Amendments in GEMS

Please note: If the Ethics (HRE) for the project is in GEMS and the amendment requires HREC approval, please ensure
you submit your amendment within the HRE (not the SSA). Once this is approved by the relevant Ethics committee,
this amendment will then automatically flow through to all authorised SSAs in the project.

Please see instructions below for

1. Amendments (when there is no HRE in GEMS) — Page 2
2. Amendments to the HREC (when there is HRE in GEMS) — Page 5



Site Amendments (when there is no HRE in GEMS)

1. Inyour GEM project, click on the SSA you are submitting the amendment to

arch GEMS @ Inform:

jon

Project > 2021/GEMO0763 - Test NMA 1 - AG
Aoplications  Details
Details relating to your research 2pplication can be found on this page.
Clickon the Application Identifier to begin or continue your apalication, or toview 2 copy af your submitted zpplicztionwithin the browser window.
Click anywhere else on the application row toexpand the options available for managing your research application
- Application information - pre approval informatian

- Projict Infarmation- post approval information

Oncethe status of an Ethics (HRE) or Governance (55A) appli

rised, various dments may need to be raised to support your application.

For furtherinformation on other functions, such as adding newsites or sharing your application, please refer to the Research GEMS User Guides.

Nenwsites can only be sdded if the Ethics application has not been approved and s in the In Progress status.

ite

7 Export CSV

& Column choaser

Hierarchy

2021/GEMD0763
Test NMA 1-AG

IDENTIFIER

TestNMA 1-AG 100 ® Authorised
2021/55A00951 Test NMA 1- AG - Modbury Hospitzl 100 ®InProgress
2020/55A00952 Test NMA 1- AG - Northern Community Mental.. 100 ®InProgress

2. Inthe SSA, click on ‘Forms’

arch GEMS
GEMS

=22021/55A00950
TestNMAL-AG

E=S0021/5SA00951
TestNMA 1 AG - Mod.

EE2021/55A00952
TestNMA 1- AG - Nort

G 2021/55400
i

Project » 2021/GEMOOTES - Test MIMA 1- AG > 2021/55A00950 - Test NMA 1 - AG

Applications  Details| Milestones

Ifyou need to submit 2n Amendment, select the Forms tzb above.

Ifyou need to submit 2 Milestane, select the Milestones tab zbove,

Parent project Shared with
2020/GEMO0763 1‘
Projer er

2021/55A00950 @ Authorised

Organisation
Lyell McEwin Hospital

Revision milestanas Overdus milestonzs

Q o
Contacts
FULL NAME ORGANISATION EMAIL IDENTIFIER
! Garrett, Amy Coordinating Principal Investigator 2021/GEMO0TES

3. Click the ‘“+New Form’ button

Research GEMS @ Information ] Projects

RELATIONSHIP

1

Hierarchy  History

23/02/2022
10/01/2022
14/12/2021
14/12/2021

14/12/2021

Export CSV

o - e e

Project form created
Project form created
Project form submitted
Project form created

Project form submitted

Seemare...

GEMS

Project » 2021/GEMOOT7E3 - Test MMA 1-AG » 2021/55400930 - Test MMA 1- AG

Applications  Details  Forms Milestones

Project forms details are on this page

[ Export €SV

STATUS OWNER
i 032916 - Site Amendment Approved Amy Garrett
i 032982 - Site Amendment ®In Progress Amy Garrett

\TED) DATE
14/12/2021

10/01/2022

MODIFIED DATE
14/12/2021

10/01/2022

UBMITTED DATE

14/12/2021




4. Select the ‘Amendment Type’

Is the study type correct? @

Yes: disregard message and progress Mo: please contact the research office and request the study type classification be changed. Click on the helptext icon above for a list of study types and definitions.
Seeing this message will not stop the submission of this form, however forms submitted with incorrect study types may delay the review of the form.

Site Details (which this form was created)
Principal Investigator

amy.garretti@sa.gov.au

Site Name

Lyell McEwin Hospital

Site Reference
2022EST0950

Select Amendment Type *
The types of 2mendment that can be submitted to the RGO are:

General smendment

Pl change natification
* Extensic REC approval notification

Cha imvestigators or site administration contacts
tocontracts

Show Detailed Description of Amendment Types

General

5. Fillin all sections of the form, ensuring to upload any relevant Ethics approvals in the ‘Ethics Approved
Document Upload’ section

Research GEMS @ Information &

GEMS

Form » Site Amendment

Project Details and Site General Site Amendment

Amendment Type
v | McEwin Hospital

Dioes the amendment require changes to contracts? ™
Contract amendments may be required, for example, when there are changes to the study visits (imvestigations/ frequency). or when any

‘ General Site Amendment

Dedlaration

 the sponsor details are chang dress, invoicing information)

Yes Ne

Dioes the amendment require changes to study budgets?*
(address, invoicing information).

Budget amendments may be required, for example, when there are changes to the study visits (investigations/frequency), or when any of the sponsor details are ch

Yes Ne

Summary of Site Implications.

Site Specific Document Upload
Click 'Add Row' button below to upload files

General Amendment



6. Once you have all green ticks, the Site Pl will be able to ‘Submit’

26

rchGEMS @ Information &

Res
GEMS

Form > Site Amendment

Project Details and Site
Amendment Type

Declaration

€ Previous
General Site Amendme
declare that
Ethics Approved Docurhe
Upload

= 12mthe CPU/PI of this study.
» Theinformation provided is true and accurate

Declaration Clicking the SUBMIT button below will submit your completed Site Amendment form to the Research Office for consideration.

If you are not the Pl and therefore do not have the Submit button, ensure to ‘Save’ the form

ResearchGEMS @ Information & Projects 40 0
GEMS

Form > Site Amendment

Project Details and Site [~] Declaration

Amendment Type
General Site Amendment (&
| declare that:
Ethics Approved Document & « I amthe CPI/PI of this study.
Upload « Theinformation provided is true 2nd accurate.

Clicking the SUBMIT button below will submit your completed Site Amendment form ta the Research Office for consideration

7. If you saved the form, the Site Amendment will have a status of ‘In Progress’. You will need to contact the PI

to log in and Submit

Research GEMS @ Information [ Projects A0 O
GEMS

Project > 2021/GEMO0763 - Test NMA 1 - AG » 2021/55A00950 - Test NMA 1- AG

Applications Details Forms Milestones

Project forms details are on this page

[# Export CSV Q

'CREATED DATE | MODIFIED DATE SUBMITTED DATE

Amiy Garrett 19/04/2022 19/04/2022

1033483 - Site Amendment

Once the Pl has submitted the form, the Amendment will show a status of ‘Submitted’

Research GEMS @ Informstion G Projects
GEMS

Project » 2021/GEMO07E3S - Test MMA 1- AG » 2021/55A00950 - Test NMA 1 - AG

Applications Details Forms Milestones
Project forms details are on this page.

[ Export CsV Q

1 MODIFIED DATE SUBMITTED DATE

H 033453 - Site Amendment W Ay Garrett 19/04/2022 19/04/2022 19/04/2022




Amendments that require Ethics approval (HRE exists in GEMS)

1. Inthe GEM Project, click on the HRE project

Herardry  iasary

o B [HBE) v Capverrimue (S54] ieudication s Aurenmord Bathor e, variss Avmgrebmeris iy e b b e o oo

42 Sharivng ine Bpleation, peict refer 10 e B S DEME Ui Cuides

Aty 0895 - The Cponen Eliziseth Hosgind 1 s Progen

ArsyGath

2. Gotothe ‘Forms’ tab

Appicationd IKI;IGH;MHH Wararchy  Wilhory

100 need o b an Amendmen select the Forma ta sbove

kit s Mistinn. seledt T Milestonss b e

s BTN 8

3. Click new form button and select the type of amendment




4. Fillin the form

Research GEMS

GEMS

@ Information G Proj

Form > MNotification of an amendment to a research study

Project Details and

Amendment Type

General Amendment

Document upload

Coordinating Principal
Investigator Declaration

Project Details and Amendment Type

This form is used for submitting amendments to the HREC. If a site level anly amendment is required - please refer ta your local research office for guidance

fications or correspondence for generzl noting/acknowledgement. 1t will be rejected and unsubmitted. For guidance please see the guick reference zui

Do not use this form to submit safety no

This farm supports multiple amendment types within 2 “Type" e g multiple General amendments OR multiple Site additions.
This form does not currently allow for multiple amendment "Types” to be submitted at 2 time. If you wish to submit 2 General amendment AND zn Addition of site two amendment forms will need to be submitted.

Have you seen the quick reference guide for completing and submitting an Ethics amendment?

What is an amendment?

Amendments are changes, or modifications to a research study. HREC approval is required before the project team may introduce 2ny amendment to a previously 2pproved research project which arelikely to affect to 2 significant degree:

The rights, safety and welfare of the participants of the research;

The scientific value of the research

The conduct or management of the research

The menitaring requirements, ar;

The quality or safety of any investigational medicinal product/device used inthe research

Project Details

Project Title

Test Case NALHN AG

Ethics application ne. Lead HREC

2021/HRE0O412 Central Adelaide Local Health Network HREC

5. Check there are green ticks on all the sections. If you are the CPI, you can click the ‘Submit’ button

If you are not CPI, use the ‘Save’ button to save the form

GEMS

Form > Notification of an amendment to aresearch study

Project Details and
Amendment Type

General Amendment

Document upload

Coordinating Principal Investigator Declaration

| declare that
- lamthe CPI of this study.
- Theinformation provided is true and accurate.

ian form to the HREC for consideration.

submit your completed Amendment Notifi

g the SUBMIT button below wi




6. If you click save as above, the Form will have a status of ‘In Progress’, and the CPI will need to log in and
press submit

Apcicstions.  Detais  Forms  Milesiones

Prsiect Forny delaily aec om s pape:

 Expot CF a

FUSMITTED DATE

Once the form is submitted, the status will be updated to submitted

Appbcatios  Detsls  Forms  Milestones

Pipat farers delt s o I3 D

CREATEDYDATE MOCEIED DATE

| (023887  NoHheston f a0 menitrerd 13 researeh sashy w [— P 2smenom 2e0a022



	Site Amendments (when there is no HRE in GEMS)
	Amendments that require Ethics approval (HRE exists in GEMS)

