Health and
Disability Ethics
. Committees

ethics rm
User Manual

Version 3.0

22222222




| would like to...

1. Create an account in Ethics RIM ......coui ittt 4
2. Log in to my Ethics RM account, and manage my account details or recover my account ....... 6
3. Create, Edit OF Delete CONTACES.....coiiiieeieieee et 7
4. Create @ NEW PrOJECT. ... ittt ettt ettt e e e s st e e e e e s s s s s aabtaeeeeeesessannrseaeeesssnnan 10
5. (0o T a0 ] o L=N d I i TR o o s o OSSP 16
6. (01 T<Yol @ o T o @] 0 oY o1 1] (< g T=TY RPN 19
7. Requesting a Signature and signing @ fOrm ........cccoiiiiiiiiii e 21
8. SUDMIT @ FOMM Lottt ettt e st e e s be e e s be e e s abeesabeesneeesaneennns 26
9. Frequently asked questions about SUDMISSIONS .......eeeeiiiiieiiiiiiieeee e eeccrrre e e e e eianns 28
10. Allocate Roles/set up permissions and set up email notifications for a project .........cc........... 29
11. Transfer @ Project t0 aNOthEr USEI.........ooi i iiiii et e 30
12. Follow the progress of my submission and view letters from HDECs/SCOTT .......cccceeeeuveenen. 33
13. Recall an application submitted for HDEC reVIEW .......ccueeeivciiieiiciiee et eeveee e e 35
14. DUPIIiCate OF DEIEte @ PrOJECT ...ccii i iiiii ittt ettt e e et e e e sbae e e e s bee e e e snaeeeesanes 36
15. Manage Projects in the WOIK Ar€a.......c.ueeiieuiiee ettt ettt e e et e e e etae e e e eata e e e snteeaeeanes 38
16. Create and submit a Post APProval FOrM .......cuiiiiiiiiie et e e 40
17. Y Y ET= Ko T o o [o - 1 [oYor- | 1 Y 28U SPR PPNt 43
18. Changing Co-Ordinating Investigator details .........cccveiiiiiiiiiiciiie e 45
19. Change of Study Details fOrm .....coociiii e e e e s sraeeeeas 46
20. Submit a Response to Request for Further Information (Provisional Approval)...................... 48
21. Sending and receiving COrreSPONUENCES .......uuviiieeeiiiiiiiiireee e e e e ecrrrre e e e e e escrrrrree e e e e s s senrrreeeeeas 50
22. Contact SOMeone for NeIP/SUPPOIT .......oovii ettt ettt et et et eanes 51
23. Manage my migrated project from ONnliNg FOIrMS ......cccuiiiiiciiiiicciiee e 52
N 0] 011 o Lo [ TR 54
24, Filling out the HDEC ApPPlication FOIM......ccoccuiiieieiiiee ettt e et e e e ette e e e ente e e s eateeeeeanes 54
25. Frequently Asked QUESEIONS (FAQ) .....cccuuieiiiiiiieeeeiieeeeecitee e e et e e eeette e e e ectre e e e eate e e e sateeeeesaseeeeennes 56

Page 2 of 58

June 2023 Version 3.0.



Overview of Ethics Review Manager (Ethics RM) — HDEC or SCOTT

applications

Create a new project (HDEC or
SCOTT)

Complete the form (Including
all relevant documents,
signatures)

Completeness Check

Assign Roles if needed

Submit

Create and submit Post
Approval Forms (amendments,
progress reports, etc.)
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1. Create an account in Ethics RM

Ethics RM is a website that enables users to complete and submit applications to the Health
and Disability Ethics Committees (HDECs) and the Standing Committee on Therapeutic
Trials (SCOTT).

Go to Ethics RM (https://nz.forms.ethicalreviewmanager.com)

Click Log in on the top right corner of the page (the Log in button allows you to create an
account).

ethics rm

MGDSAFG
MINISTRY OF Health and T ——
) HEALTH Disability Ethics -l newzealand.govt.nz
. Committees 8

MANATU HAUORA

Welcome to the login for NZ Ethics RM

Please log in using the 'Log in’ button on the top right-hand corner of this page.

Click the green New User button.

‘—-‘
ethics rm
FD HEALTH '.:ﬂ'!:iu. GMDWG newzealand govt nz

Cormimitle

Ethics RM - FORMS

Log in

Email Address®

Password*

--------------

Log in New User Forgotten Password
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Enter your details, choose a password and click Register after reading and accepting the
Terms of Conditions and Privacy Policy. Passwords must be 10+ characters long (but no
longer than 64) and must contain both upper and lowercase letters as well as at least one
special character and number.

You will receive an activation email to your specified email address. Please check your spam
folder if the email does not appear in your inbox.

Click the link to finish activating your account. Your account will not function until this step
has been completed.

You may now log in with your email address and password.
If you receive an error message when creating your account, please try logging in with the

email and password used to create the account anyway. If this does not work, then please
email ethicsrm@health.govt.nz for troubleshooting assistance.
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2. Log in to my Ethics RM account, and manage my account
details or recover my account

Logging in and out

If you have registered for Ethics RM or have previously had an Online Forms account
(Online Forms was the previous online system used by HDECSs) then:

Go to Ethics RM (https://nz.forms.ethicalreviewmanager.com)
Click Log in on the top right corner of the page.

Enter your email address and password.

Click Log in.

This will automatically bring you to the Work Area, the main screen for Ethics RM. Your
name and email address appear at the top right of the screen.

To log out of Ethics RM at any stage, click your name and email address at the top right of
the screen and click ‘Logout’

000000 |
HDEC Applicant (hdecapplicant@health_govinz) -

Change Password
Personal Details

Motifications

Logout

Manage account details
Click your name and email address on the top right of the screen.

From there you can select Change Password, Personal Details to view or change your
account details, and Notifications as well as Logout.

Notifications brings up information directly related to you and your projects. This information
also appears under the Notifications tile of your Work Area.

Account recoveryl/issues

If you cannot remember your password, please click Forgotten Password when you access
the Log in screen. Please enter the email address you use for Ethics RM and click ‘Reset
Password’.

Follow the instructions sent in your email to reset a new password. This will allow you to log
in with your new password.

If you are having further issues with your account, please contact Technical Support (page
48). It is important to note that the Secretariat is unable to help with some account queries.
Instead, support for technical issues is managed by Infonetica and may be escalated to them
by the Secretariat.

Page 6 of 58
June 2023 Version 3.0.


https://nz.forms.ethicalreviewmanager.com/
https://www.infonetica.net/

3. Create, Edit or Delete Contacts

Your personal contact database is designed to help you if you are filling out many forms and
often refer to a contact multiple times.

Create
To add a contact, click Contacts on the top left of the page:
o click New Contact

) enter their details then click Save.

Contacts

First Address Change
Title  Name Surname  Organisation 1 City  Telephone  Ema Details Delete
Mx HDEC Example HDEC Change
Details
Edit/Delete

Existing contacts can be edited by clicking Change Details. Enter or adjust details then click
Save.
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Mx HDEC Example )4

Title

Mz

First Mame

HDEC

Last Mame

Example

Crganisation

HDEC

Qualification

Save Close

When completing a form contacts can be loaded into the appropriate question by clicking the
‘load’ button and selecting the appropriate contact.

If you wish to delete a contact, click the Delete button.

HDEC Application R =P

Project Title: HDEC Application Example

Co-ordinating Investigator @

MNote as per Section 38 of the HDEC Standard Operating Procedure the Cl must be professionally based,
in whole or in part, in New Zealand.

H3. Please enter the Cl's details.

For international studies a local investigator must be nominated as the CI for the New Zealand arm of the
study.

Title
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Contacts x

Search Contacts

Title First Name Surname Organisation Address 1 City Telephone Email

Mx HDEC Example HDEC

Close

Contact loaded successfully into your form.

Project Title: HDEC Application Example

Co-ordinating Investigator @

MNote as per Section 38 of the HDEC Standard Operating Procedure the Cl must be professionally based,
in whole or in part, in New Zealand.

H3. Please enter the Cl's details.

For international studies a local investigator must be nominated as the Cl for the New Zealand arm of the
study.

)

Title

M

First Name
HDEC
Surname
Example
Organisation

HDEC

Alternatively, if you enter the details manually on the form, they can be saved by using the
‘Add to contacts’ button.
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4. Create a new project

A project consists of:

° one main form (which can be an HDEC Application, Tissue Bank Application or a
SCOTT Application)

° any number of post approval forms submitted after approval (sometimes referred to as
‘Sub forms’ within Ethics RM).

In the Work Area of Ethics RM, click the Create Project button on the left side.

Z Ethics RM Forms

B & \WorkArea

(Create Folder Delete Folder

I o ° Notifications Signatures Transfers Shared

0 0 0 O

Create .
Project [Delete Project

@
Duplicate -
F'rI-JojecI Move Project P rOJ e .z-t--
o S}
Transfer
Project Title ProjectID , Owner Date Created Date Modified Transfer Status

> DEC Af Exarr HDEC Applicant

Enter your Project Title and select which application you wish to make from the options
under Form.

It is important to note that Project Titles cannot be amended once created.

Please ensure that you name the project as you wish it to appear in Ethics RM. In some
circumstances a project may have a title, and a full formal title. If relevant, the full formal title
of the study may be entered on the application form but is not required for all studies to be
different from the project title. The full formal title is what displays on HDEC letters.

Click Create when you have finalised your project title and have the correct form selected.
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Create Project ) 4

Project Title* (Max 200 characters)

HDEC Example 2

Farm®

[ HDEC Application v]

Your new project will appear on the screen with a title (left) and Project ID (right). This can
be found also under your Work Area if you have to navigate off this screen.

© | HDEC Example 2 12424

Project | Create Sub Project Title Project ID
Form

L"‘ Project Tree

Completeness
Roles prn
Checke © HDEC Example 2
4 ﬁ HDEC Application
Submit View as PDF
Action Required on Form Status Review Reference Application Type Date Modified
Correspond Yes Not Submitted NIA WA 11/03/2022 15:23
Navigation Documents Signatures Collaborators Submissions Correspondence History
[ Show Inactive Sections
HDEC Application
Section Questions
S. Screening Section Screening Section Overview Page 1| Screening Section Page 2

Only the project owner currently has access to this form until further collaborators are added.
For specific instructions please see Section 10 — Allocate Roles (page 30) and set up email
notifications for a project.

The project tree will currently only contain the chosen application form. Post approval items
will appear under this form after these items are submitted in future. Later you will also be
able to view this by clicking Project on the left side to see the Project Overview.

The row beneath the project tree allows you to see if an action is required on the form, its
status, review reference, application type and date and time it was last edited.
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Project tabs

Navigation tab — selecting this tab gives you an overview of the sections of the form you
have created for the project. The tick box in the top right corner of the form allows you to
only see sections currently inactive based on the answers in the form.

Inactive questions are not the same as incomplete questions, because the form removes or
adds some questions based on your answers. Therefore, you may not need to complete
every section of the form.

Navigation Documents Signatures Collaborators Submissions Comespondence

Show Inactive Sections

HDEC Application

Section

S. Screening
Section

A Study overview

B. Study design

Questions
Screening Section Overview Page 1 | Screening Section Page 2

Title, summary and overview

Design and Type of Study | Conflicts of interest

C. Value of
Walue for Maori | Value for Pacific peoples | Value for other population groups | Equity
Research
Informed
D Recruitment of Inclusion and Recruitment and Consent Study Participants'
participants exclusion criteria | Advertising procedures responsibilities
Process
E. Risks to Risks to Adverse Findings Monitoring Serious Compensation for Injury to
participants participants Requiring Clinical Action | Adverse Events Participants
F. Tissue ) — i )
Collection and Use of Tissue | Management of Tissug | Tissue Management Plan
management
G. Data

Data storage and governance
management

H. Administrative
section

Study
registration

Applicant and
sponsor details

Supporting
Documents

Response to Provisional

Miscellaneous
Approval Section

I. Declarations Declarations and Authorisation

A InFanaticn | A 90070 Vareinn 0 & O 4

More information about using the navigation tab to complete your application is provided in
the next chapter (page 17).

Documents tab — selecting this tab shows which documents are currently attached to the
form. This tab provides a view-only of the documents, which means that it does not allow
you to upload or change any documents attached, but you may choose to download the
documents individually or in bulk (as a single PDF) by using the ‘view selected’ button.
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Navigation Documents Signatures Collaborators Submissions Correspondence

Jocuments
Search Document
Document Version
Type Name File Name Date Version Size Download
Form Form Form.pdf
p
Protocol Protocol Protocol docx 579
Download
KB
Scientific Peer Peer Review Peer 368
i i
Review Review.docx KB

Showing 1 to 3 of 3 entries
View Selected Download Selected

Signhature requests tab — selecting this tab shows which signatures are active on the form
(under the heading ‘Signatures’, as well as which requests are pending (under the heading
‘Signature Requests’).

Navigation Documents Signatures Collaborators Submissions Correspondence History
Signatures
Type Signatory Email Signed Date Validity
Coordinating Investigator hdecapplicant@health.govt.nz 11/03/2022 16:25 Valid

Signature Requests

Type Signatory Email Requested Date Status  Response Date Action
Coordinating Investigator hdecapplicant@health.govt.nz 11/03/2022 16:18 Signed 11/03/2022 16:25 Cance
A Infamatina | 44 ONOD A fAarnian O 5 O A4

Collaborators tab — selecting this tab shows the name and type of access linked to each
collaborator added to the form. The project owner may edit permissions for existing
collaborators here. New collaborators can be added through the Roles function (page 30).
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Navigation Documents Signatures Collaborators Submissions Correspondence History

Collaborators

Name Access Edit Permissions
HDEC Applicant 2 Project Owner and Form Owner Edit Permissions
HDEC Applicant Read, Write, Share, Receive notifications

Edit Permissions

Submissions tab — selecting this tab gives you a timeline of the submission of the form. Each
time it is submitted, it will appear here. If a form is invalidated or Provisionally Approved by
an HDEC, it will require to be resubmitted. This tab allows you to see whether this has been
submitted more than once and when. PDFs of previous invalidated submissions (marked
‘Archived’) may be downloaded here.

Navigation Documents Signatures Collaboratars Submissions Correspondence History

Submissions

Review Reference Date Status Committee Pdf
2022 EXP 12498 18/03/2022 Submitted by Applicant Central Health and Disability Ethics Committee .

View as PDF
2022 EXP 12498 18/03/2022 Archived Central Health and Disability Ethics Committee .

View as PDF

© Infonetica Ltd 2022 Version 2.5.8.1

Correspondence tab — selecting this tab allows you to directly send a message to the
Secretariat. Message history (both received and sent) will display here with timestamps. You
can also send correspondence using the ‘Correspond’ button on the left-hand side of the
window.

Navigation Documents Signatures Collaborators Submissions Correspondence History

Correspondence

Note: No correspondence found

You will receive a notification in Ethics RM to alert you when there is a response.
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Notifications

Search
Received Received
after before
Display 100 notifications
Plea ote that ed number of notifications will show after searching.
0 Message Attachment ¢ Project Short Title Date «
O = Correspondence received None HDEC Example 2 13:01

Clicking on a notification will display a shortcut to the form associated with the
correspondence. Click View Form to go to the form the message has been received for.

Message X

Project Short Title HDEC Example 2
Date 18/03/2022 13:01

Correspondence received

Navigation Documents Signatures Collaborators Submissions Correspondence History

1]
T

User Date Message Attachment
Review user 18/03/2022 Reply from Secretariat
HDEC Applicant 18/03/2022 Message to Secretariat

File attachments can be sent via correspondence but please do not send additional or
missed documents that were not included in your submission. These cannot be
reviewed or included in approval letters.

History tab — selecting this tab shows the full history of the submission, including actions and
decisions by both the project owner and the Secretariat. See page 31 for more information
on the History tab.
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5. Complete the form

The ‘Navigation’ tab is available on all forms (HDEC, SCOTT, Tissue Bank and Post
Approval Sub forms). It allows you to navigate through the form by Questions under each
Section. Inactive questions are not displayed unless you tick Show Inactive Sections. Active
guestions automatically display, clicking on them will take you directly to that question in the
form. Certain questions are activated or deactivated depending on your answers to the
guestions in the form, so not all pages of the form will be active, and it is important you
answer everything accurately to generate all relevant questions.

The form does not need to be completed in one session as there is a save button you can
click at any time.

Clicking ‘Navigate’ in the form brings you back to the project main screen.

For guidance on the HDEC form screening questions please refer to the Appendix (on
page 50).

To fill out the form, click the first question available for you to fill out. From there, you can
proceed with filling in the form. If there are multiple pages, you may click Previous or Next on
the left-side menu, as well as Previous Page and Next Page at the bottom of each page.

Click Save on the left-side menu if you wish to Save your progress at any time and navigate
out of the form. You may return to certain sections using the Navigation tab from the project
main screen.

NZ Ethics
; : 12423
P© @ HDEC Appllcatlon Version: 1.26
s - Project Title: HDEC Application Example
Nelte ) ﬁ
bisehrtloX Screening Overview @

’
& / Purpose of Form

Documents = Signatures

This form will help determine whether HDEC review is required and if so, what review pathway the study will go

B L+ through. The questions are based on the rules from section three of the Standard Operating Procedures (SOP)
G Roles for Health and Disability Ethics Committees (HDEC). You can find a copy of the SOF at
https://ethics.health.govt.nz/operating-procedures
JL Guidance is provided to help answer the questions. If you answer the questions correctly and you do not
Sollaborators Com@#ztcegwess require HDEC review, the system will generate and send you an ‘out of scope’ letter from HDEC that states

why HDEC review is not required.

.T. If you answer the questions correctly and require HDEC review, the form will direct you to the appropriate
Submit review form to complete
Plazaca nata tha fallmwina-

Upload documents

Questions within the form will prompt you when you need to upload documents in relevant
sections. These will be attached to the form and appear under Documents tab for your
reference (and re-download if required).

You will need to upload one document at a time if multiple attachments are required.
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Please refer to the Committee’s requirements in the HDEC Standard Operating Procedures

(SOPs) for documents that are considered mandatory for your submission. While the form
should prompt for all that are required, you remain responsible for ensuring you have
attached everything required as per the Committee’s requirements. Your submission may be
considered invalid if mandatory documents are missing due to an error in submission.

@ @ If this protocol has a unique identifier, please enter this below.
Previous Next
Navigale |, - = ©OF Upload Protocol document.

@ f Upload Document

Documents = Signatures

B L" A4 Please provide the dates on which you plan to commence and conclude your study in New
Save Roles Zealand.

:‘l Planned commencement date [:]

Completenass

Collaborators heck )
= Planned conclusion date: [:]

+

Submit

Documents - Protocol

Please attach your Protocol here:

Document Name Version Date Version

Protocol
11/03/2022 1 Upload

Protocol docx
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© o

Previous Next
Navigate  \rew as PDF

g 7

Documents | Signatures

0

Save Roles
(}
Collaborators Cumg}!‘eehc:—geas
aha
Submit

June 2023 Version 3.0.

A3. Protocol number (if applicable):

If this praotocol has a unique identifier, please enter this below

Upload Protocol document.

Document Version
Type Name File Name Date Version Size
Protocol.doc 57.9
Protocol  Protocol X 11/03/2022 1 Ka

Delete

Ad Please provide the dates on which you plan to commence and conclude your study in New

Zealand.
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6. Check for Completeness

It is important to check for completeness before you submit to make sure you have
answered all the questions in the form.

While in the form or selecting the submission in the project tree in the main page of the
project, click Completeness Check from the menu on the left of the screen to identify missing
information from your application. Any outstanding items will be listed. You can select the
highlighted gquestions to go to that section to complete them. Any sections that require
signatures will also show up as incomplete if they are not yet signed.

You have the option to submit anyway, but we do not recommend this as a form is
considered incomplete and will not be validated if it is missing sections. This will cause
delays for your submission.

Once the application is complete, the check for completeness will say ‘Your form is complete
and ready to submit’.

sh  © HDEC Application Example 12423

Project  Create Sub
Form

Project Tree
b & :
Roles
| @ HDEC Application Example |
.?. |—{ HDEC Application |
Submit View as PDF
Action Required on Form Status Review Reference Application Type Date Medified
Correspond Yes Not Submitted MNIA N/A 11/03/2022 16:00
Navigation Documents Signatures Collaborators Submissions Correspondence History
_ B [ show Inactive Sections

Section Questions

S. Screening Section Screening Section Overview Page 1| Screening Section Page 2

A. Study overview Title, summary and overview

Loading...:. Checking form is complete...

Close
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Completeness Check

Incomplete: Please complete the following questions

» A2 Formal study title:

« Planned commencement date:

« Planned conclusion date:

« AB5. Please indicate your review preference.

« AG. Closed meeting request.

« AT7. s this application related to one or more previous applications for HDEC review?
» AR Srientific haziz
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7. Requesting a Signature and signing a form

What is a Sighature?

Electronic signatures replace an 'ink' signature as evidence of authorisation for the
Coordinating Investigator (CI), Sponsor, and Locality on forms generated on the Ethics RM
system. This avoids the need to take or post paper copies of forms to the various individuals
who need to authorise the application forms.

The persons authorising the form must have an Ethics RM account.

You can view current and pending signatures under the Signatures tab in the project.

How to request a Signature

The application form will prompt you to request signatures at the end. Please ensure the
form has been completed before any signatures are requested. Ethics RM locks the form
when signatures are requested and changing answers will invalidate any pending requests
or completed signatures. If this occurs the signatures will need to be re-obtained. If you have
requested a signature in error, you can simply unlock the form using the Unlock button on
the left-hand menu.

By default, the Cl and Primary Contact Person signatures are required. If you are the Cl or

Primary Contact Person you may sign the form yourself by clicking the ‘sign’ button,
otherwise click ‘request’.

Cl Declaration

This button may be used by the Coordinating Investigator to sign the form.

If you are not the Coordinating Investigator please select the 'Request’ button.

Request Signature

If your study requires authorisation from a Sponsor or Locality, please indicate this when
prompted. The signature button will appear, and requests can be sent.
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Sponsor Authorisation @

Does your study require authorisation from a commercial sponsor?

Note this is only required for the initial submission. If you are responding to a provisional approval and have already
received authorisation you may change your answer to 'no’.

@ Yes, my study requires authorisation from the sponsor now
O No, my study has received authorisation

) Mo, my study does not have a sponsor

This button may be used to send a request to the study sponsor.

Note: If the sponsor representative is unable to view the "Sign' button this may be a browser issue - please ensure they are
using a modern browser e.g. Chrome or Firefox as Internet Explorer and Edge are not supported.

Request Signature
Add Another Signature

If you require locality authorisation at a later date, please indicate this. A sub form may be
created at any time with additional signature requests.

Locality Authorisation @

(i ]

Please indicate whether your study requires locality authorisation

Locality authorisation is required before a study commences but is not required before the HDEC review process and may be entered in
the system later with a sub-form. Please see the ERM FAQ.

For information on localities please see the help button.

If you have obtained locality authonisation and are submitting a response to provisional approval please select "Locality authonsation for
this study has been obtained in a previous submission”. Any signatures will be preserved on the original submission.

O Yes, my study is ready for locality authorisation now
® Mo, my study requires locality authorisation at a later date
) Mo, my study does not require locality authorisation

 Locality authorisation for this study has been obtained in a previous submission

Locality authorisation can be requested at any time by creating the appropriate sub-form. Please ensure the recipient has read access on

this form using the 'Roles’ button. For more information please see the ERM FAQ.

What Signing involves

When you have sent a request, the form will indicate this with a timestamp.
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Cl Declaration

This button may be used by the Coordinating Investigator to sign the form.

If you are not the Coordinating Investigator please select the 'Request' button.

Signature Request: Signature requested from hdecapplicant@health.govt.nz on 11/03/2022 16:18

The recipient will receive an email notification and a notification in Ethics RM and the
signature request will appear on their ‘signatures’ tile on the main work area. As previously
noted, this person must have an Ethics RM account.

| Work Area

de

Notifications Signatures Transfers Shared

ject

ect

How to sign a form

The signatures tile will contain a list of any previous and current requests.

Project Project Requesting Requested Response
Type Title ID User Message Date ¥ Date Status Action
Coordinating HDEC 12425 Mr HDEC [Cptional 11/03/2022 Requested .
) ) View Form
Investigator Example Applicant message to 16:18

cil

Showina 1to 1 of 1 entries

Clicking ‘view form’ will take you to the application form. If the signature request came from
the main form you will have automatic read-only access. If the signature came from a sub
form you will need to contact the requestor so they can give you read access. If the ‘view
form’ button is greyed out, please contact the requestor to check the roles and permissions.

When you have finished reviewing the application you have the option to sign it or reject it.
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©® @ HpEC Application

Previous Next
Project Title: HDEC Example

1 ﬁ 8 Read access only.

Navigate

View as PDF

Screening Overview @

Purpose of Form

This form will help determine whether HDEC review is required and if so, what review pathway the
study will go through. The guestions are based on the rules from section three of the Standard
Operating Procedures (SOP) for Health and Disability Ethics Committees (HDEC). You can find a copy
of the SOP at hitps://ethics health.govt nz/operating-procedures

Guidance is provided to help answer the questions. If you answer the questions correctly and you do
not require HDEC review, the system will generate and send you an “out of scope’ letter from HDEC
that states why HDEC review is not required.

If vou answer the guestions correctly and require HDEC review. the form will direct vou to the

Rejecting the form will return it to the requestor along with the reason why you cannot yet
authorise the study (eg, an incorrect or misleading answer).

Reject Signature X

Please enter your login details in order to reject this form:

Usemame Password

Reason:

To sign the form, click the sign button, agree to the declaration and enter your username and
password.

r

Sign Form X

Please enter your login details in order to sign this form:

hdecapplicant@health.govt Nz || sessssssasansescnes
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Form signed successfully

m @ B N e

A confirmation message will display and returning to the signature tile will show the request
has been approved. A PDF of the form you signed will be kept on record and may be
accessed here.

Signatures

Search signatures

Project Project Requesting Requested Response
Type Title D User Message Date ¥ Date Status Action
Coordinating HDEC 12425 Mr HDEC [Optional 11/03/2022 11/03/2022 Signed View
Investigator Example Applicant message to 16:18 16:25
ch PDF

Showing 1 fo 1 of 1 entries

The form owner will receive a notification the form has been signed and a timestamped
record of it will be retained on the application under the signatures tab.

Signatures
Type Signatory Email Signed Date Validity
Coordinating Investigator hdecapplicant@nealth.govt.nz 11/03/2022 16:25 valid

Signature Requests

Type Signatory Email Requested Date Status Response Date Action

Coordinating Investigator hdecapplicant@health.govi.nz 11/03/2022 16:18 Signed 11/03/2022 16:25 Cance

Signature validity

Signatures only need to be obtained once. If the form is submitted and invalidated or
unlocked as part of a provisional approval, Ethics RM creates an archived version of the
form in its current state and then unlocks a new copy of it for editing. The signatures on this
copy will be invalidated but do not need to be re-obtained in order to submit and the original
signatures preserved on the archived original submission are still valid for HDEC’s purposes.
Please note, the signatory process is likely to be revised in a future software update, but this
requires working with our software vendor.
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8. Submit a form

Once you have completed the form, uploaded the relevant documents and obtained all
mandatory signatures, you can submit your application to HDEC or SCOTT.

You can do this by either clicking Submit after doing a completeness check, or by clicking
the Submit button on the left-side menu.

I —
$h O Sl t

Project Create Sub

. Form o
Pr
PR
= [
om Aztgk”% Submit Refresh

View as PDF  Correspond

Once you have submitted your form, you will be taken to a confirmation screen that confirms
your submission as complete.
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Submission Message

Thank you for submitting your form. It has been

successfully received.

What happens next?

If your study is out of scope for HDEC review, you will receive an automatically
generated out of scope lettar.

Please note that this does not mean that your study has HDEC approval or that it does
not require ethics approval - only that it does not require HDEC approval.

If your study is within scope for HDEC review, the HDEC Secretariat will assess your

application and, if valid, assign it to either the full or expedited review pathway.

If your study reguires full Committee review, you will receive a letter from the HDEC
Secretariat providing the time and date of the Zoom meeting at which your application
will be reviewed by HDEC. Study investigators are encouraged to attend these meetings.

If your study can be reviewed via the expedited review pathway, your application will be
reviewed online by two HDEC members rather than in a full Committee meeting. Study
investigators will not be present for this review.

If your study is not validated, you will be asked to update the information in your
application before it can be assigned to a review pathway.

Back to Project Print Submission to PDF
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9. Frequently asked questions about submissions

Can | change my form after submitting?

No, you may not make changes to an application between submission and approval;
however, you may recall or withdraw your study if you would like to make substantial
amendments to your application.

| submitted my form then realised some documents are missing, how can | add them?
No documents can be added or amended after submission.

The form will need to be recalled (or withdrawn if it has been validated by the HDEC
Secretariat). This can be done with the ‘recall’ button that will appear on the action menu
after submission. To withdraw, please send a correspondence under the submission
requesting a withdrawal, outlining the reason why.

hh © g test2

Project Create Sub
Form

Roles

- Project Tree

Recall
Application

View as PDF  Correspond & festo

@ HDEC Application

Additional Locality Authorisation

Action Required on Form Status

No Submitted by Applicant

It is the responsibility of the applicant and coordinating investigator to ensure all documents
are uploaded with the correct version numbers and dates before submission.

The HDEC Secretariat cannot add additional documents or amend approval letters for
studies that have been validated and assigned for review.

Which HDEC committee has my application been submitted to?

New HDEC applications submitted for review have the option to be reviewed ‘as soon as
possible’ or by a specific committee. Please indicate your preference in the application form.
If you select a specific HDEC committee, the form will ask for a reason (eg, resubmission of
a previously declined study the HDEC committee is familiar with).

‘As soon as possible’ will be assigned to the next available HDEC committee meeting with a
pending agenda and an available timeslot.

Those that requested a specific committee will be assigned by the secretariat to the HDEC
committee requested.
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10. Allocate Roles/set up permissions and set up email
notifications for a project

What are Roles?

Roles are a function where you can extend this access and add collaborators to your project
and grant various permissions.

By default, only the project owner has ownership and permission to view and edit the
project.

To add a Role to this project, click the Roles button on the left side of the window. Enter the
email of the person you wish to invite to see this project under Collaborator email. This
person must have a registered Ethics RM account. Select what access you wish to grant and
click the green + sign to add the role. Repeat this as many times as you require, and you
can assign multiple roles to a single user.

Share Roles pod

Sharing a form enables others to view/edit the same form depending on the level of access you
give them._ Please select the users you wish to share this form with:

ethicsrm@health.govt.nz Receive Email Notifications v
ethicsrm@health.govt.nz Read and write access, cannot sL v =
hdecs@health.govi.nz [ Read-only access v] =

Note: This form has not yet been shared with anyone

Share Role Close

Click Share Role once you have added the collaborators.

You do not need to add the Secretariat to a role for them to be able to see or access your
application after you submit.

A project owner can review permissions using the Collaborators tab, or remove/edit
permissions in future using the Roles button again.

Receiving email notifications

Email notifications are automatically sent to the project owner. If additional users need to be
notified, ensure you assign them ‘Email Notifications’ when allocating roles to these users.
Accounts with the email notifications role will receive copies of HDEC decision letters via
email.
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11. Transfer a project to another user

You can transfer a project if you would like to give somebody else full and permanent control
of the project.

Once the form has been accepted by the recipient, you will no longer be the owner of the
form and the person to whom the form was transferred will become the new project owner.

How to Transfer a project

Go to the Work Area. If the project you wish to transfer is in a folder, you must open that
folder first.

Click on the Transfer button on the left-side of the window.

Enter the email address of the user you wish to transfer your project to. (Note that they must
have an existing verified Ethics RM account for this to be valid.)

Enter a message to accompany the transfer request if you wish.

Select the project you wish to transfer. You may do this for multiple projects at a time.
Click Transfer.

Transfer Projects X

Please note that you will lose all access to this project.

Email Address:

ethicsrm@health.govi.nz

Message:
P
Id Project Title
12423 HDEC Application Example
12424 HDEC Example 2
12444 MDF Test
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While the transfer request is pending the applications will remain in your work area.

Work Area

Naotifications Signatures Transfers Shared

6 0 0 0

Projects
Project Title ProjectID , Owner Date Created Date Modified Transfer Status
> MDF Test 12444 HDEC Applicant 14/03/2022 14:57 14/03/2022 14:57
> HDEC Example 2 12424 HDEC Applicant 11/03/2022 1523 15/03/202211:15 Transfer Requested
> HDEC Application Example 12423 HDEC Applicant 11/03/2022 15:10 11/03/2022 16:14 dransfer Requested
Showing 1 to 3 of 3 entries 4 Previous Next B

How to accept a Transfer

Applications that have been transferred to you will appear on the main work area under the
Transfers tile.

Work Area

Notifications Signatures Transfers Shared
Transfers

Transfer From Requested Response

Id Project Title User To User Message Date 7 Date Status Action

629 HDEC Example HDEC You 18/03/2022 Requested View
2 Applicant 11:16 -

Project

628 HDEC HDEC You 18/03/2022 Requested View
Application Applicant 11:16 -
Example Project

Click ‘View Project’ to be taken to the application. From here the application may be
reviewed and the transfer accepted or declined by using the action menu to the left.
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Actions

sh HDEC Example 2

Project  Completeness

heck
V x Project Tree
Accept Reject
Transfer Transfer | @ HDEC Example 2 |

—| HDEC Appiication |

View as PDF  Cormrespond

Action Required on Form Status F

Yes Mot Submitted M
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12. Follow the progress of my submission and view letters
from HDECs/SCOTT

There are two ways to keep track of an application’s progress, via the history tab and via
Ethics RM notifications.

History Tab

In the History tab of your project, you can monitor the progress of your application through
the key stages in the review process and view decisions from HDECs and SCOTT.

Letters from the HDECs, such as validation letters and decision letters, can also be viewed
and downloaded here. If a letter is attached to an event the ‘Download’ button will be visible
and the letter may be viewed here.

MNavigation Documents Signatures Collaborators Submissions Correspondence History
Form History

Jser Description Attachment

01/09/2021 09:21 Review User Form status changed from Under review to Withdrawn. Download
LWy Ld
01/09/2021 09:21 Review User Notification received: Application has been withdrawn by the HDEC. Download
UW ud
26/07/2021 08:57 Review User Form status changed from Assigned to Meeting to Under review. Download
LW Ld
26/07/2021 08:56 Review User Form status changed from Validated to Assigned to Meeting. Download
Yownloa
26/07/2021 08:55 Review User Notification recelved: Your application has been validated '
Download
26/07/2021 08:55 Review User Form status changed from Submitted by Applicant to Validated. Download
Yownloa
22/07/2021 12:56 Mr HDEC Applicant Form submitted
Download
22/07/2021 12:39 Mr HDEC Applicant HDEC Application has been created as a main form. Download
Yownloa
Showing 1 to & of 8 entries First Previous 1 MNext Last

@ Infonetica Ltd 2022 Version 2.5.8.1

Notifications Tile

Work Area

Notifications Signatures Transfers Shared

ol 0 4 1

The notifications tile will update whenever an action is taken on your study. A paperclip icon
indicates a letter is attached to the notification. Clicking it will display the letter.
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[

- Application recalled None Test app example 02/08/2021

Oov

[]+ ™  Application Submitted None Test app example 02/08/2021
O+ ™ Your application has been validated @ Full submission test 10 26/07/2021
v ®™ Your application has been validated & Full submission test 8 26/07/2021
O« ™~ Your application has been validated & Full submission test 11 26/07/2021
Ov ™ Your application has been validated & Full submission test 5 26/07/2021
O« ™~ Your application has been validated & Full submission test 12 22/07/2021

Attachment )4

Dear Mr HDEC Applicant

Re: Ethics ref: 2021 FULL 0094

Study title: Full submission test 5

This letter is to confirm receipt of this application for HDEC review, which was
originally submitted on day/month/year.

Arrangements for HDEC review

Your application has been assigned for HDEC review by the HDEC-Full Review
pathway.

HDEC: Committee Name
Time: Time of Meeting

Meeting date: day/month/year
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13. Recall an application submitted for HDEC review

Please note the recall option is only enabled if the application is pending registration by the
review body (ie, the submission is awaiting the committee secretariat to validate the
application). If your application has been successfully recalled you may amend the form,
upload/amend your supporting documents and request signatures (if required) prior to
re-submitting the application.

If you are not able to recall your application because it has been registered by the
Secretariat and you would like to withdraw your application, you need to send
correspondence to the Secretariat in Ethics RM requesting this. Please note this will reset
the submission clock and we cannot guarantee a place on the upcoming agenda if we are
experiencing a busy period.

To recall your submission, click the Recall button on the left-side of the window. Only a
project owner or a user with ‘Full write’ access can perform this action.

h © g+ test2

Project Create Sub
Form

Roles

Project Tree

Recall
Application & test?

View as PDF Correspond

& HDEC Application

Additional Locality Authorisation

Action Required on Form Status

No Submitted by Applicant

Any kind of form that requires submission and validation can be recalled, but only before it is
validated.
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14. Duplicate or Delete a Project

The Work Area allows a project owner to duplicate the information in an application into a
new project or to delete an entire project. This is useful if an application is declined as it may
be duplicated and amended instead of beginning a new blank application.

Duplicate a project

Click ‘Duplicate Project’ from the left side of the Work Area.

Select from the drop-down menu for the project you would like to duplicate.

You will be required to select a new project title.

There is a tick that allows you to include Sub Forms. This is unlikely to be needed, especially
if a project is being duplicated for resubmission.

Click Duplicate.

r

Duplicate Project X

Please select project that you wish to duplicate:

12424 - HDEC Example 2 v

Please enter a new title:™

HDEC Example 3

Include sub forms: [

Delete a project
Click ‘Delete Project’ from the left side of the Work Area.

Select from the drop-down menu which project you would like to delete.
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Delete Project X

Please select project that you wish to delete™

MDF Test -

HDEC Example 2
HDEC Application Example

Close

Click Delete. After a confirmation prompt the project will be removed from your work area.
Once a project has been deleted it cannot be recovered.

Project deleted successfully

VvV | Zd
oject
Notifications Signatures Transfers Shared
Jject
6 0 0 0
Projects
Search Projects
Project Title ProjectID _ Owner Date Created Date Modified Transfer Status
> HDEC Example 2 12424 HDEC Applicant 11/03/2022 1523 15/03/202211:15 Transfer Requested
> HDEC Application Example 12423 HDEC Applicant 11/03/2022 15:10 11/03/2022 1614 Transfer Requested
Showing 1 to 2 of 2 entries 4 Previous Next

Note that a project cannot be deleted if it is under review. It must be recalled or withdrawn
first to be deleted.
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15. Manage Projects in the Work Area

This section lists all the available categories you can store your projects in. This is similar to
directories in a computer filing system.

In addition to Create Projects, Delete Project, Duplicate Project and Transfer, there are other
options for your Work Area to manage or sort your projects.

Users can create folders by clicking Create Folder to sort their projects into categories or
even archive old projects if they wish.

These are user-customisable folders that may be named anything. Delete folder will delete a
folder.

Move Project allows you to move projects into folders, however they may also be ‘dragged
and dropped’.

Work Area

Notifications Signatures Transfers Shared

Project Folders

ct

All Projects Completed Trials Site X Sponsor Y
> HDEC Example 3 12494 HDEC Applicant  18/03/2022 11:37
— A A O
Projects
Project Title ProjectID , Owner Date Created Date Modified Transfer Status
> HDEC Example 3 12494 HDEC Applicant 18/03/2022 11:37
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Project Stored

v VU IN A T
:ate Project

|$| Notifications Signatures Transfers Shared
we Project

0 0 0 0

Project Folders

All Projects Completed Trials Site X Sponsor Y

3 1 0 0

Projects

Search Projecis

Project Title ProjectID [, Owner Date Created
> HDEC Example 2 12424 HDEC Applicant 11/03/202215:23
> HDEC Application Example 12423 HDEC Applicant 11/03/202215:10

Date Modified

15/03/2022 11:15

11/03/2022 1614

If a folder contains projects it cannot be deleted and the projects must first be moved.

Delete Folder

Please select the folder that you wish to delete:

Completed Trials b

This folder contains submissions and cannot be deleted.

X

June 2023 Version 3.0.
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16. Create and submit a Post Approval Form

What is a Post Approval Item?

A ‘post approval item’ is an item submitted for HDEC review after a study has been
approved. In Ethics RM post approval items are labelled ‘sub forms’ and are attached to their

‘parent form’ (the initial HDEC/SCOTT application).

Examples of post approval items include:
o substantial amendments

annual progress reports

protocol deviations or violations
notifications of conclusion of study
final reports.

Substantial vs Minor Amendments

As per the HDEC SOPs, an amendment to an approved study only requires HDEC review if
it is substantial. Applicants may make minor amendments to an approved study at any time

without approval from or notification to the HDEC.

SUBSTANTIAL AMENDMENTS MINOR AMENDMENTS
Significant amendments are required to be Minor amendments are not required to be
submitted for HDEC review. submitted for HDEC review.

Examples of these include: Examples of these include:

- Significant changes to the
design/methodology of the study.

- Significant changes to the type and/or
number of procedures undertaken by
participants.

- Changes relating to the safety of physical
or mental integrity of participants, or to
the risk/benefit assessment for the study.

- Significant changes to study
documentation (such as participant
information sheets).

- The appointment of a new Cl.

- Any significant change to the study
protocol or the information provided in the
application for approval.

- Notification of urgent safety measures
taken to protect participants from a
significant, immediate hazard to their
health and safety.

- Temporary halts to the study due to safety
CONCErns.

- Substantial protocol deviations. - Early
termination of a study.

June 2023 Version 3.0.

Minor or administrative changes to study
documentation.

Updated versions of the Investigator’'s
Brochure (where the study involves a new
medicine).

Changes to the research team (including
lead/principal investigators at particular
localities) other than the appointment of a
new Co-ordinating Investigator.

Changes in funding arrangements, except
where these may alter the ability of
participants to access publicly-funded
compensation in the event of injury.
Changes in arrangements for recording or
analysing study data, or for storing or
transporting samples.

The extension of the study beyond the
expected end date given in the application
form, except where this is related to other
changes that are substantial.

Routine closure of a site.

Addition of a new site.
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How to create and submit a Post Approval Form

Select the project from your Work Area you wish to make a Post Approval Form for. Only the
project owner or those with ‘Full Write’ access can create and submit a Post Approval Form.

Once in the project, click the Create Sub Form button on the left-side of the window.

HDEC Applicatic

Project Tree

Completeness ¢ ot Viiew as PDF

heck | @ HDEC Application Example

—[ HDEC Application

Correspond

Action Required on Form

Yes

Navigation Documents

Select which kind of form you require from the drop-down menu.

Create Subform

Select the sub-form that you would like to apply to this form

Please Select. .. v
Please Select. ..

Additional Locality Authorisation

Additional signature request / contact

Annual Progress Report Close
Final Report

HDEC Amendment Form

Motification of Study Conclusion
Protocol Deviation / Violation

Click Create.
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Your Post Approval Form will now show up in the project tree under the application. Like
applications, Post Approval Forms can be saved and completed at a later time by clicking
the Save button before navigating away.

Subform created successfully

Project Tree

| @ HDEC Application Example |

| @ HDEC Appiication |

—[ Additional L ocality Authorisation ]

Action Required on Form Status Review Referenc
To fill in the form, click the available question under the Navigation tab. Answer all questions
and submit documents once completed. For specific instructions please see Section 8 —
Submit a Form (page 26).
Click Completeness Check to ensure you have completed the form.
Click Submit when your form is complete.
Please note that you cannot use an existing and already reviewed sub form for a new

submission and must create a new one every time you wish to create a post-approval
submission for Committee review.
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17. Manage or add a locality

Before a study commences at a given locality in New Zealand, it must be authorised by that
locality in Ethics RM. Locality authorisation confirms that the locality is suitable for the safe
and effective conduct of the study, and that local research governance issues have been
addressed.

Locality authorisations are not mandatory prior to submission — you may add a new
locality at any time. You do not need to submit a Post Approval Form for HDEC review
advising HDECs of the addition of a new locality. If locality approval has been obtained
before submitting to HDEC, there is an option in the application form for the locality to sign.

Additions of localities can be viewed in the project tree along with other Sub Forms such as
Post Approval Forms.

Add locality after HDEC approval

To do this click on the study that requires an additional signature and then select the ‘Create
Sub Form’ button.

s ©
Projact Create Sub
Farm ies

- ﬂ
A
Completeness P =
Check Rafresh ‘iew as POF

Comespond

Select the appropriate Sub Form depending on the signature requested (locality or individual
investigator/sponsor representative) and click create.

Create Subform

Select the sub-form that you would like to apply fo this fonm

Please Select... '

Please Select...
Additional Locality Authorization
Additional signature request / contact
Annual Progress Report

Final Report

HDEC Amendment Form

Mofification of Study Conclusion
Protocol Deviation / Violation
SCOTT Post Approval Form

The Sub Form has been created and will be attached to the application.
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Please note: You will need to go onto the main study form and use the Roles button to
grant at least read-access to the person you sent the request to. Failure to complete this
step will mean they will only be able to view the Sub Form and not the main application itself.
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18. Changing Co-Ordinating Investigator details

Co-Ordinating (ClI) details may need to be updated during the course of the study. This can
be due to the appointment of a new CI, or update information to the existing Cl’s details.

Appointment of new CI

Follow the instructions as outlined in section 16 on how to create a sub form. Appointment of
a new Cl is considered a substantial Amendment, so must be submitted for review using the
Amendment form.

The last section of the Amendment form has a section where the Cl details currently in use
are auto filled. These must be amended to ensure the Cl’s details update for all future
letters. If this was not done in error during the submission of the Amendment to notify
change of ClI, the details can be updated after the approval of the Amendment using the
Change study details sub form (see below under Change CI’s details).

Change CI's details

Changing the existing CI’s details can be done by creating a Change study details sub form
and editing the relevant Cl fields you wish to change, then click Submit. See Chapter 19
(next page) for more information.

Overview

This form will allow you to change details of existing studies. This form will be automatically accepted by the system and NOT sent for review.

Please note changing the Coordinating Investigator is a substantial amendment that ALWAYS requires HDEC approval. Please do not change the Coordinating Investigator details unless this
has been approved in a separate amendment.
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19. Change of Study Details form

This sub-form allows you to change some of the details that display in HDEC letters as well
as contact details for local and global sponsors.

These forms are not reviewed by the HDEC team and will be automatically accepted by the
system.

Current details from the main submission will be displayed on the form and may be edited.

Change of Coordinating Investigator

This section will allow you to change details of the Coordinating Investigator (ClI) in the
system to ensure correct details are displayed in HDEC letters. Please note that changing
the Cl to another individual is a substantial amendment that always requires HDEC
approval. If you need to change the CI please submit an amendment form instead and
include the new CI details with that submission.

Please only submit changes to this section if:

e You have previously submitted an amendment to change the CI but did not update
the details in that submission. They may be updated here.

e The current Cl has a change of name or title and you want it updated for future
letters. Once accepted by the system all future letters will display the new details.

If your study was created on the EthicsRM platform

e Please change the details in the "H3" question and leave the "MDF.CI" question
blank.

If your study was created on the Online Forms platform and migrated to EthicsRM.

e Please change details in the "MDF.CI" question and leave the H3 question blank.

Entering details into both questions will cause a duplication of names in HDEC letters.
Please ensure only one question has the ClI details.

Change of study title

This section allows you to change the study title that will display in HDEC letters. This is a
non-substantial change that does not require HDEC approval.

If your study was created on the EthicsRM platform

e Please change the details in the "A2" question and leave the "MDF.Title" question
blank.

If your study was created on the Online Forms platform and migrated to EthicsRM.
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¢ Please change details in the "MDF.Title" question and leave the A2 question blank.

Entering details into both questions will cause a duplication of the study title in HDEC letters.
Please ensure only one question has the ClI details.

Change of locality / local study sponsor

This section allows you to change details of the local sponsor included on the main
application form.

If your study was created on the EthicsRM platform

o Please change any details in the "H5" question and leave the "MDF.Sponsor"
guestion blank.

If your study was created on the Online Forms platform and migrated to EthicsRM.

e Please change any details in the "MDF.Sponsor" question and leave the H5 question
blank.

Change of global study sponsor
This section allows you to change details of the global sponsor in the EthicsRM form.
If your study was created on the EthicsRM platform
e Please change any details in the "H6" question.
If your study was created on the Online Forms platform and migrated to EthicsRM.

e The old form did not have an equivalent 'global sponsor' question. Please change
details in the 'MDF.Sponsor' question above.
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20. Submit a Response to Request for Further Information

(Provisional Approval)

Submissions that receive a Provisional Approval decision from the HDECs must submit a
response within 90 days to the request for further information, as outlined in the decision
letter.

When a submission receives a Provisional Approval decision, the form submitted becomes
unlocked and is now able to be edited by you. This will ‘invalidate’ any signatures on the
form, but sponsor and locality signatures do not need to be obtained again. The coordinating
investigator and applicant will need to re-sign the response.

Tracked change versions of documents are required when responding to further requests so
the HDECs can view what changes have been made. Nothing in the original submission
should be changed, and this response is considered in addition to the originally submitted
documents. It is encouraged that a cover letter be submitted outlining all the changes
requested and your response.

Responding to a Provisional Approval for an Application submission
Under Navigation, select the question in section H titled ‘Response to Provisional Approval’.

[J Show Inactive Sections

HDEC Application

Section Questions
S. Screenin ) ) ) B ) -
Section g Screening Section Overview Page 1 | Screening Section Page 2

A Study overview Title, summary and overview
B. Study design

C. Value of
Research

Design and Type of Study | Conflicts of interest

Value for Maori | Value for Pacific peoples | Value for other population groups | Equity

D. Recruitment of Inclusion and Recruitment and Informed Study Participants’

participants exclusion criteria Advertising Consent Process | procedures responsibilities
E. Risks to Risks to Adverse Findings Monitoring Serious Compensation for Injury to
participants participants Requiring Clinical Action | Adverse Events Participants
G. Data
Data storage and governance
management

H. Administrative
section

|. Declarations

Study
registration

Applicant and
sponsor details

Supporting
Documents

Response to Provisional

Miscellaneous
g * | Approval Section

Declarations and Authorisation

© Infonetica Ltd 2022 Version 2.5.8.1

Upload all documents that were requested to be amended or provided.
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Response to Provisional Approval @

If your study receives a provisional approval the HDEC may request updated documents. Please
upload both clean and tracked changes versions of any documents here by selecting the box
below.

It is strongly encouraged to include a cover letter responding to each of the HDECs points
provided in the provisional approval letter.

If you are submitting the study for the first time please do not check the box and continue with the
form. The box may be unselected if clicked in error.

Respond to Provisional Approval

Please upload your response to provisional approval documents here.

For ease of use version numbers and dates are not mandatory and the system will accept these.
If these details are required on approval letters please ensure they are accurate before
submitting.

Document Version
Type Name File Name Date Version Size View Delete

Peer
Response to PA 368
P Peer Review  Reviewdoc 18/03/2022 1 Download Delete
Document KB

X

Response to PA 341

P PIS PIS.docx 10/03/2022 2 Download Delete
Document KB
Upload Document

Click Completeness Check to ensure all sections are answered.

Click Submit once complete.

Responding to a Provisional Approval for a Post Approval Form submission

Under Navigation, select the question to open and edit the form.

Go to the Upload Documents section of the form.

Upload all documents that were requested to be amended or provided.

Click Completeness Check to ensure all sections are answered.

Click Submit once complete.

Note: Unlike the application form, Post Approval forms do not have a dedicated section for
responding to requests for further information. The document upload section of the Post

Approval form is appropriate to upload your response. The documents already uploaded
should not be deleted.
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21. Sending and receiving correspondences

Correspondence in Ethics RM is useful for contacting the Secretariat about the particular
submission you are sending the correspondence from, especially if your query or issue
cannot be answered in the FAQ on the HDEC website or contained at the end of this
manual, or the wider documents available such as the Standard Operating Procedures or
National Ethical Standards.

Correspondences can be accessed by selecting the Correspondence tab in a submission.
Message history (both received and sent) will display here with timestamps.

Navigation Documents Signatures Collaborators Submissions Correspondence History

Correspondence

Note: No correspondence found

You can send a new correspondence by selecting the New Correspondence button. You can
also send correspondence using the ‘Correspond’ button on the left-hand side of the
window.

If you receive a new correspondence from the Secretariat, this shows up in the Notifications
tile in your Work Area, as well as a red alert in the Correspondence tab in the submission.

Documents can be attached to correspondence; however the Committee cannot review or
approve anything sent via correspondence and will not be regarded as a post-approval
submission.

Please do not submit additional documents that were not included with your application. If
something has been missed, please recall the application, or contact the HDEC Secretariat
to return the form to you.
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22. Contact someone for help/support

HDEC queries

Please see our General (on our website) and Ethics RM frequently asked questions (page
53) first to see whether your query can be answered. The Secretariat cannot provide
technical support for all account or login issues but can help with HDEC-related queries and
any issues with the forms or escalate to technical support if needed. For queries about a
specific submission, please use the correspondence function in Ethics RM.

Please provide your ethics reference when contacting us and allow for 5-7 working days for
a response:

Email (general queries about HDEC process): hdecs@health.govt.nz
Email (Ethics RM HDEC queries): ethicsrm@health.govt.nz

Please provide your ethics reference or project ID when submitting query. It is helpful to also
include screenshots and a full description of your issue, such as what you did to produce an
error.

Technical Support

Technical support for Ethics RM is available from Infonetica’s IT help desk:

Tel: 0800 634 758 or +64 4 9747675 Assistance is available from 12.01pm to 6pm NZT
Mon to Fri (The Helpdesk is situated in Sydney, Australia).

E-mail: helpdesk@infonetica.net

If the line is busy or if you are calling out of hours please email them at
helpdesk@infonetica.net using the Helpdesk Request template so that they can attend to
your issue sooner. Otherwise, stay on the line and leave a detailed message after the
voicemail.

Please provide your:
o Country — NZ
. Full Name and email address used for login
o Title of project and Project ID (URL and screenshots of the full screen are also useful)
. Short message describing the issue. Please include:
- full page screen shots
- copy/paste the URL from the address bar of your browser
(eg, https://nz.forms.ethicalreviewmanager.com/Project/Index/234207 )
- email address that you used to login into the system (e.g., Mr Test Applicant
(applicant@test.net))
- Identifying details of your project and details of the issue you are experiencing
o If you wish to locate the owner of a study, please provide:
- Project title
- HDEC/SCOTT reference number.

Please keep your contact details up to date in Personal Details (top right hand corner) so
that you can help them help you.
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23. Manage my migrated project from Online Forms

This section relates only to applications submitted prior to September 2021 via the old
Online Forms site.
My study was not migrated over, how do I find it?

If your study does not appear when you log on, please contact the project owner and ask to
be added to the project as a collaborator. If you are unsure who the project owner is or
believe it is yourself and the study is not showing, please email ethicsrm@health.govt.nz
with the study title or reference and the Secretariat will identify the project owner.

Can | create post approval forms for my migrated study?

Yes. All migrated studies are compatible with the new post approval forms. Please see the
standard guidance on creating post approval forms on page 40. You will see red text
displayed at the top that states ‘form is obsolete and cannot be submitted’. This is a
message regarding the read-only status of your original application due to the data migration
and does not prevent you from creating and submitting any post approval forms.

My migrated study was declined, how do | reapply?

As the HDECs introduced the new application form with the launch of ERM on 1 September
2021, the old forms are unfortunately incompatible and unable to be duplicated. You will
need to create a new application. Although many of the questions have changed and new
guestions have been introduced to align with the 2019 National Ethical Standards many of
the answers can be copied and pasted onto the new form.

How do | find signatures/authorisations from the old system?

Any signatures given on a project have been attached to the application’s migration form. To
find these click on the study from the main work area, scroll down to the navigation area and
click on the ‘Authorisation Report’ tab.

Migrated Study Title

Project Tree

& Migrated Study Title

RED MDF - -

Action Reguired on Form Status Review Reference Application Type Date Modified

Mot Submitted MNIA MNiA 01/12/2021 14:10

Navigation Documents Signatures Caollaborators Submissions Comespondence History

Show Inactive Secfions

RED MDF

Section Questions

RED Application RED Data | Supporting Documents | Authorization Report
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The following information for each signature will be displayed:

Authorisations
Autharization Report
Authariser Type
Authoriser
Position Title
On Behalf of
Date and time

Lead Investigator(s) at
locality

Site Namea

Authorization Type

Add Another

Electronic Authorizations History

Date
Autharizer Type

Action

Add Ancther

View As Table

This report can be downloaded or printed by using the ‘View as PDF’ button on the action

menu.

How do | submit a response to provisional approval for my migrated study?

Any submission that was provisionally approved at the time of migration is now since
overdue and would have been withdrawn. A new submission would be required in this

instance.
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Appendix

24. Filling out the HDEC Application Form

Completing the screening questions of the first two pages of the HDEC form will activate
more of the form if your project is determined to be in scope for HDEC review. You must
read and agree to the Disclaimer to display the scope/pathway of your project and proceed
with the rest of the form or out of scope acknowledgement.

Please ensure you have read the HDEC Standard Operating Procedures and National
Ethical Standards before applying to HDEC for review if your study is in scope.

Full vs Expedited HDEC Review

The one HDEC form is used for all applications, regardless of review type (full/expedited).
The answers you provide in the screening questions will determine whether the application
will be reviewed via the full or expedited pathway.

An application assigned to the full review pathway is reviewed at an HDEC committee
meeting. The committee has 35 calendar days from the close of agenda to review the
application and make a final decision. This timeframe may be suspended once for up to 90
calendar days when the committee requires additional information in order to make a final
decision.

An application assigned to the expedited review pathway is reviewed by a subcommittee
comprised of the Chair and up to two other members. This does not involve a physical
meeting of the committee. A final decision must be made within 15 calendar days. This
timeframe may be suspended once for up to 90 calendar days when additional information is
required in order to make a final decision.

To proceed with either of these pathways, click the Proceed option then click Next Page.
My application is out of scope

If, after answering the screening questions, you are confident that your study does not
require an HDEC review based on answers input in the screening questionnaire, then please
approach the research office at your university or DHB to discuss your study and the internal
ethical review process.

If you require formal acknowledgement that, based on your answers, your project is out of
scope for HDEC review, please click Proceed then click Next Page. An automated email will
be sent immediately to the project owner confirming that the project is out of scope based on
the answers of the screening questionnaire.

Please note that if you indicate your project is not health and disability research, you will not
be able to receive an acknowledgement as HDEC only reviews health and disability
research. The acknowledgement is reserved for projects that may require proof it is out of
scope due to uncertainty.
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If more than one or no review pathway displays

Only one pathway should display at the end of the screening form. Occasionally a
combination of answers in the screening form may trigger an incorrect response and two or
zero pathways will appear. If this occurs, please export the application as a PDF (using the
'view as PDF' button on the action menu to the left) and email it to ethicsrm@health.govt.nz.
An HDEC advisor will contact you and advise which pathway to proceed with.

The HDEC Secretariat will ensure the combination is included in the next update to the
screening algorithm so future studies will go via the correct pathway.
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25. Frequently Asked Questions (FAQ)

General HDEC FAQ
The HDECs have a general FAQ available on their website that is updated periodically.

What web browsers are okay to use with EthicsRM?
o Chrome and Firefox are supported browsers for Ethics RM.
o Issues have been reported when using Internet Explorer or Safari with Ethics RM.

Are there any other extra resources to help me with Ethics RM?
. We do have two initial videos available:

- https://youtu.be/0QdYTCioDUo(external link) - step-by-step guidance on account
creation and login, creating, submitting, recalling applications and the main work
area screen

- https://youtu.be/SxxOQVz0HMK(external link) - step-by-step guidance on
sharing, transferring form to colleagues and system 'roles’, creating post
approval items and existing applications from Online Forms.

| accidentally put the wrong version/date on a document. Can | change the

version/date of the document after | have submitted it?

o You will need to immediately recall your submission before it is validated to correct
your submission.

o If validated, you will need to contact the HDEC’s Secretariat immediately (either
through hdecs@health.govt.nz or via the ETHICS RM ‘Correspondence’ tab for the
study) and advise us of your mistake. This can only be updated prior to a decision
letter being sent.

o We will not be able to update any letter sent before this notification.

The HDEC letter has the wrong version number/date. Can you amend this and resend

the letter?

o As the list of documents submitted in the letter has always been automatically
generated based on what you have submitted, we are no longer editing these in
ETHICS RM. However, if a letter is incorrect because of either an ETHICS RM error or
an HDEC error, we can amend those.

Can | change the title of my study?

o Unfortunately, a project title in Ethics RM is unable to be changed once it has been
created.

. The title may be changed on all future letters only by changing the field where the title
generates in the Amendment sub form, or by creating and submitting a ‘Change of
study details’ sub form.

What happened to the old references used before Ethics RM?

o The format for references used prior to our transition to Ethics RM is no longer
available to us and is currently not something we can change. We apologise for any
inconvenience this may cause as some studies may not have clear submission
references as previously used.

The ‘Submit’ button is not showing up for me in my Post Approval Form, how can |

submit?

. Check the ‘Collaborators’ tab and ensure that you have full permission to submit
forms. If the project owner has enabled you for limited access only (e.g., you can view

Page 56 of 58
June 2023 Version 3.0.


https://ethics.health.govt.nz/frequently-asked-questions/
https://youtu.be/0QdYTCioDUo
https://youtu.be/SxxOQVz0HMk
mailto:hdecs@health.govt.nz

or edit the form but not submit it) they will need to revise your permissions using the
‘Roles’ button to grant full access or submit the form themselves.

o If you have permission to submit, you may need to check whether the form needs to
be updated first. You will be prompted to do so if this is the case with a red or yellow
banner stating this.

What does it mean if it says my ‘form is obsolete and cannot be submitted’?

o The system will display this message for applications that were migrated from the old
Online Forms website. This only refers to the migrated form itself — not the application
as a whole.

o Post approval forms can still be created by selecting the ‘Create Sub Form’ action and
will attach to the migrated application.

| have been asked to update the form before | have submitted it, will this remove

anything | have putin so far?

o When a new version of the form is published the system since your form was first
created, it will prompt you to update it. All data entered on the form will be preserved
unless the question itself has been replaced. The update notes will list any significant
changes.

o You can check whether your answers have been removed by clicking ‘Check for
Completeness’.

| have a study that was submitted before Ethics RM was introduced and | need to find

evidence that the study was authorised. Where can | find this?

o You can find this by checking the metadata of the MDF form by clicking the
‘Navigation’ tab, then ‘Authorisation Report’.

| submitted my response to a provisional approval or had my application invalidated

and now | have two versions of my study!

o When a new version of a form is submitted the previous version is archived and kept
on record. Previous versions can be found under the ‘Submissions’ tab for the study.

| have been requested to sign a form but it says it is locked, what does this mean?

. Signing a form should still be possible. Note if you have received a request from a sub
form the signature can only be signed on the sub form itself (and is valid for the study it
is attached to).

My signature is ‘invalidated’ what does that mean?

o Any change to the form will invalidate any active signatures. Please note this includes
when the HDEC publishes updates. If the signature has been invalidated, it will need
to be requested and signed again. Please ensure no changes are made to the form
after a request is sent.

Can | upload multiple documents at once?
. This is currently not a supported feature of ERM. The HDEC Secretariat has requested
the developer include this feature in future update.

My letter has an error! Can this be corrected?

. If your letter contains an error caused by the HDEC Secretariat it can be reissued.
Please use the ‘Correspondence’ button to send a message through Ethics RM
advising of the error and a team member will be in touch.

o If it is a result of researcher error (e.g., the wrong version number or date on a
document) this cannot be changed as it was the document identifier received by the
HDEC at the time of review. Please ensure these are correct before submitting.
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I did not receive my out of scope letter

e Asthis is sent via an automated email immediately following submission of an out of
scope pathway application form, users may find this email in their spam or junk folder
in their inbox from a no-reply address.

e |If you are still unable to find it, you can email the Secretariat or send a message via

Ethics RM and outline that you have been unable to find it in any of those folders and
request a version they can provide to you.
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