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1. Purpose

The purpose of this guide is to assist Executive Officers (EO) and Research Governance Officers (RGO) in
processing applications migrated to Research GEMS.

This guide covers:

Processing in-flight ethics applications
Processing in-flight site applications
Addition of new sites through an ‘administrative amendment’

el

Processing post-approval monitoring

The Research GEMS training manual is referenced throughout this guide.

2. Background

Applications migrated to Research GEMS do not contain the same information as an application that is
submitted in GEMS, therefore some extra steps are required in their processing.

All migrated applications and projects contain the ‘Migrated’ tag. These tags will be displayed on various
screens to let the user know they are working with a record migrated from the old system.

2020/SSA00907 - A Phase 3, Multice

20-252-Tee - 20-252-Tee

2020/GEMOIMS

Greater than low risk review pathwdy

Figure 1: Migrated tag attached to migrated project

For migrated applications, special attention is required when:

e creating reviews for an application

e adding the application to a meeting

e recording decisions

e editing emails that will be sent to the researcher
e checking the project post approval/authorisation
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3. Processing in-flight Ethics applications

3.1 Checking the CPI

Before processing an in-flight application, the Executive Officer will need to ensure that a CPl is
recorded against the application. If a CPl is not recorded against the application, it will not process
correctly and the Ethics project will not be created. To check whether a CPI exists for an in-flight
application, open the application in the Application Viewer, go to the Summary screen and look for a
name against the ‘Coordinating Principal Investigator’.

0 Applicationtiewer - Inemal Port X |

<« C (0 @ gemssal ! ax @ O ;:

B Apps 50 Welcome -GEMS 50 OmniStar Wiki @ Welcome to Chrome B3 F1 SharePoint - SA..  [] A Health Project.. P Research GEMS Lau.. €J FiDeOps @ NewTab & ApplicationViewer -.. (3 SA MET & Office fo. »
a n2mag
E00972 - Evidence and prescribing practices of geriatrics and psy... Information provided

Ethics

Summary Application All activities
ists in relation 0 s

Organisations Tl \
No data found.

Related applications

Additional fields
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Figure 1: Application Contacts

Please contact the Research GEMS team if the application you are processing is missing a ‘Coordinating
Principal Investigator’.

3.2 Reviewing Eligibility

In-flight applications without a recorded eligibility date will be required to undergo an eligibility check
before proceeding to a review and decision. To check if an eligibility date has been recorded against an
in-flight application, select ‘Status’ and check for a status of ‘Eligible’ (see Figure 2).
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Figure 2: Application Eligibility

If an Eligible status does not exist, complete the Eligibility check as per section 2.2 of the training
manual.

If the CPI has already been notified that their application is eligible, you can skip sending the eligibility
email from GEMS by toggling off the ‘Send Email’ option on step 5 of the eligibility check.

Eligibility assessment - 2020/55A02265

1. Eligibility review - Criterion1 2. Review 3. Eligibili Email

Eligibility r

Send email

Figure 3: Eligibility check email

3.3 Uploading application documentation

The migration of applications did not bring across supporting documents. Before processing an in-flight
application, the application documents need to be manually uploaded. The upload is performed on the
Application Viewer Related Documents screen. To access the screen, display the application in the
Application Viewer and select Related Documents in the left menu (see Figure 4)
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Figure 4: Application related documents

To add documents to an application:

Select the Edit icon in the top right. Then click on the ‘+ Add document’ button
Either drag the files into the ‘Click or drop your files here’ area or click to the select files
After files have been uploaded, the document type needs to be selected
Select the appropriate document type from the drop down list for each file then click the Save
button
5. Ensure the documents are shared with the related sites (in related projects/applications) and
the research project team (in Research GEMS) if appropriate. Note that some files (such as
briefings) should not be shared. Ensure the files are shared as necessary.
Check whether the file is shared by hovering over the first two icons next to the file.
» 2+ z 1
Figure 5: File sharing icons
6. If the sharing is incorrect, click on the icon to change the setting

el A

3.4 Creating an application review

The Executive Officer should check that the required supporting documents are available to HREC
members when adding migrated applications to a review. If any documents are missing, they can be
added using the instructions in the preceding section.

Reviews can be created as per the process described in section 2.3 in the training guide.

3.5 Add application to a future meeting

The Executive Officer should check that the required supporting documents are available to HREC
members when adding migrated applications to a meeting. If any documents are missing, they can be
added using the instructions in the preceding section.

Meetings can be created as per the process described in section 2.4 of the training guide.
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3.6 Adding an application to a previous meeting

In order to record the outcome of an in-flight application that has been to a meeting since the data
migration sheets were provided, the Executive Officer will need to create a meeting in GEMS. Meetings
can be created as per the process described in section 2.4 of the training guide. When creating the
meeting, use the correct submission closing date and meeting dates, as they are utilised in the metrics
reporting.

Care should be taken when adding members to a meeting as they will be notified of the meeting. For

III

this reason, it is suggested to create a “shell” meeting, by excluding members from the meeting and

adding applications only.

3.7 Recording an application decision
After adding the application to a meeting, the Executive Officer will need to record the decision
outcome as per section 2.5.3 in the training guide

Note — the decision type ‘Decision pending further information’ is unable to be used for migrated in-
flight applications. If further information is required, it should be sought via email and uploaded to the
application in the ‘Related Documents’ section. In this case the status of the application should also be
updated to ‘Information Requested’ to stop the clock. Once the information has been provided by the
researcher the status can then be updated to ‘Information Provided’ to start the clock again.

3.8 Sending an application decision notification
If the CPI has not been informed of the application decision, you can send the decision email as per
section 2.5.5 of the training guide whilst noting the following information.

Research GEMS presents users with email templates appropriate to the decision being made. These
emails may contain links to applications and may request the researcher to update applications and add
or amend supporting documents.

Before sending the emails, the Executive Officer should review the email as follows:

e If the email contains links to access application documentation, that all documentation has
been uploaded

e Check and update application decision date and expiry date

e Check for and update broken tokens which will appear in curly brackets, as the required data
may not be available for the in-flight application

If the CPI has already been notified of the application decision, you can skip sending the decision email
from GEMS by replacing the CPI email address with your own email address in the To: field (see Figure
6). Ensure the original decision email or letter has been uploaded to ‘Related documents’ if this is the
case.
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Decision notification email

From * no reply gems@fisolutions.com.au

Figure 6: Eligibility check email

3.9 Updating the application and project approval date and expiry date

The application and project approval and expiry date may need to be updated for applications processed
in GEMS. After recording the decision, check the ‘Summary’ page on the application AND project to
ensure the approval and expiry date are correct.
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< ¢ a heath 0 ax @ 0 :
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Figure 7: Approved application summary
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Figure 8: Approved project summary
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If the approval or expiry dates are incorrect, update them on both the application and ethics project:

On the application, click on the ‘Edit’ icon on the right hand side

Edit the approval and expiry date fields and click Save

On the project, click on the ‘Edit’ icon on the right hand side

Click on the ‘Change project start date’ button

Set the approval date and click Save

If required, edit the expiry date then click the Save icon on the right hand side

ok wnN P

3.10 Checking the project
After processing the application decision, the Executive Officer should check the project as per section
2.5.6 in the training guide.

4. Processing in-flight Site applications

4.1 Checking the CPl and PI

Before processing an in-flight application, the Research Governance Officer will need to ensure that a

CPl and PI are recorded against the application. If a CPI or Pl is not recorded against the application, it
will not process correctly and the Site project will not be created. To check whether a CPI and PI exists
for an in-flight application, open the application in the Application Viewer, go to the Summary screen

and look for a name against the ‘Owner’ (Pl) and ‘Coordinating Principal Investigator’.

u/O Qax @ 6 :

i Apps @ Welcome-GEMS +@ OmniStarWiki @ Welcome to Chrome ’ F1 SharePaint - SA... Ej SA Health Project... PP Research GEMS Lau... G FiDevOps @ NewTab »@ ApplicationViewer -u. ° SA MET & Office fo... »
n2mag

Authorised
Site

Summary Application All activities

Organisations

CHEAPPEEATOCEH NS E [}

Figure 9: Application Contacts

Please contact the Research GEMS team if the application you are processing is missing a ‘Owner’ (Pl)
and/or ‘Coordinating Principal Investigator’.
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4.2 Reviewing Eligibility

In-flight applications that do not have a recorded eligibility date will be required to undergo an eligibility
check before proceeding to a review and decision. To check if an eligibility date has been recorded
against an in-flight application, select Status and check for a Status of ‘Eligible’.

50 ApplicationViewer - Internal Port X 4=

< C Y @ gemssal o a % @ 6 :

i Apps 5© Welcame -GEMS o OmniStarWiki @ Welcometo Chrome  EBb F1 SharePoint - SA..  [{] SAHealth Project., P Research GEMS Lau., @) FIDeOps @ NewTeb >0 ApplicationViewer . B SA MET & Office fou, »

a Lomalg

2020/SSA01677 - Improving clinically orientated reproductive anatomy lea... Information Requested

R/20/54C,

Departments
Eligibiity
Groups
History

Meetings

Registries

Related documents

kems perpage[0 7]
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Figure 10: Application Eligibility

If an Eligible status does not exist, complete the Eligibility check as per section 4.2 of the training
manual.

If the Pl has been notified that their application is eligible, you can skip sending the eligibility email from
GEMS by toggling off the ‘Send Email’ option on step 5 of the eligibility check.

Eligibility assessment - 2020/55A02265

1. Eligibility review - Criterion1 2. Review » 3. Eligibility review - Email

Eligibility review - Email

Send email [. No

Figure 11: Eligibility check email

4.3 Uploading application documentation

The migration of applications did not bring across supporting documents. Before processing an in-flight
application, the application documents need to be manually uploaded. The upload is performed on the
Application Viewer Related Documents screen (see Figure 12). To access the screen, display the
application in the Application Viewer and select Related Documents in the left menu.

If the related ethics application exists in GEMS, the Executive Officer should upload the application
documents. If this has not occurred, please liaise with the appropriate Research Office to have them
added. If the ethics application has been approved by an interstate NMA HREC, the Research
Governance Officer will need to upload the application and any other related documents.
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Figure 12: Application related documents

To add documents to an application:

Select the Edit icon in the top right. Then click on the ‘+ Add document’ button
Either drag the files into the ‘Click or drop your files here’ area or click to the select files
After files have been uploaded, the document type needs to be selected
Select the appropriate document type from the drop down list for each file then click the Save
button
5. Ensure the documents are shared with the related sites (in related projects/applications) and
the research project team (in Research GEMS) if appropriate. Note that some files (such as
briefings) should not be shared. Ensure the files are shared as necessary
Check whether the file is shared by hovering over the first two icons next to the file.
@ 9 & @ n
Figure 13: File sharing icons
6. If the sharing is incorrect, click on the icon to change the setting

PwnN e

4.4 Recording an application decision

Before a RGO decision can be made the associated Ethics application needs to have an outcome of
‘Approved’ or ‘Approved with conditions’. If the associated ethics application does not exist in GEMS,
the ethics decision letter will need to be uploaded to the ‘Related Documents’ section with the
document type ‘Ethics application decision notification’ before a RGO decision can be created.

To record a decision against a governance application, the Research Governance Officer will need to
manually create the ‘RGO Decision’ against the application (see Figure 14). To add the RGO decision:

1. Display the application in the Application Viewer and select Decisions the left menu
2. Click the Edit icon on the right hand side
3. Click ‘Add Decisions’

Government
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4. Set the due date of the decision
5. Select the decision type as ‘Recommendation by RGO’
6. Select the user performing the decision and click Save

o ApplicationViewer - IntemalPor X
< cn a health.sa.gov.au/O i ax @ 0:

i Apps o0 Welcome-GEMS 50 OmniStsrWiki @ Welcome to Chrome @b F1 Sharefoint-SA..  [1] SAHesith Project.. I Resesrch GEMS Lsu.. @) F1D=Ops @ NewTsb 50 ApplicationViewer~.. [ SAMET & Office fo.

a Loy

atway

Clinical Trial - First Patient Enro.

Comments

Contacts
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Figure 14: Application decision

The decision can be processed as described in section 4.3 of the training guide.

Note — the decision type ‘Decision pending further information’ is unable to be used for migrated in-
flight applications. If further information is required, it should be sought via email and uploaded to the
application in the ‘Related Documents’ section. In this case, the status of the application should also be
updated to ‘Information Requested’ to stop the clock. Once the information has been provided by the
researcher the status can then be updated to ‘Information Provided’ to start the clock again.

Once the RGO decision has been recorded, a ‘CE/Delegate decision’ is created. If the CE decision has
already been made it can be recorded in Research GEMS by overriding the decision, which ensures the
CE is not notified. This can be done by:

Click the documents icon next to the ‘CE/Delegate decision’

Drag the approved briefing into the ‘Click of drop your file here’ area
Select the type ‘RGO brief’ and click Save

Close the documents area

Click the edit icon next to the ‘CE/Delegate decision’

Click on the toggle next to ‘Override outcome’ changing it to ‘Yes’
Select the outcome from the drop down list

O Nk wN e

Add detail regarding the decision in the comments section and click Save

If the decision is not retrospective, the CE decision can be processed as per section 4.3.1.2 of the
training guide.
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CALHN governance application only
An additional step is created for a ‘Recommendation by the RM’ before the ‘CE/Delegate decision’. This
can be processed as per section 4.3.1.3 of the training guide, or processed in the same way as described
above for retrospective CE decisions.

4.5 Sending an application decision notification
If the PI has not been informed of the application decision, you can send the decision email as per
section 4.4 of the training guide whilst noting the following information.

Research GEMS presents users with email templates appropriate to the decision being made. These
emails may contain links to applications and may request the researcher to update applications and add
or amend supporting documents.

Before sending the emails, the Research Governance Officer should review the email as follows:

e If the email contains links to access application documentation, that all documentation has
been uploaded

e Check and update application decision date and expiry date

e Check for and update broken tokens which will appear in curly brackets, as the required data
may not be available for the in-flight application

If the PI has already been notified of the application decision, you can skip sending the decision email
from GEMS by replacing the Pl email address with your own email address in the To: field. Ensure the
original decision email or letter has been uploaded to ‘Related documents’ if this is the case.

Decision notification email

From * no_reply_gems@fisolutions com.au

Figure 15: Eligibility check email

4.6 Updating the application and project approval date and expiry date

The application and project approval and expiry date may need to be updated for applications processed
in GEMS. After recording the decision, check the ‘Summary’ page on the application AND project to
ensure the approval and expiry date are correct (see Figure 16 and Figure 17).
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Figure 16: Authorised application summary
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Figure 17: Authorised project summary

If the approval or expiry dates are blank or incorrect, update them on both the application and site
project:

On the application, click on the ‘Edit’ icon on the right hand side

Edit the approval and expiry date fields and click Save

On the project, click on the ‘Edit’ icon on the right hand side

Click on the ‘Change project start date’ button

Set the approval date and click Save

If required, edit the expiry date then click the Save icon on the right hand side

ok wNPRE
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4.7 Checking the project
After processing the application decision, the Research Governance Officer should check the project as
per section 4.4.1 in the training guide.

If the study requires a ‘Certificate of Currency’ milestone, check the project to ensure it has been added.

5. Addition of new sites through an ‘administrative amendment’

There may be cases where an ethics application was migrated to Research GEMS, however the
associated governance application was not received prior to the migration cut-off date. In these
circumstances, an ‘administrative amendment’ will be required in order to create the site application in
Research GEMS. It is important to note that this process should only be used if the associated site was
listed on the Ethics application and approved by the HREC. If the associate site was not listed on the
Ethics application, the standard amendment process should be followed.

To submit an administrative amendment ask the Researcher to submit an ethics amendment form to
add a new site. The Research Governance Officer should communicate with the HREC Executive Officer
informing them that an ‘administrative amendment’ will be submitted.

After ensuring that the site was included in the ethics approval, the Executive Officer can proceed with
an ‘administrative amendment’ by process the amendment through a decision as per section 3.2.4 of
the training guide, noting in the decision comment that the site was included in the prior ethics
approval.

6. Post Approval Monitoring

6.1 Checking the project contacts

Before processing post approval monitoring, the Executive Officer will need to ensure that a CPI has
been recorded against the ethics project. Similarly the Research Governance Officer will need to ensure
that a CPl and Pl has been recorded against the site project.

If a CPl or Pl is not recorded against the project the post approval monitoring notifications will not be
sent to the required recipients. To check whether a CPl and PI exists, open the application in the
Application Viewer, go to the project, then to the Summary screen and look for a name against the
‘Coordinating Principal Investigator’ for an ethics project, and the ‘Owner’ (PI) and ‘Coordinating
Principal Investigator’ for a site project (see Figure 18).

Please contact the Research GEMS team if the application you are processing is missing a ‘Owner’ (Pl)
and/or ‘Coordinating Principal Investigator’.
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Figure 18: Application Contacts

6.2 Uploading application documentation

The migration of applications did not bring across supporting documents. Before processing any post
approval monitoring for migrated applications, the application documents need to be manually
uploaded. The upload is performed on the Application Viewer Related Documents screen. To access the
screen, display the application in the Application Viewer and select Related Documents in the left menu.
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Figure 19: Application related documents

To add documents to an application:

7. Select the Edit icon in the top right. Then click on the ‘+ Add document’ button
8. Either drag the files into the ‘Click or drop your files here’ area or click to the select files
9. After files have been uploaded, the document type needs to be selected
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10. Select the appropriate document type from the drop down list for each file then click the Save
button

11. Ensure the documents are shared with the related sites (in related projects/applications) and
the research project team (in Research GEMS) if appropriate. Note that some files (such as
briefings) should not be shared. Ensure the files are shared as necessary
Check whether the file is shared by hovering over the first two icons next to the file.

» o2 ez K

Figure 20: File sharing icons

12. If the sharing is incorrect, click on the icon to change the setting

6.3 Processing post-approval monitoring
Post approval monitoring that has been submitted in GEMS for a migrated application should be
processed as per the training guide.

6.4 Processing progress reports
Progress reports for migrated applications should be processed as per section 3.1 of the training guide.

One annual progress report was created for a migrated study. If the HREC approval is for longer than
one year, additional milestones will need to be created.

After processing the progress report for a migrated study, check the project to ensure all required
progress reports exist, and create any additional milestones as per section 2.5.6 of the training guide.

6.5 Sending an application decision notification

Research GEMS presents users with email templates appropriate to the decision being made. These
emails may contain links to applications and may request the researcher update applications and add or
amend supporting documents.

Before sending the emails, the Executive Officer/Research Governance Officer should review the email
as follows:

e If the email contains links to access application documentation, that all documentation has
been uploaded

e Check for and update broken tokens which will appear in curly brackets, as the required data
may not be available for the in-flight application
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