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How To Submit Events in ROMEO 

Events can be submitted by any team member of the study. Depending on your role in the 

study, active studies will be found under ‘Applications (Submitted- Post Review)’ in either 

‘Role: Principal Investigator’ or ‘Role: Project Team Member’. 

1. NS Health Acknowledgment Request 

2. NS Health Amendment Request 

3. NS Health Annual Renewal Request 

4. NS Health Local Suspected Unexpected Adverse Reaction (SUSAR) 

5. NS Health Major Study Violation  

6. NS Health Change in Principal/Supervising Investigator (PI/SI) 

7. NS Health Change in Personnel 

8. NS Health Safety Related Events reporting 

9. NS Health Study Closure 
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1. NS Health Acknowledgment Request 

 

Letters/notifications that require an acknowledgement from the REB (do not use this to 

make changes to a study)   

Examples: studies on hold, off hold; studies closed to accrual/enrollment; Dear 

Investigator Letters from sponsor, etc. 

 

 

 

 

 

 

  

2. Click on 

this tab 

3. Fill out form 

4. Click here to 

add attachments 

5. Click submit 

1. Enter description of 

event here… 
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2. NS Health Amendment Request (Protocols, Consents, Supporting Materials and 

Product information) 

 

3.  Fill out form and add attachments.   

Common Mistakes: 

 

 

Please make sure to summarize your changes in the appropriate spots: 

1.2- Protocol changes 

1.6- Consent changes 

1.14- Supporting document changes 

**IMPORTANT** 

• Submit documents with all changes highlighted.  

• You do not need to submit a highlighted version and a clean version. 

• Tracked changes will not be accepted for any document other than the following 

exception:  

o Tracked changes will only be accepted for a Sponsor provided Protocol, 

Investigator Brochure or Product Monograph with a Summary of Changes 

included.  

 

If your amendment has been returned by the Research Ethics Office and changes have been 

requested to a document: 

• Remove the document and replace with a corrected document 

• Make sure to update the amendment form to account for changes 

1. Optional: Enter brief 

description of event here… 

2. Click on 

this tab 

Unless a protocol has already 

been implemented to prevent 

harm coming to participants, 

click “no” or “NA” 
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• Click the re-submit button
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3. NS Health Annual Renewal Request (Submit 2-4 weeks prior to your study expiry 

date) 

 

 

3.  Fill out form and add attachments (Make sure to fill out all appropriate tabs)  

 

 

 

 

Common Mistakes: 

Questions 1.4 and 1.5- the most common mistake is to put the same number for these two 

questions.  1.4 asks for the number completed while 1.5 asks how many are still 

participating.   

 

 

Question 1.7- Make sure the numbers from 1.2-1.6 add up to 1.7  

1. Optional: Enter brief 

description of event here… 
2. Click on 

this tab 

All Studies 

complete this tab 

Fill out the 

appropriate tab 

for your study 

Complete if 

you have 

minor 

deviations 
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Interventional Studies: 

• Complete Tab 1 

• Complete Tab 2  

• Leave Tab 3 blank 

• Complete Tab 4 if necessary 

 

Non-Interventional Studies (including Chart Reviews and Secondary use of Data): 

• Complete Tab 1 

o 0 or N/A is an acceptable response (i.e., no participants signed consent if you 

have a waiver of consent) 

• Leave Tab 2 blank 

• Complete Tab 3  

• Complete Tab 4 if necessary 

 

  

Ensure this number is the 

most recent number based on 

either your original target or 

an amended target 
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4. NS Health Local Suspected Unexpected Adverse Reaction (SUSAR) 

Adverse events must meet 3 criteria to be reported to the REB: 

• It must be serious 

• It must be unexpected 

• It must be related or possibly related to participation in the research 

 

 

3.  Fill out form and add attachments as necessary.   

 

  

  

 

 

  

1. Optional: Enter brief 

description of event here… 2. Click on 

this tab 

Complete this tab 

for the initial report 

If a follow up report 

is required ensure 

you fill out this tab 
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5. NS Health Major Study Violation 

Deviations from applicable regulatory requirements or REB approved documents, policies 

and/or processes that impact data integrity or participant safety, privacy/confidentiality, 

or willingness to continue in the study.  

 

3.  Fill out form and add attachments as necessary.   

**Important** 

 

 

 

 

 

  

2. Click on 

this tab 

1. Optional: Enter brief 

description of event here… 

If you choose either “participant safety” 

or “participant privacy/confidentiality” 

the event must be reported in the Safety 

Improvement & Management System 

(SIMS): 

Login (nshealth.ca) 

 

https://sims.nshealth.ca/RL6_Prod/Homecenter/Client/Login.aspx
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6. NS Health Change in Principal/Supervising Investigator (PI/SI) 

 

3.  Fill out form and add attachments 

**Important** 

• The new PI/SI must have an active & up to date ROMEO master profile before being 

added to the REB file.  

• If they do not already have a ROMEO profile, please complete the ROMEO New User 

Profile form 2023 form.  

• 5 documents are required from the incoming PI/SI: 

o Attestation form 

o TCPS2 

o CV 

o Letter of Support 

o Copy of medical license (for Interventional trials) 

 

  

2. Click on 

this tab 

1. Optional: Enter brief 

description of event here… 

Required attachments 

can be found on this 

tab 

https://nsha-iwk.researchservicesoffice.com/Logo/ROMEO%20New%20User%20Profile%20form%202023.pdf
https://nsha-iwk.researchservicesoffice.com/Logo/ROMEO%20New%20User%20Profile%20form%202023.pdf
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7. NS Health Change in Personnel (add or remove project team members) 

 

3.  Fill out form  

**Important** 

• The new team member must have an active & up to date ROMEO master profile before 

being added to the REB file.  

• If they do not already have a ROMEO profile, please complete the ROMEO New User 

Profile form 2023 form.  

 

 

  

2. Click on 

this tab 

1. Optional: Enter brief 

description of event here… 

https://nsha-iwk.researchservicesoffice.com/Logo/ROMEO%20New%20User%20Profile%20form%202023.pdf
https://nsha-iwk.researchservicesoffice.com/Logo/ROMEO%20New%20User%20Profile%20form%202023.pdf
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8. NS Health Safety Related Events reporting  

Periodic Safety Update Reporting (PSUR), Data & Safety Monitoring Board (DSMB) updates, 

sponsor issued safety alerts and/or sponsor provided safety information 

 

3.  Fill out form and add attachments 

 

 

  

2. Click on 

this tab 

1. Optional: Enter brief 

description of event here… 
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9. NS Health Study Closure 

 

 

If your study is closing prematurely complete Tab 1, otherwise, leave it blank: 

 

 

If your study has terminated prematurely but the study has not yet closed, fill out this tab 

leaving the rest of the form blank. 

Once the study closes complete another study closure form. 

If your study has terminated prematurely and the study has closed, fill out all appropriate 

tabs. 

All studies must complete Tab 2: 

 

 

Interventional studies must complete Tab 3     Non-Interventional studies must complete Tab 4:  

 

  

2. Click on 

this tab 

1. Optional: Enter brief 

description of event here… 

Complete as 

required 


