (hd} (R4 Human Ethics - [

Nova Scotia Health NON-INTERVENTIONAL STUDY -
Ethics Application Form (EAF) (Certification\Human
Ethics)

Events 1023810 Acute Total Hip Following Displaced Dr. Ross Leighton Orthopedic

Project Status: Closed
in the Elderly Surgeny)

Workflow Status: Approval Decision Made

This will open your study on the logs tab. To view the emails, click on the shared
communications button:

Close | [ Print | | Exporttoword | | Exportto PDF

View mode. Changes cannot be saved.

[ Prjectinfo | ProectTeaminfe | NovaScoia et NON-INTERVENTIONAL STUDY - Evics Applicaton orm (647 | Atachments | Approvas | Loge |

@© Applcation Workfiow Log O Appiication Log O Shared Communications

. TR I e v e
Project Start date has been changed from™QEO1O1/01" to
20172 ORS Review > Approval
207112118 project Status has been changed from Pending Dactive Decisionmada PP gmorson - Sffice of Research Senvices/Offce of
. Application Workflow State has been changed from ORS Review fesearch Ethice
to Approval Decision Made
2017/12/15  Project Work Flow State has been changed from Pending Infoby  Pending Info by ORS -> ORS  There have been no changes to the protocol or questionnare. Verson numbers and dates remain the same. The questionnaire has smply been Ross principal Investigstor
12:13 ORS to ORS Review Review attached as a separate electronic fie as requested. [Action: Re-Submit] Leighton P o
2017/12/15  Applcation Workfow State has been changed fiom ORSReview  ORSReview -> Pendinginfo Offce of Research Services/Office of
11:41 to Pending Info by ORS by ORS Jmomsen  Research Ethics
2017/12/15  Project Work Flow State has been changed from Pending Infoby  Pending Info by ORS -> ORS - )
= ORS 0 ORS Review Reviews . [Action: Re-Submit] Fohton  Prncpal Ivestigator
2017/12/13  Applcaton WWorkfow Stat has been changed fiom ORS Review  ORS Review -> Pending nfo - Office of Research Services/ffice of
08:22 to Pending Info by ORS by ORS Jmorson | Resgarch Echics
New Fie Submitted By Researcher
2017/11/17  project Work Flow State has been changd from Pre-Submission  Pré-Submission - ORS . [Acton: submit] Ross Principal Investigator
1128 £ ORS Reviow Revi Leighton

To view your attachments, click on the attachments tab and scroll to the bottom of the
page:

Close Print Export to Word Export to PDF

» mode. Changes cannot be saved.

[ Project Info T Project Team Info I Mova Scotia Health NOM-INTERVENTIOMAL STUDY - Ethics Application Form (EAF) Attachments

. Approvals

Please download the Researcher's Checklist template (below) and attach a completed copy with this ethics submission.

TIP: Uploading your documents in the order they appear on the checklist will help to ensure you don't miss any required materials.

Definitions:

Principal Investigator (Pl): The person responsible for the overall conduct of the study.
Superising Investigator: The person responsible for the conduct of the study at NS Health. Required for external Pls or Pls in training

Announcements
- May 2023 Request for Waiver of Consent updated
- NEW May 3, 2023: If you are submitting a Waiver of Consent, please also submit an approved (signed) Privacy Intake Form.
- April 2022: Privacy Intake Form updated.
- March 2022 Sl commitment form and Sl Letter of support are now one document under “Letter-support_commitment-Sl-dept2022-03-21_pdf
- Submission Forms and Templates (download and complete where applicable to your study)
NOTE: Updated ICF (links, format, contact information)

MNote: There is a new billing (invoice) template 2021 *required for industry sponsoredfindustry funded studies.

researchers-checklist-additional-documents-2017-02-17 .doc
letter-support-Collaborating-Partner-2021-03-01.pdf
RECQUIRED-Researcher-Checklist-Submission-Requirements-Mon-interventional-2022-04-20. pdf
eConsent Getting Started.pdf

letter-suppornt-Pl-dept-2021-03-01.pdf
abbreviated-cv-research-sample-template-2017-11-21.doc
radiological-review-application-2015-04-01.doc
addendum-informed-consent-2016-01-08.dac
access-personal-health-infarmation-consent-form 2016-09-12.doc
letter-support_committment-Sl-dept-2022-06-03.pdf

REB Privacy Intake Form_v. 3_08.17.2022 docx

Guideline for creating a comprehensive research protocol_2022-02-02.pdf
Advertisement_Template _July 2022 docx
consent-non-interventional-studies-2021-09-13.docx

Waiver of Consent_Final_05.23.2023 docx
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Files will show here, and you can click to open them.

23JUL2023

Doc / Agreement

study Closure/Termination
Approval Letter - REB Use Only
Certificate of Completion TCPS 2: CORE
Cansent Form - paper version
Consent Form - paper version
Consent Form - paper version
Current Lizense to Practice in NS
Curriculum Vitae (V)

Initial Letter -REB Use Only
Investigator Response/Revisions
Letter of Support

Research Protocal

Researcher's Checkist for Submission

Review Comments/Correspondence
Supporting Materials

Supporting Materials

Version Date
2018/12/10
2017/12/18
012/06/17
2017/11j08
017/12/14

M17/12/14

017/05/20

017/12/11

WUF/115

2017/04/05

2017/11/09

2015/06/18

2017/12/14

Vi

Description

Study dosed: Nov 16, 2018

PITCPS2

Censent VO

revised consent - dean
revised consent - changes high
PI License

Prscv

Ethics reply letter

LOS PTs Dept.

Protocal 1.1

checklst

Lead site ethics approval

Questionn:

Advertisement
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