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INTRODUCTION TO THE IRAS SYSTEM

The Integrated Research Application System (IRAS) is a single system aimed at pursuing permissions and approvals for health and social care/community care research
in the United Kingdom.

The IRAS System is designed to streamline the process of seeking relevant approvals. IRAS also enables information to be inserted once instead of duplicating
information for separate application forms. It also uses filters so the questions are relevant to your type of study making the process less time consuming and efficient.
Most importantly it helps meet regulatory and governance requirements.

This document is designed to support and guide researchers in completing the application process through the IRAS system.

Introduction to IRAS

Set up account-This only takes a few minutes and is done through the create account section of the website. Alternatively if you have in the past used NRES on line
application you will be able to use your NRES log in details to access IRAS

E-learning module- New users are advised to use the free online training tool to familiarise themselves with the layout, functionality and navigation that is available in
IRAS.

Project Filter- will help with the data according to the type of research project, importantly disabling sections which are not relevant

Project Data- contains the questions and sections that need completing for all of the forms that you need to submit. Please note you would need to submit separate
application forms and not the integrated dataset. It is recommended to complete your data in the project data section as this will populate all your forms.

Submitting forms- Once a specific application form is selected, the tabs and questions shown on the right hand side of the navigation page will be specific to that
particular application. This also includes the submission instructions and the checklist for that particular application

The ‘Help section’ in IRAS contains all the guidance.
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1. HOW DO | GET STARTED ON IRAS

IRAS can be accessed from the following website link: www.myresearchproject.org.uk

Once the above link is followed it should take you to the home page of IRAS as displayed below. In order to use IRAS you would need to register and open an account
following the instructions below:

IRAS Home Page

e N
1. If you do not already have

¥
an account with |RAS, Select HOME | LOGIN | CREATEACCOUNT | ELEARNING | HELP | CONTACT US IRAS

th e Create accou nt ta b tO Velcome to the Integrated Research Application System (IRAS) Please Login
First time and new users please click here.
create a new account on IRAS CHRISTMAS/NEW YEAR: Please note that the:
IRAS Queries Line will be closed fiom 5pm on Wednesday 23 December 2015 until Sam on Monday 4 January 2016 when normal senvice wil resume. Login
IRAS Technical Helpdesk will be closed from 3pm on Thursday 24 December until 10.30am on Tuesday 29 December and from 3pm on Thursday 31 December until am on Monday 4 January 2016 when normal senice will resume. Please note that on 29, 30 and
an d be in using t h e system 31 December 2016 the Technical Helpdesk will only be apen between 10.30am and pm and there vil be a reduced senice. Cour ol e-mail agcres)
g g y S—
29 November 2015: IRAS updated to v5.2. This version includes updates to support the next phase of roll out of HRA Approval. Applicants are strongly recommended to refer to the Updates page for more information about the updates and new data flows being
g J implemented linksd to HRA Approval

9 October 2015: IRAS updated to v5.1. This version includes: a substantial revision of the application for the National Offender Management Senvice (NOMS), which affects e-authorisations for this form; revision of check box options for questions A36 and A72 of

Forgotten Password? Click here
the integrated dataset; and updates to the Confidentiality Advisory Group (CAG) form checKlist. All users should go to the Updates page for more information.
10 August 2015: IRAS updated to v5.0. This version adds a new combined application form for projects seeking HRA Approval and includes revisions to question AG8-2, which is enabled in projects that are eligible or potentially eligible for NIHR CRN portfolio. You " Passuords are case sansifive
are strongly advised to refer to the Updates page for more information
Quick Links
Updates
The Integrated Research Application System (RAS):
Getting started
/ \ o Is a single system for applying for the permissions and approvals for health and social care / community care research in the UK. E-Learin
« Enables you to enter the information about your project once instead of duplicating information in separate application forms Eleaming

+ Uses filers to ensure that the data collected and collated is appropriate to the type of study, and consequently the permissions and approvals required

o Helps you to meet regulatory and govemance requirements The Integrated Research Application System uses .pdf

2 Fi” OUt the re istration files to print. You need to have the free Adobe PDF
. g IRAS captures the information needed for the relevant approvals from the following review bodiss: I oo = e oy 0wy Compier I

fo rman d ensure a I I th e « Administration of Radioactive Substances Advisory Committee (ARSAC) S

« Confidentiality Advisory Group (CAG)

+ Gene Therapy Advisory Committee (GTAC) If you have difficulty installing this software please
. . . + Health Research Authority (HRA) for projects seeking HRA Approval contact your computer administrator.
information is entered  Nodiinos ang Healthears products Rogulstory Agoncy (MHRA)

+ NHS / HSC R&D offices

NHS / HSG Research Ethics Committees
National Offender Management Senvice (NOMS)
Social Care Research Ethics Committee

thoroughly completing all the

ﬁe I d sa nd press regi ster Please help us to improve IRAS by sending your feedback to ira net. Your comments and suggestions will be included in the next review of the system.
|RAS Integratea Researcn Application System, version 5.2.0, 187112015, IRAS Dateset versian 3.5
\_ Y, T Hasih Resaarch Authrty (4RA) acowge I, Imegrated Resaarch A0l caion Syiem (RAS)parinrsn cevelaping IRAS cant. @ Heslih Research Authrty 2015

‘Copyright snd other intelleciusl propsty fights in the content of the Integrated Resesrch Application System (IRAS) belong 1o the HRA and all fights are reserved. Terms & Conditions, Privacy Folicy.

Remember: Although the IRAS account will be created following completion of the registration process, it is important
to activate your account. Check your email inbox (that you signed up with) and click the link in it to be taken to the

activation page. Once you are at the activation page simply enter the activation code that has been emailed to you and
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2. LOGIN PAGE
IRAS Home Page, log-in box (top-right corner of webpage)
-
Please Login

:s’ 90 and Logln: 'I‘|’:>ur full e-mail address)
If you would like to undertake _ oo cwrord
e-learning training on IRAS this e [Submit | [ Reset |
can be accessed from this link | .. .

Forgotten Password? Click here

artfolio. Y ou

.......... If you have forgotten your password you can get

.................... a reminder by using the 'Forgotten Password'
Quick Links . . . .
...... ek B link that can be found just below the login input
T, Setting started

boxes.
E-L earning

The Intesgrated Ressarch Application Systerm uses .odfi
files to print. You need to hawve the free Adobe PODF
Reader installed on your computer.

Clicks here to download the Adobe Reader

-

IF you hawve difficulty instaliing this soffware please
contact ywour comouter administrator.
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3. NAVIGATING ON THE IRAS SYSTEM

IRAS is a web based database and can be accessed via the following URL (web address): https://www.myresearchproject.org.uk/

The image below is home page of IRAS and provides the user with a few options or categories to navigate. Generally whenever a user logs in to the system they will be
taken to this page.

1. At the tOp Of the Home page you W|” see Once you have |Ogged in you W|” be
a number of categories (tabs) taken to the IRAS home page:

- - ™~ . I
IRAS

HOME | MY PROJECTS | MYCONTACTS | MYDOCUMENTS | MYACCOUNT | ELEARNING | HELP | CONTACTUS | LOGOUT

V\'I_elcii'lﬁe to the Integrated Research Application System (IRAS)

‘CHRISTMA S/NEW YEAR: Please note that the:

IRAS Queries Line will be closed fram 5pm on Wednesday 23 December 2015 until 9am on Monday 4 January 2016 when normal senvice will resume.

IRAS Technical Helpdesk will be closed from 3pm on Thursday 24 December until 10.30am on Tuesday 29 December and from 3pm on Thursday 31 December until 9am on Monday 4 January 2016 when normal senvice will resume. Please note that on 29, 30 and 31 December 2015 the Technical Helpdesk will only be
open between 10.30am and 3pm and there will be a reduced senice

: 29 November 2015: IRAS updated to v5.2, This version includes updates to support the next phase of rall aut of HRA Approval. Applicants are strongly recommended to rfer to the Updates page for more information about the updates and new data flows being implemented linked to HRA Approval.
2 We Wl I I b e | n b 9 October 2015: IRAS updated to v5.1. This version includes: a substantial revision of the application for the National Ofiender Management Senice (NOMS), which affects e-authorisations for this form; revision of check box options for questions A36 and AT2 of the integrated datasst; and updates to the Confidentiality
. g y Advisory Group (CAG) form checkiist. All users should go to the Updates page for more information
C I | Ck| n g t h e My 10 August 2015: IRAS updated to v5.0. This version adds a new combined application form for projects seeking HRA Approval and includes revisions to question ABB-2, which is enabled in projects that are eligible or potentially eligible for MIHR CRN portfolio. You are strongly advised to refer to the Updates page for more:
information.

Projects tab

The Integrated Research Application System (IRAS):

Is a single system for applying for the permissions and approvals for health and social care / community care research in the UK

Enables you to enter the information about your project once instead of duplicating information in separate application forms

Uses fiters to ensure that the data collected and collated is appropiate to the type of study. and consequently the permissions and approvals required
Helps you to meet regulatory and governiance requirements

IRAS captures the information needed for the relevant approvals fiom the following review bodies

Administration of Radioactive Substances Advisory Committes (ARSAC)
Confidentiality Advisory Group (CAG)

Gene Therapy Advisory Committee (GTAC)

Health Research Authority (HRA) for projects seeking HRA Approval
Wedicines and Healthcare products Regulatory Agency (MHRA)
NHS / HSC R8D offces

NHS / HSC Research Ethics Committees

National Offender Management Senvice (NOMS)

Social Care Research Ethics Committee

Please help us to improve IRAS by sending your feedback to ira net. Your comments and suggestions will be included in the next review of the system.

IRAS Integrsted Research Application System, version 5.2.0, 18/11/2015, IRAS Datsset version 35.
The Health Research Authority (HRA) acnowledges the Integrated Ressarch Application System (IRAS) pariners in developing IRAS content. @ Health Ressarch Authority 2015.
Capyright and ather intellectual propesty rights in the contert of the Integreted Ressarch Application System {IRAS) bslong to the HRA snd sll fights are reserved. Terms & Conditions, Privacy Policy.
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4. MY PROJECTS PAGE

How do | create a new project? Once on the IRAS home page click my project tab this should take you to the new project section. In this section there will be a
number of questions related to your project, the questions will depend on your answers and will be populated as you progress through the IRAS application. A typical

example if your research is a CTIMP clinical Trial all the questions asked by the system will relate to a clinical trial.

2. Import | This button is used to import * An XML file is a software- and hardware-independent tool for

XML files if you press this tab it will take storing and transporting data. Once this file is uploaded on the

1. New Project | In order to create a
R&D system it automatically populates general information

new project you would need to click you to another page where it becomes

this tab which will lead to completing . possible to upload XML* files which saves time and duplication
an IRAS form
HOME | MY PROJECTS | MY CONTACTS My DOCUMENT;”"'-.M.Y ACCOUNT | E-LEARNING | HELP | CONTACTUS LOG’OUT

r . \ My Projects i '

3. Projects | If you go _

. . . =[] Project Categories ( New Project | [ New Winimal Dataset
to this tab it will - (e e EE .
show your projects Manage Pcec Cagoies :
Projects ‘l PAr‘msgt Search ” Requests for 0 (0) ‘l history
(title, date created = WS Perea 10~ e
Mot named yet 19%2194 01/12/2015 Active 0112/2015

etc * ) Not named yet 197‘1‘93 01/12/2015 Active 011272015

\ / Mot named yet 1955;1‘}2 2711172015 Active 011272015
Mot named yet 1959&{} 2711/2015 Active 271112015
— K 44 b H Page size: 20 ; 4 items in 1 pages

e N ’

4. Project Search | All .,_

IRAS Integrated Research Application System, version 5.2.0, 18/11/2015, IRAS Dataset version 2.5.
your projects can be oumm.lfm‘iiiiﬁ?;f!::é‘y.m’f.?iﬁ‘ﬁiifﬁfﬂﬁf:;?lﬂi.i’l‘i&"{i!ﬂﬁﬁffﬁfm‘T&‘f&{i’ﬂlﬁLl?fﬁi:ilié“ﬁ@"’.fﬁ.‘;?f‘f".ﬁ;ﬁ3??‘!32::2‘;;‘15” vt Py
searched by title and
. . . . r \
will be listed in this . | 5. Requests for authorization | In order to use electronic
section i| authorisation you would need to know the email of the person

. /
responsible for authorising. They would also need to have an

IRAS account, you would need to use the email they registered
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MY PROJECTS | PROJECT FILTER

As you progress through the IRAS system and answer various questions related to your research project additional forms will be developed. These forms are

automatically generated and then can be found in the full set of project data section.

1. The project filter questions determine which approvals are
needed, what information you need to provide to complete all
approval forms and finally determine which declarations are
required to be signed and submitted

HOﬂE MY PROJECTS | MY CONTACTS | MY DOCUMENTS | MY ACCOUNT | E-LEARNING | HELP | CONTACTUS | LOGOUT

IRAS

2. Title and
type of project

Navigation Page (Get fo this page from anywhere in your project by ciicking on Navigate)

Project Title: Not named yet
Project Type:
Full projéct dataset

Project Filter

IRAS Project ID: 197222

Navigate | AddSSI | Amendments | Manage | Transfer | Savelprint

Click here to go directly to the Project Filter questions Project Form Navigation
Full Set of Project Data (Select this dataset to answer all the questions for your project)
Erint blank reference only PDF for the full project dataset
Click here to access the integrated dataset for all project forms
g Status Oenabled O disabled O completed
Site-specific Forms (Create forms for each site from the REC or NHS R&D Form above) ()
secrion quesTion aNGe
[ Prot. Tile-a | [ a2 [asaz [ Ag-aLo [ ALl |
Part A
ez fasas] | | [ |
3. This shows the full set of o Secton® b
ject data*
project data*, you can open
project filter and individual epan g sl

project data forms from here

4. Question Range| Here is

*The full set of project data provides a single location where you can add all the project
information and IRAS can populate all the necessary forms for you. Completing the project
data will also help large part of the SSI Site Specific form to be completed which would need
to be finalised at each research site.

Page | 7
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MY PROJECTS | HRA APPROVAL ROUTE

This section provides information on how to prepare and submit your application for HRA Approval. The
Integrated Research Application System (IRAS) will be used when applying for HRA Approval. Research o
Studies which go through the HRA approval process will not require SSI forms. Further information for HRA
Approval process can be obtained from: http://www.hra.nhs.uk/resources/hra-approval-applicant-
guidance/applying-for-hra-approval/

3, In which countriga of the UK will the reasarch sites be located ¥ Tick all thal apply)

] Wales
] ST ik

o b which country of the UK will the bad HHE RAD office be located:

1.

il Vgl U NHS

At Question 4 in the Project Filter select the option for HRA Approval. Note when you select this

option the remaining options for separate application forms for NHS R&D and NHS Research Ethics £, VWhich review bodies are you appiyieg 157
Committee will disappear. v ant Dot s

] 5odinl Caro Fesaaich Els

When the project filter is completed, click on Navigate. You will notice that on the Navigation Page for
your project in IRAS, under the Project Forms list, there is a form labelled ‘IRAS Form’. This is the
application form that you will need to electronically submit to apply for HRA Approval. There will be

no separate REC and R&D application forms.

B. Willl anvy research sites in this study be NHS organisations ?

Complete your dataset and prepare your supporting documentation as usual. Your application to the

IR ) M

HRA may need to include the Statement of Activities and Schedule of Events, for each type of site in :
Ea. Are alf the research costs and infrastructure costs for this sbody provided by an NIHR Blomedical Research Centre,
HIHR Biomadical Research Unit, NIKR Collaboration for Leadenbip in Health Resesrch and Care [CLAHRGC) or NIHR

your study. Where this is required, please include each document in a new row in the ‘other’ section Research Gontre for Patient Saiety & Service Grabty in allstsly sitoa?

of the Checklist by using the ‘add new row’ button.

When you are ready to submit, select your IRAS Form and carefully review it to ensure that it is complete. Please note supporting documentation for your
application is electronically submitted alongside your application form by uploading all the files to the relevant rows on the Checklist tab of your IRAS Form.
Obtain the required electronic authorisations for the IRAS Form, by selecting the Authorisations tab for the form and following the instructions provided

Before electronically submitting your application for HRA Approval you need to contact the Central Booking Service (CBS). You need to complete this step for all
studies applying for HRA Approval. You will receive an email confirming that your application has been booked for HRA Approval. You should enter the booking
information on the first page of the IRAS Form.

IMPORTANT NOTE: Do not amend any other part of the IRAS Form as this will invalidate your electronic authorisations.

On the E-submission tab for the IRAS Form you should click the button to electronically submit your application for HRA Approval. You are expected to do this the
same day that you book your application via CBS. This will submit your IRAS Form and the supporting documentation you uploaded to the Checklist. Confirmation
of your submission will appear in the Submission History area at the bottom of the E-submission tab.

Page | 8 v4.0, 13 May 2016
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MY PROJECTS | HOW TO TRANSFER IRAS FORMS

The IRAS database allows you to transfer forms to other users that have registered accounts on the IRAS system.

1. In order to perform this task select a form and click on the ‘Transfer’ tab, insert the
email address of the user you wish to transfer the IRAS form.

---------- Transfer this REC form to another user

Please enter the recipient’s e-mail address in the box below
In order to transfer this form to an e-mail address the recipient must have an account on the system

Please note: the system cannot transfer to a person without an IRAS account as the (<< Transfex To User |

form is not emailed - it is transferred securely within the IRAS system.

2. The person receiving the form will receive an email saying you are trying to transfer a
form to them. When they log onto their account, they will see the form pending -

transfer in their form list. Finiat) @iy @ blegyl)

[Ccresce mew progeer | [ 1mporr mas/mwncT Fomnn )

3. Once the transfer button is pressed a number of tabs will disappear, because you

Project Title Created On Status Action

cannot edit a form unless you have full control over it. As an owner of the form you Vepion 2 BAS P — T ——————— T
can always reclaim it by clicking on the transfer tab then clicking the ‘Retrieve et 23092008 At Qpen Project
Application’ button. This should immediately return the form to your control. — il e —
[ o vev b ) [ fepers N mwint Remne )
4. The user receiving the form will be given the option to either accept or reject the
transfer after clicking on the open project link; if they reject the form it will be ..
returned your control. | ——
Accept REC form
In most cases forms can only be transferred by the original owner, if a form must go
to more than one person the form should be returned to the original owner and then This: farm is Baing transferred 19 yeu by Rachel Cummings
the owner can transfer to the next person. [ 5 accepe << |, [Feseer
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MY PROJECTS | ELECTRONIC AUTHORISATION

On the main Navigation page select the relevant form that requires authorisation from the links under the project forms box
Select the authorisation tab; this will indicate all the authorisations

that are required for that form for that particular project o, D 126 AL ) _ === =
3. Once the relevant authorisation has been decided press the request ™~ e, '
button

4. Following pressing the request button the applicant needs to enter

email address of the authoriser and click ‘Send Request’. The tab Prvc T
should now show the authorisation that has been requested. Please T

Lmvendirmres Trmmstor

note that the authoriser MUST have an account on IRAS and you must

Full St of Profect Dwes .

......

use the e-mail address that they used to register their IRAS account. i e e e ot v S sy || T AT S mrmsion o mte By
5. The authoriser will receive an email from IRAS requesting they p.»..;f,,nf"' - “‘""““'" oy - """"""' prie
authorise the form, with a link to log in e et i

6. When the authoriser logs into IRAS the main project page will now
contain a ‘Requests for Authorisation’ section below any projects they

own oo o RO BT TACTS o ACCOU WIACT B IRAS

7. Once the authoriser open’s the request it will take them to main

navigation page which will show the relevant form. Only the

awthorisation teu

authorisation will be visible showing details of the authorisation o
required Project Fines B pre—

Clectronsc mvthorinalivns roquested for thes 810 lomm

8. The authoriser will review the form and grant authorisation, when

Project F oo PoraMon wad Sed Uy |

authorise form is selected they would need to enter there user name

145 8EC o
and password which will allow an electronic signature

9. Once the above step has been completed by the Authoriser the e

applicant will receive an email from IRAS confirming authorisation.

The declaration section will now contain the text: “This section was

signed electronically by [name] on [date, time]”. Alternatively the

authoriser may decide to reject the request; the applicant will receive an email informing them the request was rejected.

Page | 10 v4.0, 13 May 2016
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MY PROJECTS | SUBMISSION

4 N

In order to submit your form, you O

will need to click on the “proceed | w wusmopsmos
| Tipe Clinical wial of an investigational medicina product
* NHSHSC RAD Office

to submission” button and follow

the on-screen instructions. You b e R

Sebeission of S51 Form

also have the opportunity to

check you have completed all the Shoctyo o

relevant sections of the form

- Check your rm

using the “check your form”
button.

- _/

Obtain secronic ierisations.

2 i on e cheaon form

10598 008 pret ot form K st

4 I
It is very important to answer the Sobmising spplcatons o NS RAD offes
project filter questions correctly e

Fphcatons

as this will determine which AR
forms will be generated by IRAS.
If you have any queries about the
project filter please contact the

R&D department.
- _/

Page | 11

i be mncuded wih a applcations 1o RAD offies for management permissin for research

ofices & 2ach ste m e rese

e do NOT stagie documents 25 ey may need %o be photcoped

RAS Prosct D 160411

Translw  Acthorisations  Savelprint

| Pledse use the buin defow % chedk whethir 3 Quisions 1 your fom ine nseered and marked i compiete

s atonsaion Ancionalfty a6 an abemative Y0 ik Sgnature, you mus! obtan e autarisatins) bedore you cick on e Proosed & Sabmission buon below. A necord of

Thes Sl verson el hae 3 uraue scbmessoon cod2 e b the oot A cogy of e Sorm el be 408 n s sberssin

0F of &ach page of e Jppkcanon

mpangng dooaments must bear version rumbers and des

/

Once you have clicked the “proceed to

\

submission” button, you should have the
option to save the submitted form as a
.PDF and .XML file.

An easy way to obtain these is to scroll
down to the bottom of the Submission
page, where you will see links to “save as
PDF” and “save as XML".

An XML file is beneficial for the Research
and Innovation department in addition to
the .PDF as it is compatible with our
database. Once we upload the file on our
system it will automatically populate
general information relating to your

research project.

o _/
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5. MY CONTACTS

In this section an opportunity has been given to insert a list of all your regular contacts. These contacts would only be useful if they have existing IRAS accounts. Once
the SSI form is completed it can be transferred to the sponsor, principle investigator, chief investigator or any other authorised person to sign the declaration section.

1. My contacts, you can insert a list of all
your regular contacts on this page

HOME | MY PROJECTS | MY CONTACTS | MY DOCUMENTS | MY ACCOUNT | ELEARNING | HELP | CONTACTUS | LOGOUT -

fy Contacts

Sorting by Last Name ~ ShowAll contacts v orstatingwithABCDEFGHIJKLMNOPQRSTUVWXYZ

or

Search for: in All MY

Contact List

| | Title First Name Last Name

Research Role Organisation Position

E-mall |

Legend: [+ Edit Contact details
b Expand row

|| Mo records to display.

IRAS Integrated Research Application System, version 5.2.0, 18/11/2015, IRAS Datasat vession 2.5,
The Health Research Authority (HRA) acmowledges the Integrated Ressarch Application System (IRAS) partners in developing IRAS content, ® Health Research Autharity 2015,
‘Copyriaht and ather intellectusl property rights in the content of the Integrated Research Application System (IRAS) belong to the HRA and all rights are reserved, Tems & Conditions, Privacy Palicy.

2. Additional contacts can be

3. The following link is used if
added using this button

the existing contacts list needs
editing or updating

Page | 12 v4.0, 13 May 2016
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6. MY DOCUMENTS

Once documents have been uploaded on the IRAS system they can be seen by Chief investigator and the Research Ethics Committee. In order to upload documents you

would need to go to my projects you will see a number of projects listed on the left hand side click the project in question there will be an import tab on the right hand
side once this is clicked it will take you to Browser where documents can be uploaded with version numbers and dates

1. My Documents | This section is 2. Browse | If you use the browser

used to upload documents relating to locate documents these can
to your project . then be uploaded
..... P
........ IRAS
HOME | MY PROJECTS | MY CONTACTS | MY DOCUMENTS | MY ACCOUNT | E-LEARNING | HELP | CONTACTUS | LOGOUT
My

File Name File Size Upl. Version

Gpload Date Document Type Doc. Version

Upload new document from your hard drive E

File:

Browse.

3. Documents can S
. Document Version:
also be titled, dated Deoument Do C— m
and versioned
~ N

4. Remember to press

the upload button once
you have completed the
necessary information

- J
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7. SUBMITTING AMENDMENTS VIA IRAS

Havigation Page (Ged io ifvs page from amosteve in youw project by ciicking on Mndpale]

Project Tithe: Demo
Progect Typa: Clinical trial of an investigational medicinal product
Application boe NHS/HSC Ressarch and Dewelopmaent offices

.P FIM BT Add 581 P N - o T M 2 - Py Bk laad
Cligk here 1o g0 directly o the Prosect Filler guestions | [———— .““mm“

EMoﬂum(deWsmhwwyMMMyowpmimbycﬁckWMWﬂ .............

| ProjectTite:  Demo 4 N
| Project Type:  Clinical trial of an investigational medicinal produet T

. . 1. Amendments must be
| Application to:  NHS/HSC Research and Developmentoffices " i

submitted electronically through

— " Navigate | Addssi | Chedist | . | |RAS. Go to the Navigation page
. . Prciait Fi . for the R&D form, where you will
Click here to go directly to the Project Filter questions NHS/HSC R&D submission checklist . . .
POl Dot of Praject Dule (Salect e datisel 15 soousr ol o ‘ find the checklist tab, ensuring the
questions for your project) IMPORTANT: This checklist supports an ap; project title is associated with the
from IRAS to the review body. Amendment application you are
You must attach your supporting document preparing for submission
:mmm:’xv“ form to get menus for Instructions for attaching files:
NHS REC Fom ‘ 1. Click on the file upload symbol & in the - _/

where you can select the document to u
2. Select where you want to upload the dox
the button immediately below to open y¢

Page | 14 v4.0, 13 May 2016



The Leeds Teaching Hospitals INHS|

NHS Trust
B Notice of Substantial Amendment 2. Amendment documents should be attached to
(signed/authorised) nosal Yes ! the relevant rows of the IRAS checklist. You must
" . ensure correct document categories are selected
B Matice of Substantial Amendment kL S . I
file
Document Subtitle Enclosed | Date | Version | Office Use|  "Cauok ot 3. To attach a file to the checklist, click on

the paperclip symbol

Research protocol or project proposal No G| &
[ | Participant information sheet (PIS) No G| &
Add Document
B for 8 6 o your herd drive or select from your (4. This will open a document window as below
A from: @ Handdive O My s O Frofect Doc where you can select which document to
upload and provide a description
File: nu file selected
Document Tithe :
Documaent bype: Resenrch profacol of projedt proposal
Document Version: Please note: Once the click upload button has been made a summary of details will be
Document Date: | L shown, an Anti-virus scan will run before you can click the close button and upload other
documents.
Upload document
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8. IMPORTING PDF AND XML FILES

WOME MY PROJECTS MYCONTACTS  MYACCOUNT  LOGOUT  MELP  CONTACT US

Wy Projects

& Mew Projecss O 2 My Achived Projects (%)

L Creste Sev Freject | §(

Project Tie
Yeorion 2 BAS Peagect
52 Iant
A PA Beasach Proecy

[ Creste mev iesjers | [

ispery IAS Cadres fomm XC

XML Data Import

STEP 1 - Upload File

Browse for an IRAS/EwdraCT Form XML file and then press the “Upload™ button

=)

Xml lenport
SIER 2 - doged Options

RAS wmil wrpon
Version 2 IRAS Progect
No PI typed (No reseach coganisation typed)

[File barse
;m Type
[Pioject Tale
ISSA Form - 1

G The xmi data will be imported a3 a new IRAS project and will appear at the top of the bet
©) Select one o mote stespechic s 1o 53 16 an exsting IRAS pespect

( Next dtep ] [ Ceneeir Impors |
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You can import or export XML and PDF files into the
system by clicking on the 'Import IRAS Form XML'
button on the 'My Projects' page

4 N

1. Upload File | Once you reach this page you will
need to select a file from your local file storage area.

| This file MUST be a valid IRAS XML export or the

import will not succeed. You need to select the file by
clicking the 'Browse' button and then using the file
explorer box to find the target file.

- /

~

2. Import Options | The next step will ask to verify

~

what type of data you are importing. You have the
option to import the main project information or a
specific SSI. If you select to import the Project, a new
Project will be created and inserted at the top of
your Project list. If you select to import only SSI
information, you will be asked which Project you
wish to attach the SSI Form to.

=
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- Went dmp oy
e N

RS LI ST RS T TR

Fos Vi B P 3. Once you have completed this stage you will have
Mogiet T ypm LA vl o .

R i Wmsars 3 A Py et one more chance to cancel the import before

FMA Fowery - 1 Ne PN tygeend (Mo sonammel segperee olioen Sygeet) .

completing it.
C0 The sl dabn vl Tom avgeinBimd wn @t BLAT guiqgeal and vl agpipimans ol Bas Tae of Mhe bal
%) Beolkact cvvg o miove nhe - spoctfc fomms Lo mcdd tn en sosting VLA geopect \ /
Chouss e or more BSA formme Lo st to @ foermn
L Fam 7™ rypard (Pdn sopame i crgert bt ioes ©ygepd )
Chaoss » o
Vearmon 2 tRAS Progect -
L Meat UK.LIM‘: OA.U.?.[-H-W!‘ Evogact l“i—J
XKl Import

SIEE 2 - lmpont

Fite Name IRAS _Export xmi

import Type IRAS xmd import

Progect Tale Veomion 2 IRAS Project . .

SSA Form -1 No P1 typed (No research organiaation typed) 4. The import process is complete.

The following actions will be performed L

Import the xml data as a new IRAS project.

[ Previous Step | | zmporec Data | [ Cancel Import ]
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9. EXPORTING PDF AND XML FILES

Export XML

IRAS will allow you to export your project data into XML for import into other systems so that data does not have to be re-typed when data is moved from system to
system. There are a number of areas on the system where you can export your data:

1. Integrated Dataset: If you wish to export the full set of data for your project, this is best done from by selecting the Integrated Dataset. Then, on the Project
Index/Navigation page, select the 'Manage' tab - and click the 'Export Project Data to XML' link. When exporting XML, you will then be able to choose which
parts of your data to export. You can either export the main project data or the main project data and SSI data, or just the SSI data. If you do not have any SSI
forms raised, you will not be able to select the SSI checkbox. Once you have selected the appropriate check boxes click 'Export' and the XML will be
downloaded to your computer.

2. Form Submission Tab: When a form is submitted, a snapshot is created of the data at the time of submission. A list of these submissions, a print copy of the
submission and a copy of the XML are all available. To get the XML for any specific submission simply click on the 'Save as XML' link in the appropriate row. You
will have less export options when exporting from the submissions tab of a form - as the data relates specifically to that form and not the entire project.

During the download process you will be given the option to Open or Save the file. If you open it, it will open directly in your browser. If you are planning to send it to
someone else, then you should save it to your hard drive and then send them the file. You should not edit this file by hand unless you know the full implications of

doing so.
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10. MY ACCOUNT

1. My Account |You will find all
your personal information in this
section

4
IRAS

HOME | MY PROJECTS | MY CONTACTS | MY DOCUMENTS | MY ACCOUNT | E.LEARNING | HELP | CONTACTUS | LOGOUT

2. This information can also be

dit Account Information

edited or changed at any time

> Edit Account Title Mailing address 34 Hyde Terace,
Edit v Forename
Edil Preforences Sumame Town Leeds
Organisation Leeds Teaching Hospital (NHS County West Yorkshire
Emall Addiess  [oochammed khandi@nhs nel | Ghangs ] * County = spplcable for UK. residents ony.
(User Login)
Posteode 152 9LN
New Password
Country United Kingdom

Confirm Password

saved before you leave this page

IRAS Iniegrated Ressarch Agplication System, version 5.2.0, 18/11/2015, IRAS Dataset version 2.5,
The Health Research Autharity (HRA) sSnowledge: the Integrated Research Application System (IRAS) partnars in developing IRAS content © Health Ressareh Authority 2015,
Copyright and other intellectual propery rights in he content of the Integrated Research Application System (IRAS) belong to the HRA and all ights are reserved. Terms & Conditions, Frivacy Folicy.

. Telephone Number 01133920158
3. Ensure all the information is W

E Learning

Hel e There is an online training course on how to use the IRAS system
elp

e The IRAS team can be contacted for help and queries
Contact Us

e The final tab is used to log out of the IRAS system
Log Out
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