Integrated Research Application System (IRAS)

Guidance on electronic submission of supporting documentation with
applications and storing files in IRAS.

New functionality is being phased in to IRAS to enable full electronic submission of applications
and supporting documentation to individual review bodies.

This document provides guidance on the two key components of this functionality:
1. The electronic submission of supporting documentation, where available
2. Document storage in IRAS

1. Electronic submission of supporting documentation

Where electronic submission of documents and application forms (or “full electronic submission”) is
possible for a particular review body, the checklist associated with that application form has a
function enabled to attach documents to the form checklist. This functionality is similar to the
mechanism for attaching documents to an email. The files attached to the checklist are then
passed, with your application form, through secure electronic submission to the review body when
you submit your application.

The submission and checklist tabs of applications where full electronic submission is enabled are
clearly marked. If electronic submission of forms and documents is available for a particular review
body, you will see an e-submission tab when you select the form in the navigation page. As with
any application please make sure that you follow the submission instructions carefully.

Navigation Page (Gt fo this page from anywhere in your project by clicking on 'Navigate)
Project Title: Demo

Project Type: Clinical trial of an investigational medicinal product
Application to: ~ NHS/HSC Research and Development offices

Project Filter Navigate Add SSI Checklist Transfer Authorisations Savelprint

Click here to go directly to the Project Filter guestions

NHS/HSC R&D Form Navigation

Step-by-step instructions

Before you start, check whether your application is one where you can submit your application and
electronic documents electronically. This information will be on the e-submission tab for your
application.

1 FII‘St you need tO go tO the Navigation Page (Get to this page from anywhere in your project by clicking on ‘Navigate))
checklist tab associated Project Title: - Demo

Project Type: Clinical trial of an investigational medicinal product

Wlth the appllcatlon you are Application to: ~ NHS/HSC Research and Development offices

preparing for submission. :
Project Filter Navigate Add 55

Click here to go directly to the Project Filter questions

NHS/HSC RE&D submission checklist

Full Set of Project Data (Select this dataset fo answer all the

£ fi f
R R ) IMPORTANT: This checklist supports an apg

Click here to access the integrated dataset for all project forms from IRAS to the review body.

You must attach your supporting document:

Project Forms (Select the relevant form fo gef menus for

i R EEL i f Instructions for attaching files:

NHS REC Ferm 1. Click on the file upload symbol & in the
I — where you can select the document to u
NHS/HSC R&D Form (project information) 2. Select where you want to upload the doc

the button immediately below to cpen yo

S e O
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2. On the checklist tab you will be able to confirm that documents can be electronically submitted
by text at the top of the page and by the paperclip icon P being present on the right hand
side of the table of checklist items. )

3. The documents and files that you intend to electronically submit with your application form must
be attached to the checklist for the application.

4. To attach a file to the checklist you:

a. Click on the file upload symbol & in the far right hand column of the row for the document
you wish to submit.

Document btitl 1 d | Date | Version | Office Use S
supplied
Project Information:
(All documents must be dated and/or have version
numbers)
Research protocol or project proposal No | &
1 | Participant information sheet (PIS) No =i

b. This opens a pop-up window where you can select the document to upload and enter details
about it.

Add Document

Browse for a file on your hard drive or select from your already uploaded documents

Add document from: @ Hard drive () My Documents () Project Documents

File: (Choose File ) no file selected

Document Title :

Document type: Research protocol or project proposal

Document Version:

Document Date:

{ Upload document )

c. Select where you want to upload the document from:

i. Uploading from your hard drive
e Select the radio button for hard drive and then click on the button immediately below to
open your computer’s standard file browser window.
¢ Once you have chosen the file, simply complete the fields for document title, version
number and date.
e Click the ‘Upload document’ button.

ii. Uploading from the IRAS document storage areas called ‘My documents’ or ‘Project
Documents’ (see section 2 of this guidance for more information)
¢ Click the appropriate radio button to open a window showing all the documents you have
saved in that IRAS storage area.
e Select the document you want to use, the document title you want to be shown on the
checklist.
e Click ‘Add document’ button.

Note: the field for the type of document is pre-chosen based on the item you selected in the
checkilist.

IRAS — guidance on electronic document submission & saving documents in IRAS 2
Version 3.3, dated July 2011



d. When you have clicked the upload button, a new window will show a summary of the details.
An antivirus scan will run before you can then click on ‘Close’ to return to the checklist and
select another document.

Update Document

Browse for a file on your hard drive to update this document or select from your already uploaded documents

Document Title  File Name File Size Upload Version Upload Date Document Type Document Version Document Date AV Scan

Research
protocol.docx

> Demo Protocol

22 Kb 1 17.07.2011 14:58  Research protocol or project proposal 1 01/07/2011 OK Delete

e. When the window closes and you return to the checklist table, you will see the information that
you entered about the document has been entered into that line of the table.

Document Subtitle Enclosed Date Version | Office Use Reason not
supplied

Project Information:

{All documents must be dated and/or have

version numbers)

Research protocol or project proposal Demo Protocol Yes 01/07/2011 |1 @ E

1 | Participant information sheet (PIS) o B
1 | Participant consent form No E| &

5. If you need to add multiple documents of the same type, you should use the button Tlto add
further rows of that document type to the checklist.

6. If you need to remove a document from the checklist or add a newer version or replace a
document that you have already added to the checklist simply click the paperclip icon again.
This will open an ‘Update Document’ window where you can either upload a different file to
replace the one you have, or you can delete the file.

Update Document

Browse for a file on your hard drive to update this document or select from your already uploaded documents

Document Title  File Name File Size Upload Version Upload Date Document Type Document Version Document Date AV Scan
Research g :
» Demo Protocel rotocolidoi 22 Kb 1 17.07.2011 15:34 Research protocol or project propesal 1 01/07/2011 0K Delete
Je! .

Update document from: @ Hard drive () My Documents () Project Documents

File: (Choose File ) no file selected
Document Title : Demo Protocol

Document type: Research protocol or project proposal

Document Version:

Document Date: =)

(Upload )

7. If there are items in the checklist that are not applicable to your study, that will be sent after
submission of your application or which are being submitted by another means you should
indicate this in the checklist in the ‘reason not supplied’ column. Providing this information will
help review bodies understand why you have not attached a document to this row of the
checklist. You can enter information in this field by clicking on the —

L
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8. Once you have uploaded all the documents that you want to electronically submit with your
application and you have completed the ‘reason not supplied’ field as necessary, you should
return to the submission tab for your application. The submission tab will provide you with
information about any other steps you should complete prior to submission and provide you with
instructions for proceeding with submission.

2. Storing documents in IRAS

To support the electronic submission of application packages, two types of storage have been
created in IRAS:

e ‘My documents’, which is accessed via the navigation bar at the top of the page in IRAS.
This area is primarily intended for storage of documents that may be used as supporting
documentation in a number of projects e.g. CVs

e ‘Project documents’, this is intended for storage of documents that may be used in the
supporting documentation of a number of applications within the same project e.g. the
research protocol. Project documents are accessed through the projects document tab that
is visible in the navigation page view.

L]
HOME | MY PROJECTS | MY CONTAY ACCOUNT | E-LEARNING | HELP | CONTACT US

Navigation Page (Get to this page from anywhere in your project by clicking on Wavigate')

Project Title: Demo
Project Type: Clinical trial of an investigational medicinal product
Full project dataset

Project Filter Navigate Manage Transfer Savelprikt Project documents

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
quesfions for your project) Print blank reference only PDF for the full project dataset

Click here to access the integrated dataset for all project forms Status Dlenabled O disabled [ completed

‘My Documents’ storage area in IRAS:

To access the ‘My Documents’ storage area, simply click on ‘MY DOCUMENTS’ in the navigation
at the top of the page.

@
HOME' | MY PROJECTS | MY CONTAC(S | MY DOCUMENTS 'Y ACCOUNT | E-LEARNING | HELP | CONTACTUS | LOGOUT
Document Title  File Name File Size  Upload Version Upload Date Type Version Date AV Scan
> CVfor AN Other CV-example-AN Other.docx 72 Kb 1 14.07.2011 13:01  Summary CV for Chief Investigater (CI) 1 01/04/2011 Update Delete
» CV for Demo CV_2.docx 22 Kb 1 14.07.2011 13:08  Summary CV for Chief Investigater (CI) 1 03/12/2010 Update Delete
> DemoPIS participant_information_sheet.doc 12 Kb 1 17.07.2011 15:01 Participant information sheet (PIS) 1.4 17/07/2011 OK Update Delete

Upload new document from your hard drive

File: (Choose File )no file selected

Document name:

Document type: =)

Document Version:

Document Date:

(_Upload )
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‘Project Documents’ storage area in IRAS:

You can access the ‘Project Documents’ storage area while you have the integrated dataset
selected for a particular project.

Note: the ‘Project Documents’ storage area is only enabled in projects where one or more
applications can be fully electronically submitted.

Navigation Page (Get t9) this page from anywhers in your project by clicking on Navigate)

Project Title: Demo
Project Type: Clinical trial of an investigational medicinal product
Full project dataset

Project Filter Navigate Manage | Transfer Savelprint (| Project documents | )

Click here to go directly to the Project Filter questions

Document Title  File Name File Size Upload Version Upload Date  Type Version Date AV Sean

Full Set of Project Data (Select this datasef to answer all the

questions for e = Paninipgnt
) s DemoPIS  participant information shestdoc 12 Kb 1 17.07.2011 infomation ; ,  yorp011 ok Update Delete
Click here to access the integrated dataset for all project forms 15:01 (sphe;)t
I

Project Forms (Seleci the relevani form fo gef menus for
submission, amendments etc) Add new document from: @ Hard drive (O My Decuments

NHS REC Form e Choose File ) no £4 = 4
——— File: Choose File ) no file selected
NHS/HSC R&D Form (project ) Document name:
B B § Document type: [< nolicy =)
Site-specific Forms (Create forms for each site from the REC or
NHS R&D Form above) =¥ Document Version:
1. NHS/HSC R&D Ferm (SSI) - [No Pl typed (No research Document Date: B

organisation typed]) / NotTransferred

(" Upload )

oo

Storing documents in these areas in IRAS is similar to the functionality used for attaching
documents to an email and for attaching documents to the checklist described in section 1 of this
guidance document.

You simply need to choose the document you wish to upload, complete some information about
the document and click an upload button.

The use of these document storage functions is optional. You will still be able to electronically
submit documents with your application, where enabled, without saving documents in IRAS.

Step-by-step instructions for storing documents in IRAS
1. Go to the area in IRAS where you want to store the document or file.

2. In the area that says ‘Add new document from’ select where you want to upload the document
from:

i. Uploading from your hard drive

(this option is available when storing in ‘My Documents’ and ‘Project Documents’)

e Select the radio button for hard drive and then click on the button immediately below to
open your computer’s standard file browser window.

¢ Once you have chosen the file, complete the fields for document title, version number
and date. You also need to select a document type, from the drop-down list, for the file
that you are uploading

¢ Click the ‘Upload’ button.

ii. Uploading from the IRAS document storage areas called ‘My documents’
(this option is only available when storing in ‘Project Documents’)
¢ Click the ‘My Documents’ radio button to open a window showing all the documents you
have saved in that IRAS storage area.
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e Select the document you want to use by clicking the ‘Select’ link to the right of the table.

Add Document

Select document to add to Project Documents

Document Title  File Name File Size Upload Version Upload Date Document t Type Document Version Document Date AV Scan
S N L T T——
> CVforDemo  CV 2.docx 2K 1 1‘3”3: fgﬁ ﬁ”ﬂﬂ.@lﬂc’ﬁ' e 1 g:ggﬁm Select >
> DemoPIS artioipant_information_sheetdco 12Kb 1 frgran Z,'j‘;‘:‘gg)‘”f""“ e 14 o ok Select

¢ Add the document title you want to be shown on the ‘My Projects’ storage area. You
should also select the type of document from the drop-down list.

e Click ‘Add document’ button.

e The page will refresh and you will have the option to save further files from the ‘My
Documents’ area. If you wish to add further files, simply select them as before. If you do
not wish to save any further file simply close the pop-up window.

¢ You will now see that the document(s) you have chosen are shown in the ‘Project
Documents’ tab.

Navigat M T fi Savelprint Project documents
Document Title File Name File Size Upload Version Upload Date Type Version Date AV Scan
Summary CV
y CV CV_2.docx 22 Kb 1 17.07.2011 17:06  for Chief 1 03/12/2010 Update Delete
Investigator (CI)

Add new document from: @ Hard drive () My Documents

File: (Choose File ) no file selected

Document name:

Document type: Confirmation of any other regulatery approvals { ?]

Document Version:

Document Date:

£ Upload A

—_—

3. If you want to remove a document from the IRAS storage area, simply go to the storage area
and click the ‘Delete’ link associated with the document you want to remove.

4. To add a newer version of a different document to that you have already uploaded to a storage
area, go to the storage area and click the ‘Update’ link next to the document you want to
amend. This will open an ‘Update Document’ window where you can either upload a different
file to replace the one you have or you can delete the file.
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