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Overview of Online Forms - HDEC or SCOTT Applications
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1. Create an account in Online Forms

Online Forms 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).

Steps

1. Goto Online Forms
(www.ethicsform.org/nz).

Then click “Create Account” in
the main menu bar.

2. Enter your details, choose a
password, and click “Register”.

Note that the email address you
enter here will be your
username in Online Forms.

3. An email containing a web link
and an activation code will be
sent to the email address you
have entered.

Once you have received the
activation code, click on the web
link, enter the activation code,
and click “Submit”. The text
below should appear on screen.
Click as indicated to log in.

Your account has been activated. Click here to log in

Screenshots

4 "> Online Forms

Welcome to NZ Oniine Forms

Confirm Password .

Password must be.
atleast 1 of which must be & number.

5816 Characiers

Fax

Fa—
La)
« N NewZealand
Online Forms
‘ for Research
LOGIN CREATE ACCOUNT HELP CONTACT US
® Create Account
Title Mr Mailing address 1 the Terrace
Forename Rohan
Surname Marphy
Organisation Ministry of Health Suburb/Town wellington
E-mail Address e
zph; PostCode 6011
(User Login) AR
Confirm E-mail rohan murphy@moh.govt.nz Country
Password esecncesens Telephone Number

‘ New Ie.alam
Online Forms
‘ for Research

LOGIN  CREATEACCOUNT  HELP.

® Activate Account

CONTACT US

1hodstiwnl£130555ygondum]

An email containing your activation code has been sent to the account that you registered with
Please enter your account activation code in the box below to activate your account
It you are having problems activating and accessing your account please contact our [T help desk
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2. Log in to my Online Forms account, and manage my account
details

Steps Screenshots

1. Goto Online Forms <5 i roms , o
(www.ethicsform.org/nz).

Enter your Online Forms
username (i.e., your email
address) and password.

Click “Submit”.

2. Your screen should look like this.

i®

Your name and email address
appear at the top right of the
screen.

Click on “My Account” to view or
change your account details,

including your password.

3. If you wish to save any changes 2\ G Forms : 8 et
you have made to your account
details, enter your current
password and click “Save”.

» B Account

4. To log out of Online Forms at any <X i Farms - ;_3

stage, click “Logout” on the top
right of the page.

= My Projects.

— R J oo o e |
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4. Create, Edit or Delete Contacts

Create a contact in the database

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

Steps Screenshots
1. Toadd a new contact into your N oz R S
. Online Forms
personal contact database click N
on ”My Contacts" in the main HOME  MYPROJECTS MY CONTACTS HELP  CONT CTUS
. . Add New
menu bar and choose option QLIS ———
“Add New”. L
- T_’a”“’:‘l?’“:t“;()”) Projscts | Requests for Authorisation | Transfer Requests |
5 Approved Projecs
0 o Frosets (14)

2. Enter contact details and click
llAddlI. -‘"V(T:‘i“: )

Import contacts from Qutlook

Steps Screenshots

1. Toimport contacts from Outlook you must generate an Outlook.csv file:

Go to Contacts in your MS-Outlook.

Select File ->Import and Export from the Main Menu bar. A new window will appear.
Select Export to a File from that window. Click Next.

Select Comma Separated Values (DOS). Click Next.

Select the Contacts folder. Click Next.

Select the location where you wish to save the exported file. Click Next, then click Finish.
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Steps Screenshots
2. Click on “My Contacts” in the N i R I
main menu bar and choose N Online Forms

option “Import Contacts from
Outlook”.

Click the Browse button to find
and select the exported file from
MS-Outlook with contacts, click
Open and then click the Upload
File button

3. To upload the entire list, click on
the “Select All” link to ensure
that all boxes are checked, and
click “Upload File”.

To upload selected contacts, use
the “Deselect All” link to uncheck
the boxes and check the boxes to
mark the contacts to save, then
click “Save selected contacts”.

HOME

MY PROJECTS

MY CONTACTS ~ HELP CONT: CT US

Add New

Im ontacts fi

Your Contacts Database alloW olleagues contact details.

Contacts that are created and saved here can be inserted into any Form wherever you see the "insert contact” icon @

Contacts | Upload Outlook Contacts

Choose file to upload: @

|| Browse..

Select All Deselect All

Upload File

Cancel

Choose file to upload: (i

Browse

Select All Deselect All

Dr Jon Who - Hospital X jwho@fake.com

Mr Jon Mann - Hospital M jon. mann@hosp.com

[C] Mr waine rusev - Hospital M w.rusevi@fake.com

[T] Mr Clive Stefchov - Hospital M ¢ stefchov@hosp com
[Tl Ms Tina Long-Johns - Hospital S tina lj@fake.com

Mr Quinn Taylor - Hospital B g.taylor@hospital.com

Upload File Save selected contacts m

Edit a contact

Steps

Screenshots

1. To edit a contact click on “My
Contacts” in the main menu bar,
then click “View” on the contact
you wish to edit.

A New Zealand ~
A™ Online Forms

for Research

HOME  MYPROJECTS MY CONTACTS ~HELP  CONTACTUS

= My Contacts

Your Contacts Database allows you to create and store your colleagues contact details
Gontacts that are created and saved here can be inserted into any Form whereuer you see the “insert contact’ icon §

Contacts

Filterby First Name hd

Name Position Organisation Action

View Delste

View Delete

Ms Sarah Delgado Administrator Ministry of Health Delste
1t Rohan Murphy WManager Ministry of Heatth View Delete

Add Contact Upload Outlook Contacts
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Steps

Screenshots

2. Click “Edit Details”.

Enter details and click “Update”
to save changes.

HOME  MYPROKCTS MYCONTACTS HELD  CONTACTUS

Tale Ms Address 1 The Tenace

Igaco@mah gout nz

Delete a contact

Steps Screenshots
To delete a contact click on “My N oo R 'S
” . Online Forms
Contacts” in the main menu bar,

then click the “Delete” link by
the contact you wish to delete.

You will be asked to confirm the
deletion before the contact is
actually deleted from the
database. Select OK to continue.

HOME  MVPROJECTS MY CONTACTS HELP  CONTACTUS

= My Contacts

Your Contacts Database allows you to create and store your colleagues contact details

Contacts

Contacts that are created and saved here can be inserted into any Form wherever you see the “insert contact” icon a

Fiterby [Frstiame <]

Name Position

Ms Sarah Delgado Administrator

1 Rohan Murphy WManager

Ministry of Health
Ministry of Heatth

Add Contact Upload Outlook Contacts.

Organisation

Action

View Delste

View Delete

View Delete
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Populate contact details into a form

Steps Screenshots

1. Once acontact is in your contact
database you can quickly fill in
contact details in a form by
clicking on the “Add contact
details” icon in the form.

1. This will open up your contacts
database.
Click on the contact you would
like to add into the form.

£ @ ” A% 00

2. This will open up the contact
details.

Click “Copy contact details into
the form”.

For instructions on how to
complete the form please refer e
to section 6. )

* s H» © o
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5. Manage Project Categories

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

computer filing system.

Steps Screenshots
“« H ” H A
1. Under “My Projects” click on P s »
Online Forms
“" . ” for Re h
Manage Categories”. e
= [ Project Categories
Projects |  Requests for Authorisation (4) |  Transfer Requests
g
#  Not named yet MDF 12/09/207)
4 Mot named yet HDEC 12/09/201|
+  Not named yet MDF 11/09/207)
#/  Not named yet MDF 10/09/201|
+  Not named yet HDEC 23/08/201
+  Not named yet HDEC 09/08/201)
4 Mot named yet HDEC 27071201
+  Testing HDEC 09/07/201)
2. You will see a default folder N Nz »
“ . ” > Online Forms
called “New Projects” where

your projects will be stored.

To add a new folder, click on
“Add Category”.

3. To name the new folder you
have added click “Edit”.

You can delete a folder by
clicking “Delete” but only if you
do not have any projects stored
in it.

4. To move a project into a new
folder, expand the folder the
project is stored in, by clicking
“+” and tick the project(s) you
would like to move.

Then select the folder you want
to move the project into, from
the dropdown list at the bottom
of the screen, and click “Go”.

HOME MY PROJECTS MY CONTACTS HELP  CONTACTUS  ADMIN
m Manage Categories

Category name

+  Mew Projects Edit Delete

Add Category [| Move selected forms to category: New Projects ¥ Go

)\ New Zealand n
A Online Farms
‘ for Research

HOME MY PROJECTS MY CONTACTS HELP CONTACT US ADMIN

m Manage Categories

Category name

4 New Projects Edit

4 Mew Category

Add Category | Move selected forms to category: New Projects ¥ Go

HOME  MYPROIECTS  MYCONTACTS HELP  CONTACTUS  ADMIN
& Manage Categories
Now Projacts Edit Delsta

Het named yet
@ ot named yue
11 Mot named yet

Het named yet
Hot named yet
Hot named yt
Hot named yet
Mt named yet
Mot named yet
Mot named yot
Hot named yot
Het named yet

Mot named yet

s MDFs Edt Delete

Add Category | Move selected torms to cated

2 Crief
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6. Create a new project

A project consists of:
e one main form (which can be an HDEC form, a SCOTT form, or a Minimal Dataset Form), and
e any number of post-approval forms.

Steps Screenshots
1. Goto “My Projects” in the main O = . 0 N
menu, and select “Create New - __
Project”.
Or, if you are already in the My
Projects screen, simply click the
“Create New Project” button.
2. A new project titled “Not named O e > e it
vet” will appear. e e TS ]
3. Aproject has two levels of tabs —  [=netnamedvet
the project-level tabs and the e
form-level tabs. T s
!;. [ Project Filter | Transfer Manage Email Notifications | !
The four project-level tabs allow - 14 he o submit
you to control the project as a e
Whole and Wi" Only be Visible a Minimal Dataset Form (MDF) for a study that was originally submitted to an HDEC or SCOTT prior to 1 July
when “My Project” is selected in
the project tree at the left of the
screen.
e  The “Project Filter” e Inthe “Manage” tab you can duplicate or delete
determines the type of form a project (refer to section 15).
(HDEC, SCOTT or MDF). e In “Email Notifications” you can nominate who

e  The “Transfer” tab is used to
permanently transfer a
project to another user
(refer to section 8).

you wish to be included in email notifications
from HDECs or SCOTT (refer to section 16).
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Steps

4.

The six form-level tabs relate just
to the main form, not to the
project as a whole and will only
be visible when the form type
(i.e. HDEC, SCOTT or MDF) is
selected in the project tree at
the left of the screen.

e  The “Navigate” tab contains
the form (refer to section 6).

e  The “Documents” tab allows
you to attach relevant
documents to your form
(refer to section 7).

e  The “Transfer” tab is used to
temporarily transfer the
form to another user (refer
to section 8).

e Inthe “Authorisation” tab
you can request electronic
signatures from the Cl,
sponsor etc. (refer to
section 10).

Screenshots

= Not named yet

PN, Mewzes
A" Online Forms
X b

l lavigate Documents Transter Authonisation e-suomission |  Post-approval

m or cick on the numoer for a specific section

SCREENING QUESTIONNAIRE

RESEARCH AND STUDY TYPE

MAIN CRITERIA

In the “e-submission tab” you can check your
application is complete prior to submission (refer
to section 9), submit for review (refer to section
11) and monitor the progress of your submission
(refer to section 12).

The “Post-approval” tab allows you to create Post
approval forms to submit amendments, progress
reports etc. (refer to section 18).
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7. Complete the form

How to complete a form

The “Navigate” tab is available on all forms (HDEC, SCOTT, MDF and PAF). It allows you to navigate
through the form either by question number or page number. Inactive questions are shaded blue and
cannot be clicked on. Active questions have a white background and clicking on them will take you
directly to those questions in the form. Certain questions are activated or deactivated depending on your

answers to the questions in the form, so not all 88 pages of the form will be active. The form does not

need to be completed in one session, as the system will save your progress every time you finish a page.

For guidance on the HDEC form screening questions please refer to the Appendix (on page 42).

Steps

1. Tofill out the form — open the
project and go to the “Navigate”
tab.

Click here to begin
completing/reviewing the form
or click on the question number
for a specific section.

2. This will open up the form.

To return to the view above click
on the “Navigate” icon.

To move through the form, click
on the previous and next arrows,
or on the page numbers in the
centre of the screen.

To print a PDF copy of your form,
click “Print Draft”.

To mark a page as incomplete,
click “Incomplete”.

Screenshots

» O,
Online Forms T P ere————

MOWL  MYMOACTS  MYCOMIACTS WP  COMTACT US

* Not named yet

HOME  MYPROJECTS MY CONTACTS HELP  CONTACTUS

= Not named yet

Form Type:  HDEG
Reference:  None
Farm Section: RESEARCH AND STUDY TYPE

signatures:  None

A =

Al -

Navigate Print Incomplete
raft

Page: 10f88 |_| " O O

117 18 2023 24 29 36 37 48 S=vz Unde Previcus Ned

These screening questions will help determine whether
0 Dieal

eview is required for yeur study. They are based on the rules contained in section three of
the Standard Ogerating Procedures for Health ant hics Committ

Don't hesitate te contact us if you'd like help answering these questions, or any athers in the HDEC form

A. Health and disability research

Will your study aim to improve health and independence outcomes?

OYes
OMo
sa Page: 10f 88 He91©C ©
naviate print Incomplete Mz HDEC Form save Undoflprevicus Net
-
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Full vs. Expedited 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. Page 10 of the form states the review pathway your application will be assigned to.

A s Page 10 of 88 e 0o A = Sage 10 ¢t oo

vvvvvvv

HOEC Review Type.
o

Exp. tudy il be reviened by the expedited review pathvay descrbed at se

He® © © ~ = oo

Page 10 0f 83
HZ HOEC For T s

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.

My application is out of scope

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

If you are unsure of why your study is out of the scope of HDEC review, or if you require formal
acknowledgment of this, then you are welcome to continue completing the questions in the form, by
clicking “Next”, and then submit your application.

Page 10 of 88

Page: 10 0f 88
NZ HDEC Form
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8. Upload study documents

How to upload study documents

Online Forms allows you to attach study documents (such as protocols, investigator’s brochures, and
participant information sheets) to your application for HDEC or SCOTT review. Mandatory documents

must be uploaded before you can submit the form to the review body.

Steps

1. Open the project and click on the
“Documents” tab.

Note that this form-level tab will
only be visible when the form
type (HDEC, SCOTT, or MDF) is
selected in the project tree at the
left of the screen.

Two sub-tabs —“List” and
“Upload” — will be visible.

2. Inthe “Upload” sub-tab, select
the document type you wish to
upload from the drop-down list.

Enter a version number, date and
description for the document.
The details you enter here will
appear in the letters you receive
from HDECs/SCOTT.

Click “browse” to find the
document on your local drive,
then click “Upload File”.

3. This will take you back to the
“List” sub-tab, which will now
display the document you have
just uploaded.

Return to step 2 to upload
another document.

Click “View / Manage” to view or
delete the document, or to
replace it with an updated
version.

Screenshots

& P Mt gy 0373 5

»
N Online Forms

N
“ Online Forms

HOME  MYPROJECTS  MYCONTACTS  HELP  CONTACT US.

» Not named yet

Navgate | Documents | Transter | Auhonsation | e-Submemon | Post-appont
HoEC

Online Forms
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Steps Screenshots

4. Note that if you upload a new
version of the same document,
the old version remains in the
Online Forms system (unless you
delete it yourself). o

AN
N Online Forms

However, only the most recent
version will be submitted with
your application.

Mandatory Documents

Documents such as the protocol and CV for Co-ordinating Investigator must be uploaded with every
application, while other documents become mandatory depending on the answers you give in the form.

Document type Mandatory for Mandatory for
HDEC? SCOTT?

Protocol Yes Yes

CV for Co-ordinating Investigator (Cl) Yes Yes

CVs for other Investigators No Yes

Evidence of favourable peer review Yes (if “no” at -
a.8.1)

Investigator’s Brochure Yes (if “yes” at Yes

Participant Information Sheet/Consent Form (PIS/CF)
PIS/CF for persons interested in welfare of non-consenting
participants

Surveys/questionnaires

Evidence of sponsor insurance
Evidence of Cl indemnity

“Declined” letter for previous application in respect of the same (or
substantially similar) study
Covering letter

GMP certification for manufacturer
GMP certification for packer
Sample labels

Site (re)certification(s)

Other

a.8.1)

Yes (if p.3 enabled)
Yes (if “yes” at
p.1.5)

Yes (if “yes” at
r.2.3.1)

Yes (if “yes” at
r.1.7.1.2)

Yes (if “yes” at
r.1.7.1.2)

Yes (if “yes” at
a.7.2)

Yes (if “yes” at
a.7.2)

No

Yes (if “yes” at
1.7.2)

Yes (if “yes” at
1.7.2)

Yes

Yes

Yes

No

No

Are there any restrictions on the type or size of study documents I can upload?

Only files smaller than 32MB can be uploaded.

You can upload any file type you wish into Online Forms — but if we can’t open it, we can’t review it. For

this reason you should only upload common file types such as PDF and MS Office formats.
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9. Transfer a form to another user

Transfer a form temporarily

You can transfer a form temporarily if you would like another Online Forms user to review and make
changes to your form. Only one person can edit a form at a given time.

e The recipient of a transferred form must have an account with the Online Forms website.

e Do not transfer a form if you are only seeking authorisations, for this please refer to section
10.

e The recipient of a temporarily transferred form is able to edit only the form that has been
transferred. For example an application or a post approval form.

e The recipient of a temporarily transferred form cannot submit or create new forms — only
edit the existing and transferred form.

Steps Screenshots

= medium size study

1. Open the project and
click on the “Transfer

Form Type:  HDEG

Reference:  13/NZTest/26

H I 2 b Form Section: NA
Fo rm Te m pora rl y ta . Signatures: This form is attached with electronic signatures, any changes to the form will invalidate the signatures.
Please make sure the — Ravgate” | Documenta | _TrnstrForm Temporarty | Autorastion” | sSui Postappon
: o [ Pl e e+ ST
form is selected on the e e ot 2o herecpent mut e an acount on th ol orm systern

This option is for transferting a Form to a collaborator: this will be a temporary transfer only

Ieft of th e screen. To transfer the Form permanently. go to ‘My Project

Recipient's e-mail
joe.blogs@research.co.nz

Include personal message: @

Enter the recipient’s B o presse acoep s cxmmstes,
email and click “Transfer
to User” L
* Transfered From Transfered To Trand
Please note that the No Transfers to display

recipient of a transferred
form must have an

account with Online * SOW4 UAT7
Forms first. e Fostasresl

Reference: 14/NZTest/44/AMO2

Faoi no N

Signature: None
Automated emails are

£ wy Project Havigate Decuments Transfer Form Temporarily -Submission
generated advising the Phense rtr e it e-ma addms i the b e
< & Post-approval Forms In urrdralfrlru‘ Ll:n::ell‘:‘;f)nr:w: Iu;an‘e i |aaf:‘.is:‘jz‘rgc.zg?| m;sai ‘I'::‘e :‘V;‘:Klt‘::.l:r:nmt‘re online form system
recipient and owner of e e e s e
) = Recipients el

the actions taken at S—

Include personal message: @

various stages of the

transfer.

Mo Transfers to display

e Note: to Transfer a Post Approval Form you must select the Post
Approval Form on the left hand side of the screen and then follow
the Temporary Transfer steps.

e  This will only transfer the Post Approval Form.
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Steps

You will have access to a
read-only version of the
form while it is in the
control of another user.

2.

You can retrieve the
transferred form at any
time by clicking on the
“Retrieve Form” button.

The transfer actions are
listed in the transfer
history.

Transfer a project permanently

Screenshots

chec with sisctonsz saturse, any changes 1 the form i
Hogue | Documenis
This form s been ransh

eclusa persenal message: @

T Y o i usar's accoust e wsar vl 1o enges have

Auhonasion | aSubmasion | Pastaprol

accass 1o the ). click the Fetrers Form Eultan,

> Retriewe Form <<

My Gonten Chani

‘Commnts Wi Asoasd

Raauested Trmale D1sRIM 0113 PH

You can transfer a project permanently if you would like to give somebody else full and permanent

control of the project.

Once the form has been permanently accepted by the recipient you will no longer be the owner of the

form and the person to whom the form was transferred will have full access to all management functions,

such as being able to transfer the form to other users or to submit the form.

Steps

1. Open the project and click on the
“Transfer” tab.

Note that this project-level tab will
only be visible when “My Project”
is selected in the project tree at
left of the screen.

Please note that this transfer tab
is different to the one shown in
the previous page.

Enter the recipient’s email and
click “Transfer to User”.

Automated emails are generated
advising the recipient and owner
of the actions taken at various
stages of the transfer.

Please note that the recipient of a
transferred form must have an
account with Online Formes first.

Screenshots

= medium size study

Form Type:
Reference:  13/NZTest/26

Form Section: /A

signatures:  None

e ()
= HDEC
Prapact Fibar

] ey

Please enar

it

Resipint’s e mak

)

Project Filter |  Transfer Project Omership Manage Email Notifications

Please enter the’ 2 X below
In order to transfer the form to an e-mail address the recipient must have an account on the orli
This option is for transferring a form to a collaborator

Recipient's e-mail

Include personal message: @

>> Transfer To User <<

Transfered From Transfered To

No Transfers to display

i Projct Oweestip | Managn | Emal Hovcations

cipients emal aiiess i the bux below

ent must s an sccourt o the oek om sstam.

Tromsiered from Tramsfered o transfer Acton.
Commante e Asgsard i Gonon Chariey Pemanetly Tinskred

Commande e Angaand i Gordon Charey Form Accepisd

Commanier i Angeard i Gerdon Chimiey Reuested Trarsie 200 0150
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Steps

Screenshots

3. Once the recipient has accepted
the form, click on “Permanently
transfer this form”.

4. Click OK.

Please note that this will
permanently transfer the project
and you will not be able to
retrieve it.

Once transferred the project will
disappear from your existing
projects.

Project Filter |  Transfer

This form has been transferred to another user. To retrieve the form from this user's account (the user will no longer have access to the form). click the ‘Retrieve

Include personal message: @

Message from webpage ===

o RAn o T @ :x:r;,ou sure you want to permanently transfer this project to another

Warning: selecting OK will permanently transfer the project and you
will not be able to retrieve i
To permanently transfer this form to another user, click the 'f|

S

>> Permanently transfer this form <<

Transfered From Transfered To Transfer Action
Ms Sarah Delgado Patriarch Gl Joe Form Accepted
Ms Sarah Delgado Patriarch Gl Joe Requested Transfer

Project Filter |  Transfer

This form has been transferred to another user. To retrieve the form from this user's account (the user will no longer have access to the form). click the ‘Retrieve

Include personal message: @

Message from webpage ===

o RAn o T @ :x:r;,ou sure you want to permanently transfer this project to another

Warning: selecting OK will permanently transfer the project and you
will not be able to retrieve it
To permanently transfer this form to another user, click the 'f|

Include personal message: @ Cancel
ncel

>> Permanently transfer this form <<

Transfered From Transfered To Transfer Action
Ms Sarah Delgado Patriarch Gl Joe Form Accepted
Ms Sarah Delgado Patriarch Gl Joe Requested Transfer

Find forms that I have transferred to other users or that others have transferred

to me

Steps

Screenshots

1. Goto “My Projects” in the main
menu, and select “Transfer
Requests”.

Or, if you are already in the My
Projects screen, simply click the
“Transfer Requests” tab.

Two sub-tabs — “Recipient” and
“Owner” — will be visible.

2. The “Owner” tab keeps a
history of all forms that you
have either temporarily or
permanently transferred to
other users.

Manage Categories

)\ Hew Zealand ~
A7 Online Forms

for Research

HOME MY PROJECTS MY CONTACTS HELP CONTACT US

Edsting Projects

Create New Project
Requests for Authorisation 5

reate New Project
Transfer Requests

Manage Project Cateqories Projects | Requests for Authanisation (1) | Transfer Requests
L Approved Projects (U)
RECIPENT | OWNER

There are no new requests for transfer.

L. Old Projects (14)

T Paakich OLint [eersp— movan 5z
Testng permance e Form Acceea 4T 1108
[— UT T Form Ratrars WO U

= oy
L] Basace Glns
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Steps Screenshots

3. The “Recipient” tab displays
forms transferred to you by
other users.

To accept a pending transfer -
click on “Accept Application”.

4. TO return a form to |ts owner go HOME ~ MYPROJECTS MV CONTACTS HELP  CONTACT US
into the form and click the  Not named yet
“Transfer” tab. Form Type: MDF

Reference; None

Form Section: N/A

Then click the “Send back” Soretures: Mo -
=1 £53 My Project Navigate Documents | Transfer Autharisation e-Submission
button. i _
This Form has been transferred to you by Mr Rohan Murphy. You may edit and print this f

. . Include personal message: @
Once returned the project will 3
disappear from your existing >
projects. Ce——
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10. Check for Completeness

It is important to check for completeness before you request authorisations, to make sure you have

answered all the questions in the form.

Steps

1. Open the project and click on the
“e-Submission” tab.

Note that this form-level tab will
only be visible when the form
type (HDEC, SCOTT, or MDF) is
selected in the project tree at the
left of the screen.

2. Click on “Check for
Completeness” to identify
missing information from your
application. Any outstanding
items will be listed.

You must then go back to the
relevant tabs to complete all
mandatory questions and upload
documents before requesting
authorisations.

3. Once the application is complete,
the check for completeness will
say “Form is complete and ready
to submit”.

You should now obtain
authorisations.

Screenshots

W e
A
™ Online F.DuIIjIIﬂS

HOME  MYPROIECTS  MYCONTACTS  HELP

CONTACTUS.

# Test application

'SCREENING QUES TIONNAIRE
RESEARCH AND STUDY TYPE
WA CRITERA G
EXEWFTIONS
meLUsons racs
HOEC REVEW
HDEC - () Administrative saction
a1 Tile and summary il
Az
ey
as1
Hosgate | Documents | Tumsler | Asthosssion | ¢ Submssan | Postapproml
Check for Completensss
A chack for complatiess must be pedormad sach i et spgicat andat ecuments 3nd ARGR3ILORE have be d e
- ardng 2 9
Proceed to Submissiontistory
This sacton sllows you 10 Jubt an slectionic SubmYENON 9 manon vt sl daghay the Submssion

« : Online Forms

Test applcation
s
s e gain—]~Gocumert ] o] Autrasion |+ ubrmasin | Pasbappr
o
[ To——
Chock For Complatoness @
4 Subisontstony it il o e b
Submission Data o <
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11. Request or Grant Authorisations

What is an authorisation?

Electronic authorisation replaces an 'ink' signature for the Co-ordinating Investigator, Other Investigators,
Primary Contact Person, Sponsor, 3rd Party performing sponsor’s duties or functions in NZ, Locality and
Other on forms generated on the Online Forms system. This avoids the need to take or post paper copies
of forms to the various individuals who need to authorise the application forms. More than one electronic
authorisation may be requested at the one time, though the persons authorising the form must have an
Online Forms account.

You should obtain authorisations only once you are confident the form is complete (see section 9).

Please note that any changes made to the form will invalidate the authorisations that are in place, but
uploading extra documents will not invalidate these.

Mandatory authorisations

Mandatory authorisations must be obtained before you can submit the form for HDEC review; however
you can request non-mandatory authorisations (e.g. locality authorisations) at any time.

Authorisation type _Mandatory prior to submission?
Co-ordinating Investigator (Cl) Yes

Other Investigator No

Primary contact person Yes

Sponsor Yes (unless “no sponsor” at a.5.1)
Third party performing sponsor’s duties or functions in NZ Yes (if “yes” at a.5.3)

Localities No

Other No
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How to request authorisations

Steps Screenshots

1. Open the project and click on the
“Authorisation” tab.
Note that this form-level tab will
only be visible when the form
type (HDEC, SCOTT, or MDF) is
selected in the project tree at the
left of the screen.
This tab will list all the electronic
authorisations that are available
for that particular form.

2. Select the relevant type of
authoriser and click “Request”.
Enter the email address of the
authoriser and include a personal
message if necessary. Click the
“Send Request” button.

Please note that the authoriser
must have an account with
Online Forms.

3. As the author of the form you will W, Ehtoms ttbrzton st s
receive automated emails .
advising you of the progress of
your authorisation request.

can Delasdo

(@ | Electronic Authorisation Given

Online Forms to° Ms Sarah Delgado
—

Dear Ms Sarah Delgado

=
fracricron o1 Jo= has given electromic suthorisation as Loeality for Project "Test applicacion”)]

If you need further help or assistance pleass e-mail us at: helpdeskBinfonetica.net or phone 0800 634 758 or +64 4 974 7675.

Regards
HDEC-5COTT For:
https://ethic:

This is a system-generated e-mail. Please do not reply.

4. Once the authorisation is given, a
green tick will appear next to it.
An authorisation history at the
bottom of the page keeps a
record of all authorisation
requests. You can also print an
authorisation report for your
records.
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Steps Screenshots

5.  You can recall an authorisation e o |-t e
request by clicking the “Recall”
button.

6. Youcan also revoke an s o s e e e e
authorisation that has already — T
been granted by clicking the [
“Revoke” button.

How do I authorise my own study?

If you are the Cl or primary contact person you may need to authorise your own study.

Steps Screenshots
; Lo i e ]
1. If you need to authorise your -
own study you can do so by - mamne

clicking the “Sign” button.

et bmgeren e sty o 3 ety

2. Enter your username and
password and click “Sign”.

Tomauest mthoeea and sakng o 09 110
ek or
Autharisaon ypes wl sy bn

e ey Aetcaar (Orgarsaion Name o bt Harme)
e i lctic auhonsat

Erint ulhoisdton 5gor

L ntigators) 3 Locably (O e s e Localiy
‘Audbonzation enly)

Locaily

Omar
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I've been asked to authorise a study - whatdo I do?

If you receive a request for electronic authorisation with an incorrect research personnel title

(authorisation type), reject the form and immediately notify the owner of the request.

Steps

1. If you have been asked to
authorise a study, you will
receive an email with a link to log
in to Online Forms.

2. Once you log into Online Forms,
in the main “My Projects” page
click into the “Requests for
Authorisation” tab.

Any outstanding requests for
authorisation will be displayed
under the “Requests” tab.

Click “Open Request” to review
and sign the form.

3. Click the “Review Requested
Form” button to check the
information in the form in a
read-only format.

4. Navigate through the form by
clicking the Next and Previous
arrow buttons.

After reviewing the form, click
the “Navigate” icon and then
click into the “Authorisation” tab
again.

Screenshots
( € ) Online Forms Electronic Authorisation Request
Online Forms to Ms Sarah Delgado
Nt

Dear Ms Sarah Delgado
Hr Rohan Murphy is recuesting that you give electronic suthorisation as Sponser for Project MTesting'.
Personal message:

Please authorise my study.

IPJEaﬁE login at https://ethicsTorm.org/ne £o accept this reguest. I

If you nee d further help or assistance please e-mail us at: helpdesk@infonetica.net or phone D300 634 758 or +64 4 974 7675.
Regards
HDEC-SCOTT Form

hrtpsi//ethicsforn.ora/ng

This is & system-gemerated e-wsil. Flease do not reply.

*
“ Online Forms

HOME  MYPRORCTS  MYCONTACTS WP  CONTACTUR

 Testing

HOME  MYPROJECTS MY CONTACTS HELP  CONTACT US

u Testing

Form Type:  HDEG
Reference:  None
Form Section: RESEARCH AND STUDY TYPE

Signatures:  None

~ = Page: 1 of 88 (Read Only
=

e ©o

Previous Mext

print Incamplete
raft

eview is required for your study. They are based on the rules contained in section thres of
hics Comm

These screening questions will help dstermine whether H
the Standard Operating Procedures for Health and Disat

Don't hesitate to contact us if you'd like help answering these questions, or any others in the HDEC form

A. Health and disability research

Will your study aim to improve health and independence outcomes?
®Yes
OMo

Page: 1 of 88 (Read Only}
NZ HDEC Form
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Steps Screenshots

5. Inthe “Authorisation” tab - Click
the “Authorise Form” button to
generate an electronic signature.
(Alternatively, click the “Reject
Request” button if for some
reason you cannot sign the
form).

6. Enter your username and
password. Also enter the
Authoriser (this may be the
Organisation Name or
Individual's Name) and the
names of the Lead Investigator(s)
at the Locality (this field is for
Locality Authorisation only) - this
information appears when you
generate an authorisation report. =

Then click the “Sign” button.

7. A history of all electronic
authorisations you have
previously granted/not granted
will appear under the “Signed”
tab.
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12. Submit a form

Once you have completed the form, uploaded the relevant documents and obtained all mandatory

authorisations you must submit your application to HDEC or SCOTT.

Steps

Open the project and click on the
“e-Submission” tab.

Note that this form-level tab will
only be visible when the form
type (HDEC, SCOTT, or MDF) is
selected in the project tree at the
left of the screen.

Click “Check for Completeness”.

Once the application is complete,
the check for completeness will
say “Form is complete and ready
to submit”.

Click “Proceed to
Submission/History”, and then
click on the “Submit to HDEC”
button that appears below.

Screenshots

“k Online Forms

HOME  MYPROIECTS  MYCONTACTS  HELP

# Test application

Vougate | Documents | Transier | Authonsabon

‘SCREENING QUES TIONNAIRE
RESEARCH AND STUDY TYPE

AR CRITERSA oG
EXEMPTIONS

meLusans Hans
HDEC REVEW

HDEC - () Administrative saction

a1 Talo and summary LidALs

22 Clject, phase and design

A ':‘ Online Forms

L= Navgatn | Dacumarn

(Check fes Complateness
Jrepp——

=
L .
4, Online Forms o 1

» Test apphcation
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Steps Screenshots

4. Once submitted a submission
code will be generated and you

will be able to track the progress - —
of your application (refer to e ——————— §
section 12). —

Can I 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 (see
section 13).

To what committee has my application been submitted to?

For HDEC applications submitted for full review you will have the option to have your application
reviewed ‘as soon as possible’ or ‘as near as possible’.

As soon as possible - will be assigned to the next available HDEC meeting regardless of location.

As near as possible - will be assigned by the secretariat to the HDEC that meets nearest to the Cl.

HDEC applications submitted for expedited review will be assigned by the secretariat to the HDEC nearest
to the CI.
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13. Follow the progress of my submission and view
correspondence from HDECs/SCOTT

In the e-submission tab you can monitor the progress of your application through the key stages in the

review process and view correspondence from HDECs and SCOTT.

Steps Screenshots

1. Open the project and click on the
“e-Submission” tab.

Under the section titled “Proceed
to Submission/History” - Click on

the “+” to expand the history.

To view correspondence for a

Post Approval Form you must go e
into the e-submission tab of the e
Post Approval Form itself (not in
the HDEC, SCOTT or MDF parent
form).
2. The submission history table will Sowmrre——
allow you to monitor the -
progress of your application. e e

3. Letters from the HDECs can be — _ _ _

downloaded from the documents
table.

Recall Subemimsion
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14. 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
(i.e. the submission is awaiting the committee secretariat to upload the application). If your application

has been successfully recalled you may amend the form, upload/amend your supporting documents and
request authorisations prior to re-submitting the application.

If you are not able to recall your application and would like to withdraw your application at any time,
please contact the secretariat at hdecs@moh.govt.nz or on 0800 4 ETHICS.

Steps

1.

Open the project and click on the
“e-Submission” tab.

Note that this form-level tab will
only be visible when the form
type (HDEC, SCOTT, or MDF) is
selected in the project tree at the
left of the screen.

Once in the e-submission tab
click the “Recall Submission”
button at the bottom of the

page.

Screenshots

Pl
~

Online Forms

‘SCREENING QUESTIONNAIRE
RESEARCH AND STUDY TYPE

AN CRITERSA

EXEMPTIONS

WCLUSONE

HOEC REVEW

HDEC - (&) Administrative section
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15. Duplicate or Delete a Project

The Manage tab allows you to duplicate the information in an application into a new project or to delete
an entire project.

Steps Screenshots
1. Open the project and clickonthe | o 5/ o - 0 .
~ S .
“Manage” tab. L

= Not named yet

Note that this project-level tab
will only be visible when “My
Project” is selected in the project =
tree at the left of the screen.

2. Todelete the project, click
“Delete Project”.

B et "
“ Online Forms ©

HOME  MYPROECTS MVCONTACTS MEP  CONTACTUS

A pop-up window will appear.
Click “OK” to delete the project

permanently. (=3

Once the project has been

deleted you will not be able to R
retrieve it.

3. To duplicate the project, click
“Duplicate Project”.
If the project includes post-
approval forms, and you'd like to
duplicate these too, make sure
that the check box is ticked
beforehand. Otherwise, leave it
unchecked.
A pop-up window will appear.
Click “OK” to duplicate the
project.

.
“‘ Online Forms

= Proct Fatier | Teansfer | Ltanage | Emad Notsicanons

4. Click on “Existing Projects” in the
“My Projects” menu. A duplicate
project will appear in your list of
projects. Note that documents
and authorisations associated
with the original project are not
duplicated, and will need to be
added in the normal way.

Why can’tI delete a project?

Once a project has been submitted for review, it can’t be deleted unless you recall it first. For instructions
on how to recall a project please refer to section 13.

Page 33 of 45



16. Setup email notifications for a project

Online Forms will notify you — the “form owner” — by email when a letter from the HDECs or SCOTT is

available about your project.

You can decide who else will be copied into email notifications by following the steps below.

Steps

1. Open the project and click on the
“Email Notifications” tab.

Note that this project-level tab
will only be visible when “My
Project” is selected in the project
tree at the left of the screen.

2. Enter the email address of the
person who you wish to receive
email notifications.

Click “Add recipient”.

3. You can add as many recipients
as you like by repeating step 2
above.

You can remove a recipient by
selecting their email address and
clicking “Remove”.

HOME  MYPROJECTS ~ MYCONTACTS ~HELP  CONTACTUS
= Not named yet
Form Type:
Reference:  None
Form Section: /A
Signatures:  Nore
| (01 y project] Project Filter | Transfer | Manage || Email Hotiications
| HDEC L .
Please enter recipient's email address in the box below. This option is for sending
email notifications releating to the project status and committee comespondence
|\ ‘ Add Recipient
Email Addresses to be notified
HOME  MYPROJECTS MV CONTACTS ~HELP  CONTACTUS
= Not named yet
Form Type:
Reference:  None
Form Section: N/A
Signatures:  None
= (53[my Project] Project Filter Transfer Manage | Email Notifications ‘
[ HpEC
Please enter recipient's email address in the box below. This option is for sending
lence
“ ‘ Add Recipient
Email Addresses to be notified
HOME  MYPROJECTS ~ MYCONTACTS ~HELP  CONTACTUS
= Not named yet
Form Type:
Reference:  None
Form Section: WA
Signatures:  None
=1 (3 [my project| Project Filter Transfer Manage | Email Notifications
=l HOEC
Please enter recipient's email address in the box below. This option is for sending
email notifications releating to the project status and committee corespondence
‘ ‘ Add Recipient
Email Addresses to be notified
james bond@mi6.gov.uk
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Can recipients of email notifications access the project in Online Forms?

Not necessarily. For others to have read-only access to the project in Online Forms you must request
authorisation from them.

Do users who have authorised the main form automatically receive email notifications?

No. Apart from the form owner, only email addresses entered in the “Email notifications” tab will receive
email notifications.

I've not received email notifications, but should have. What has gone wrong?

Check your spam folder for emails from admin@ethics.health.govt.nz.
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Overview of Online Forms - MDF and PAFs

Create new project - MDF

(for studies approved
L before 1 July 2012)

Complete Form

Request Authorisation

L (if you are not the Cl)

Create and submit Post
Approval Forms

progress reports, etc.)

—
=
-
=

L (for amendments,
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17. Create and submit a Minimal Dataset Form for a study
approved before 1 July 2012

If your study was approved before 1 July 2012 you need to register your study in the new system by
creating a Minimal Dataset Form or MDF. To submit post approval items (amendments, progress reports,
etc.) you must create a Post Approval Form — you will be unable to do so unless you have first created and
submitted an MDF. You only need to submit an MDF once per study.

If your study has been approved by an HDEC and by SCOTT you will need to submit two MDFs — one for
HDEC and one for SCOTT.

Steps Screenshots

1. Login to your Online Forms 2 G orms : 0 4
account at
(WWW.ethiCSfOrm.Org/nZ). Welcome to NZ Online Forms

If you haven’t already created an
account, you will need to do this
before you can log in (see section

gham  amuessere
B G
am - GO ..

1).
2.  Once you have logged in, go to . A i
“ Y f ” g8 -’ & 2 Online Forms = :::::::‘:ru;:fmhm
My Projects” in the main menu,

HOME  MYPROJECTS MY CONTACTS  HELP  CONTACTUS

and click “Create New Project”.

. Updstes
Requests for Autharisation L health and disabilty ethics committees (HDECs) and the Standing Commitie on Therapeuie ~ “R02ES

Tris (S HE——— Geting started

Manage Project Categories E-Leaming

= Health

Disability L
R e -

® Committees

Online Forms Features
# Oniine access fram anywhere
# No special saftware needed except your browser and a PDF reader
# Special characters suppart
# Contacs database
# Helpline answering your questions

= You need to have the free Adobe FDF Reader Intalled an your eomputer

Dowriond n G .
edobe Beader o aew.

3. Select “Minimal Dataset Form” in O\ = - B e ot oo
q . N Al b prem iy e
the Project Filter tab.

* Not named yet

Then click on the “MDF" icon to
the left of the page to open the

form. m ———
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Complete the MDF by answering
the questions in the “Navigate”
tab. Click on MDF1-MDF8 to
answer.

Please note that if the
information you enter in the
form is different to what we
have on file you may be asked to
recall your MDF, correct the
information and re-submit. The
format of the reference number
must be identical to what we
have on file (e.g.
MEC/01/01/01).

If you are not the Co-ordinating
Investigator (Cl) for the study,

the Cl will need to authorise the
MDF before it can be submitted.

You can request authorisation
from the Cl through the
“Authorisation” tab (refer to
section 10). Please note the Cl
must have an account in Online
Forms to do this.

In the “e-Submission” tab, click
“Check For Completeness”.

If your form is complete, you can
submit it by clicking “Proceed to
Submission/History”, and then
click the “Submit” button that
appears below.

A message confirming
submission of your MDF should
appear.

You will receive an automatic
email once your MDF has been
registered in the system.

You can view correspondence
from HDECs and SCOTT in the
MDF'’s e-submission tab by
clicking on the “+” icon in the
submission history (see section
12).

As soon as the MDF is submitted,
you can submit post-approval
items, such as annual progress
reports and amendments.

P e e
£ "
N Online Flgrm;

® Not named yet

or

HOME  MVPROECTS  MYCONTACTS HELP  CONTACTUS

In Progress

Status

O enaties 0 asabes - Page compietea

Authorisations

s | ot | tans( ]| o |

= Not named yet

orm Type:  MOF

g

conTacTus

In Progress
e Rofion Murphy

CreatedOn: 16082012 18.04 4
4 On: 15082012 18045

Ravont | - Documents—|. et | Ammm 3

Check for Complet

Acheck for complet 1 be performed each time you subit an appication. Once all mandstory questions, documents and authorisations have been corf
then procezdto sus

Check For Completeness  |KOJ

Proceed to SubmissionHistory

This section allows you lo submit an electronic submission. Clicking the ‘Proceed to Subrmission'History’ button will aso display the Submission History

Proceed to Submission/History.

Fam apprma
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18. 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.
Examples of post-approval items include:

- substantial amendments

- annual progress reports

- protocol deviations or violations

- notifications of conclusion of study

- final reports.

Substantial vs. Minor Amendments

As per the HDEC Standard Operating Procedures, 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.

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?

Steps Screenshots
. . oo ~ % %7
1. Login to your Online Forms A Online Forms e
account at

. Wel to NZ Online F
(www.ethicsform.org/nz). e e

You can use tis 51610 & 405 10 1he heath and Gsabilty eics commineas (HDECS) and ta Standing
Commiiee on Therapes

g =
/> I - e

Online Forms Festures

3 duy 2012 s
Delays in introduction of new form types in
Online Forms

Urfortunately the itroduction of new
Ol oty dela
o

e

2.  Once logged in, go to “My
Projects” in the main menu, then
click “Existing Projects” and
choose the appropriate study.

3. Six project-level tabs will be
visible.
Note that the form type (HDEC, » Testmor
SCOTT, or MDF) must be selected S
in the project tree at the left of S
the screen.

Go to the “Post Approval” tab -
and click “Create a new Post e

Approval Form”. ll
You can create as many post
approval forms as needed.

Nawgale | Documents. | Transter | Authonsation l ps-nm-m

4.  Click on the title of the Post 4% Gniine Forms
Approval Form to open it — You ——— TCTS P CONTACTUS
can do this in either of the two o Test MOF
ways indicated on the o

screenshot.

Nawgate | Documents | Transter | Authonsauon | e-Submission Post-approval

Create a new Post-approval Form
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5.

In the “Navigate” tab click on
“Filter” to begin completing the
Post Approval Form.

Indicate which type of post-
approval item you wish to submit
(e.g. progress report), then
answer the remaining questions
in the form.

Please note that all 7 pages
won'’t be active, only those
relevant to the post-approval
item you have chosen.

Once you have completed all
questions, click the “Navigate”
icon to go back to the form tabs
(as shown above).

Upload any documents
associated with your post-
approval item in the
“Documents” tab.

For instructions on how to
upload documents please refer
to section 7.

In the “e-Submission” tab, click
“Check For Completeness”.

If your form is complete, you can
submit it by clicking “Proceed to
Submission/History”, and then
click “Submit”.

You will receive an automatic
email once your PAF has been
registered in the system.

You can view correspondence
form the HDEC in the PAF’s e-
submission tab by clicking on the
“+” icon in the submission history
(see section 12).
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N
“ Online Forms

WO MYPRONCTS  MYCONTACTS  WOLP  CONTACTUS

Tanster | eSubmission | Mansge

g the fom K on the rumber for 8 speciic section

‘ New Zealand »~
Online Forms
‘ for Research
HOME MY PROJECTS MY CONTACTS HELP CONTACT US
m Test MDF
Form Type:  Post-approval

Reference:  None
Form Section: N/A

Signatures:  None

A =

o =

Navigats Print Inesmplst
Draft

Page: 10f 7
1

L

O an amendment
O a progress report

© a protocol deviation or violation

N ©a final report

Filter. Which of the following post-approval items would you like to submit?

O a report of a serious adverse event {to SCOTT only)
O notification of conclusion of the study

Page: 1 of 7 He® © ©

£

‘:\ Online Forms

HOME  MYPROJECTS  MYCONTACTS  HILP  CONTACT US

» Test MOF

Postapprmai - 170

4™ Briine Forms

HOME  MYPROJICTS MY CONTACTS  HELP

» Test MOF

CONTACT US

Manage

a0 apphcation Oncs s mandatory questions, documents and aushorisations have bas|

This saction alows you 1o submit sn slsctionic submission. Clicking the Procasd to SubmissionHistory’ button il also dreplsy the Submission History

T

Subimission Code Submission Date FoF

o Submissions ta dispiay

Recall Submission
only

I subemitted appication # the application is sither panding registration or
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19. Add a new locality

= Health
and

. Disability
Ethics

@ Committees

Before a study commences at a given locality in New Zealand, it must be authorised by that locality in
Online Forms. 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 advising HDECs of the addition of a new locality.

Steps

1. Once logged in to Online Forms,
go to “My Projects” in the main
menu, then click “Existing
Projects” and choose the
appropriate study.

2.  Onceinthe project - go to the
“Authorisation” tab.

Note that this form-level tab will
only be visible when the form
type (HDEC, SCOTT, or MDF) is
selected in the project tree at the
left of the screen.

3. Select Locality and click
“Request”.
Enter the email address of the
authoriser and include a personal
message if necessary. Click the
“Send Request” button.
Please note that the authoriser
must have an account with
Online Forms.
You can request authorisation
from as many localities as
necessary.

Screenshots

Pl

§ Create New Project

ERRSY  Requests for Authomation

dnl'i'rie Forms

AVPROKCTS MY CONTACTS

& e Sarah Dok L2 st

Hagte

Ahorisetions

Documaoty | Tangler | sunoiesion | wSubmission | Postappmes
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Steps Screenshots

4.  Once the authorisation is given a
green tick will appear next to it.
An authorisation history at the
bottom of the page keeps a
record of all authorisation
requests.
You can also print an
authorisation report for your
records.

Go to http://ethics.health.govt.nz/applying-review/research-contacts to find contact details for district
health boards, and some other organisations.
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20. Submit a Response for Requests for Further Information

e The Provisional Approval Response section is only enabled if the application has been
provisionally approved by HDEC.

e This section allows you to submit your response to a request for further information via the
documents tab. The application itself will be READ ONLY.

Steps Screenshots

1. Gotothe Documents Tab to
upload the revised
documentation requested by
the secretariat

2. To update versions of
documents, go to the List tab.

This form is atiached with electronic signatures, any changes to the form wil nvalidate the signafures.

3 ¢33 My Project
= = HDEC

Navgatz || _Bocuments | Jinsier | Authonsation | eSubmsson | Postappna

Maigge | Docursms | Tomser | Aneosaion | eSumission | Poscapral

Select View/Manage to = R
upload a newer version of the e BRI e e v e T
Date ‘Organisation
dOCUment. “Decined leter forprious application inrespect ofthe same for substamialy simiar study ooee)
Cowering better {non)
o For example you can upload s o
new versions of the PIS/CF S — -
Eridencs of sciertic reiew fnoes)
. Remember to track changes. E—— s
Ivesiigator's Bochure e}
Other {nonz)
PISICF 9 Test B 1 12KB View | Manage
PISICF for parsans nterested n wetare of non-consening participants (] -
Protocal fnome)
Suneys/questionraires fnomz)
3.  When you click View/Manage o | tmwic | fesic | b | esinssen | s
for a particular document it 0 |
will take you to the upload D Tye L |
Version: 1 Document date: |23/0472014 B
tab for that document. > —
Descigion
e  Update the version number R
Choose e to upsad Biowse_

and document date.

° Browse to find the new
version of the file.

e  Click ‘Upload New Version’

* Please note that the felds Version wsibie by the

—> EIEECIE

+ History
e  Once the upload is complete —— e owe s meme e -
the hiStOfy will populate with M P 1 1 fcureet) 12K8 View Ugloased Fie
the new version.
3 History

2042014 4 2 2 {curreat) 128 View Ugloaded File
20404 2304 1 1 12K8 View Uglozded File Delete
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4. For New documents, go to the
upload tab.

e  For example you can upload a
word document responding to
questions raised by the
Committee.

Maigte | Doomerss | Tonshr | Aswisaion | eSubmission | Postaponel

5. Select the document type. Add a

version number, document date
and add a description if required.

Browse your computer to find the
new file and select Upload File.

6. The new document will now be
uploaded and visible on the List Tab.

Before submitting check to see all
your documents are on the List tab
and are displaying the correct version
and document date.

Lt [ Ul
Document u
— T ——
Date. == Drganisation
“Declne lter o prous apphcation i respect of e same fox substanly sl sudy foene]
Coveing eer mene)
Wirdt rene)
CVsor e Imestigaors oone)
Evdence f Clindemity ene)
Evdence o seenic i oen)
Edance f sponsarnsurnce rene)
esigao’s Brachae foene]
Other ene)
ASKE A Test Dwau 1 R Vien ! Masage:
PISIC o persrs ierested n wellre of e esesting pricigats oone)
Prtocsl oene)
Sueysiuesioenaies rene)
Navigate | Documents | Transfer Authorisation e-Submission Puost-approval
List I Upload l
Document Type: Other
Version: 1 Document date: 30/04/2014
Response to Committee -
Description:
Choose file to upload: H:\General\Temporary\Ethics cover lette| Hrowse
* Please note that the fields Version and Description will be visible by the assessing organisation.
Upload File

Maipte | Documerts | Transhr | Adborssion | eSubmssin | Postappual

“Declied" efer for prsinus apphcation i fespecl o the same (or substartaly il study  (none)

Corering eter (none)
ol (none)
s for other Investgators (none)
Evidence of Ol indemniy (none)
Evidence ofscintii: rvew (none)
Evidence of spanser nsuance (nane)
Imestigeors Evcchure (nane)
Othor 2040 Resgonselo Conioe 20U 1| 451KB Viow { Manage
FISKCF wefar of nanc i (none)
Fuokocal (none)
Seneysiquesioonares (nane)

7. Once you have uploaded all new
documents or updated all existing
documents click the E-Submissions
tab.

8. Scroll down until you see
‘Provisional Approval Response’.

This button will only be able to be used
when you have received a ‘Provisional
Approval’ letter.

Please note: only click submit once.

Navgate | Documents | Transfer | Authorisation | - e-Submission

Provisional Approval Response

This section allows you to submit your response to a request for further information. Clicking the ‘Submit Documents' button will
electronically send the new / updated documents to the secretarias.

Subrit Documents I
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