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Why was IRAS developed?

« Recommendation from Department of
Health Ad Hoc Advisory Group Report on
the NHS REC system - closer
administrative arrangements

 Best Research for Best Health — promised
to cut duplication of form filling by
researchers




Builds on...

e Creation of standard R&D application form
alongside COREC online form (2005)

 Inclusion of study-wide R&D issues Into
REC form to minimise duplication, and
modification of some questions to allow
dual use of REC form (October 2006)

e Creation of Site-Specific Information Form
(SSI| Form) for both Site-Specific
Assessment and R&D review (January
2007)
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Development

* Project team

e Content and design team:
— Jon Bell — Infonetica
— Janet Boothroyd — R & D Forum
— Sue Bourne — UKCRC
— Hugh Davies — NRES
— Katrina Hughes —NIR & D
— Joan Kirkbride — NRES
— Stephanie Kraus - NRES (Secretariat)
— Janet Messer — R & D Forum
— David Neal - NRES
— Monika Preuss — GTAC
— Karen Thomson — PIAG
— Steve Walker (Andy Childerhouse / Ben Toth) — NIHR
— Janet Wisely - NRES



Aim
* Designed to capture the information
needed to be submitted by researchers for
the relevant permissions and approvals for

health and social care/ community care
research in the UK.

e Researchers will be able to enter their
Information once.

e Using filters, the system will ensure that
data is collected and collated appropriately
to the type of study, approvals and
permissions required.



What applications are included?

Administration of Radioactive Substances
Advisory Committee (ARSAC)

Gene Therapy Advisory Committee (GTAC)

Medicines and Healthcare products Regulatory
Agency (MHRA) — Medicines and Devices

Ministry of Justice (National Offender
Management Service)

NHS / HSC research offices
NRES/ NHS / HSC Research Ethics Committees
Patient Information Advisory Group (PIAG)



Consultation In use

* IRAS Is not mandatory and existing
systems remain in place.

* Users/ recipients are strongly urged to
give feedback on the content, design and
practical operation of IRAS.

 Consultation formally completed end
March, final comments from R&D to Janet
Messer asap.



Next stage

Modification in response to feedback
ongoing

Revise and finalise before compulsory
Wil only be compulsory once user

acceptance Is high and any issues
resolved.

Transitional arrangements will be in place
for existing applications once compulsory.



What difference does IRAS make
to R&D?

No change to R&D application process

Application still consists of a study-wide
main form, a local SSI Form and
enclosures

Researchers are still encouraged to make
applications to the various review bodies
In parallel

Study-wide form = R&D Form not copy of
REC form



How does IRAS work?

It consists of a single dataset (i.e. a set of
guestions and answers) for all the questions in
all the application forms included in the system.

The set of questions that need to be answered
by a researcher will depend on the type of study
and the types of applications required.

The actual application forms for each reviewing
body are generated from the single dataset, I.e.
all the forms cross-populate.

There are separate application forms but only
one set of questions.



Support for R&D offices

 Guidance document for R&D offices

* Full specification of R&D form and SSI
form

e XML schema for transfer of data direct to
databases



HOME | LOGIN | CREATE ACCOUNT | HELP | CONTACTUS

Welcome to the Integrated Research Application System (IRAS)

The Integrated Research Application System (RAS):

5 & single system far applying far the permissions and approvals for health and sacial care/ community care research in the UK

e« Enables you to enter the infarmatian about your project ance instead of duplicating information in separate application forms

o Lszes filters to ensure that the data collected and collated is appropriate to the type of study, and consequently the permissions and approvals
reguired.

Helps you to meet regulatory and goverance reguirements

« Retains familiar aspects of the application system provided at wwaw. hresform. org.uk

You can use IRAS to capture the infarmation needed far the relevant approvals from the following review bodies:

o Administration of Radioactive Substances Advisary Committes (ARSAC)
o Gene Therapy Advisory Committee (GTAC)

e Medicines and Healthcare products Regulatory Agency (MHRA) - Devices
« Ministry of Justice (Mational Offender Management Service)

e MNHS /HSC research offices

¢ NRES/ NHS /HSC Research Ethics Committees

o Patient Information Advisory Graup (FIAG)

In addition, IRAS provides a simple import/ expart mechanism with EadraCT. This covers infarmation needed for applications to Medicines and Healthcare
products Regulatory Agency (MHRA) for clinical trials of investigational medicinal products. The information can now be completed in IRAS and exported to
the EudraCT system.

Our aim is that the application process should be:

e relevant to your research
e technically easy to use
» supported by accessible guidance and sources of advice

At this time IRAS is available for consultation-in-use and is not mandatory. Your feedback is vital as it will be used to further improve IRAS befare it becomes
compulsary (scheduled for Surmmer 2003).

IRAS Integrated Research Application Swystem, wersion 1.0.0

IRAS

Please Login

If you are a first time user of the Integrated Research
Apofication Systern please read the information on the
helo page before you proceed to login,

Login:

Ci'our full e-mail address)

Password;

[ Submit H Reset ]

Forgotten Pagsward? Click here

* PRsewom's e ca5e Bensitive.

The Integrated Research Application Systern uses paf
files to print, You need fo have the free Adobe FOF
Reader instalied on your computer,

Click here to download the Adobe Reader

Get \

g ADCEE READER®

If you have difficutty installing this software please
contact pour computer administrator,



Help

[FAS User Manual

+ Cluestion Specific Guidance

Example Application Forns

IRAS

Cluestion-Specific Guidance (J36) can be accessed throughout IRAS by clicking on the information button next to each

guestion. Alternatively, you can download collated QS0G for each section from the list below.

Please note that Q56 for Part B Sections B and 7 and the Research Database Faorm is still under development. These will be

added to the system as soon as possible.

Pant & - Core study information
Pant B Section 1 - Investigational medicinal products

Part B Section 2 - Medical devices

Part B Section 3 - lonising radiation

Part B Section 4 - Existing tissue samples
Part B Section 5 - Mew tissue samples
Part B Sections 8 and 9 - PIAG information
Part B Section 10 - Mo information

Part C - List of sites

Part D - Declaratiohs

Fesearch tissue hank form

MHEA Devices forms

ool Form (MHS sites)

S5l Faorm (hon-MHS sites)

Glossary

IRAS Integrated Research Application System, wersion 1.0.0
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ITIET LG LE, TS s iy rd b

Cuestionnairesdinteriews for quantitative analysis or mixed guantitative/gqualitative methodology - non-doctoral student project

Cuestionnairesinterviews for quantitative analysis or mixed guantitative/gqualitative methodology - including children

Cluestionnairesfinterdews for quantitative analysis or mixed guantitative/gualitative methodology - including adults unable to consent for themseles with sites in all UK countries

Qualitative methods only

Tissueddata only - study involving both new and existing samples
Tissueddata only - no tissue samples, identifiable data
Tissueddata only - no tissue samples, anonyrised data only
Eesearch tissue bank

BEesearch database

NHS R&D application forms

CTIMP - non-Phase 1, including ionising radiation and taking new samples

CTIMP - non-Phase 1, using existing samples

CTIMP - non-Phase 1, including adults unable to consent

Clinical irvestigation of 2 medical device

Perfarmance evaluation of an in vitro diagnostic device - invaling new samples

Eesearch study ona CF marked device

Other clinical trial, including ionising radiation

Cuestionnairesfinterdews for quantitative analysis or mixed guantitative/gqualitative methodology - non-doctoral student project

Cuestionnairesfinterdews for quantitative analysis or mixed guantitativedgualitative methodology - including children

Cluestionnairesdinterdews for quantitative analysis or mixed guantitative/gualitative methodology - including adults unable to consent for themselves with sites in all UK countries

Cualitative methods only

Tissueddata only - study both new and existing samples
Tissueddata only - no tissue samples identifiable data
Tissueddata only - no tissue samples, anonymised data only

PIAG application forms

PIAG application - not limited to use of HES/SUS non-identifiable data
PIAG application - limited to use of HES/SUS non-identifiable data
FlAG Research Tissue Bank formn

FlAG Research Database formn

GTAC

CTIMP - Phase 1, including ionising radiation and taking new samples

MHRA Devices

Clinical irvestigation of 2 medical device




HOME | MY PROJECTS | MY CONTACTS | MY ACCOUNT | LOGOUT | HELP | CONTACT US

My Projects
Project Categories

)* New Projects (4) b old forms (3)

[ Create New Project

Project Title

Movel hip implant study

Student project with qualitative questionnaire

A study with identifiable data and application to PIAG

A gene-therapy, CTIMP with radiation and new samples

Create New Project

IRAS Integrated Research Application System, version 1.0.0

Created On
29401 /2008
28/01/,2008
284012008
28/01,/2008

. IRAS

Manage Categories

IMPORT

Status Action
Active Open Praject
Active Open Project
Active Open Praject
Active Dpen Praject
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My Proj

Project Categories

_a} New Projects (4) at old forms (3)

[ Create New Project

Project Title

Movel hip implant study

Student project with qualitative questionnaire

A study with identifiable data and application to PIAG

A gene-therapy, CTIMP with radiation and new samples

Create New Project

IRAS Integrated Research Application System, version 1.0.0

Created On
29401 /2008
28/01/,2008
284012008
28/01,/2008

. IRAS

Manage Categories

Status
Active
Active
Active

Artive

Action

Open Praject
Open Project
Open Praject
Dpen Praject
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My Projects
Project Categories

)* New Projects (4) b old forms (3)

[ Create New Project ‘

Project Title

Movel hip implant study

Student project with qualitative questionnaire

A study with identifiable data and application to PIAG

A gene-therapy, CTIMP with radiation and new samples

Create New Project

IRAS Integrated Research Application System, version 1.0.0

Created On
29401 /2008
28/01/,2008
284012008
28/01,/2008

. IRAS

Manage Categories

IMPORT

Status Action
Active Open Praject
Active Open Project
Active Open Praject
Active Dpen Praject



. IRAS

HOME | MY PROJECTS | MY CONTACTS | MY ACCOUNT | LOGOUT | HELP | CONTACT US

Fraject Title: A gene-therapy, CTIMP with radiation and new samples
Application ta;

[ NAYIGATE | | PRINT | SAYENOW | | UNDD CHANGES

Welcome to the Integrated Research Application System

IRAS Project Filter

The integrated dataset required for your project will be created from the answers you give to the following questions. The system will
generate only those questions and sections which (a) apply to your study type and (b) are required by the bodies reviewing your
study. Please ensure you answer all the questions before proceeding with your applications.

Or-line guidance is available wherever you see a hypetlinked word or this symbal displayed & Please read this guidance carefully.
For Help with your application, click here.

Please enter a short title for this project (maximum 70 characters) i ]

L gene-therapy, CTIHNP with radiation and new samples

1. Is your project an audit or service evaluation? =¥

Oies G Mo

2. Select one category from the list below:

& Clinical trial of an investigational medicinal product (1]
O Clinical investigation or other study of a medical device &
O Combined trial of an investigational medicinal product and an investigational medical device &9



. IRAS

HOME | MY PROJECTS | MY CONTACTS | MY ACCOUNT | LOGOUT | HELP | CONTACT US

Fraject Title: A gene-therapy, CTIMP with radiation and new samples
Application ta;

[ NAYIGATE | | PRINT | SAYENOW | | UNDD CHANGES

Welcome to the Integrated Research Application System

IRAS Project Filter

The integrated dataset required for your project will be created from the answers you give to the following questions. The system will
generate only those questions and sections which (a) apply to your study type and (b) are required by the bodies reviewing your
study. Please ensure you answer all the questions before proceeding with your applications.

Or-line guidance is available wherever you see a hypetlinked word or this symbal displayed & Please read this guidance carefully.
For Help with your application, click here.

Please enter a short title for this project (maximum 70 characters) i ]

L gene-therapy, CTIHNP with radiation and new samples

1. Is your project an audit or service evaluation? =¥

Oies G Mo

2. Select one category from the list below:

& Clinical trial of an investigational medicinal product (1]
O Clinical investigation or ather study of a medical device &
O Combined trial of an investigational medicinal product and an investigational medical device &9

A . - iR



5. Will any research sites in this study be NHS organisations? =¥

O es B Mo

6. Do you plan to include any participants who are children? =¥

O ¥es Mo

7. Do you plan to include any participants who are adults unable to consent for themselves through physical or mental
incapacity? The guidance notes explain how an adult is defined for this purpose. &

O ez ®No

8. Do you plan to include any participants who are prisoners or younq offenders in the custody of HM Prison Service in
England or Wales? =¥

O es B Mo

9. Is the study, or any part of the study, being undertaken as an educational project? =5

O ¥es Mo

10. Will identifiable patient data be accessed outside the clinical care team without prior consent at any stage of the

project {including identification of potential participants)? =5

O ez ®No

Once pou have completed the Profect Fifter, please go to Mawigate to wew pour forms and nawigate betwesn questions and sectons,
From Mawvigate pou can also download and print a Aeference Only blank copy of the integrated dataset for pour applications.

[ NAYIGATE | [ PRINT | | sAYENDW | [ UNDD CHANGES

IRAS Integrated Research Application System, wersion 1.0.0
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7. Do you plan to include any participants who are adults unable to consent for themselves through physical or mental
incapacity? The guidance notes explain how an adult is defined for this purpose. &

O ez ®No

8. Do you plan to include any participants who are prisoners or younq offenders in the custody of HM Prison Service in
England or Wales? =¥

O es B Mo

9. Is the study, or any part of the study, being undertaken as an educational project? =5

O ¥es Mo
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O ez ®No
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IRAS Integrated Research Application System, wersion 1.0.0
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Navigation Page

Froject Title: A gene-therapy, CTIMP with radiation and new samples
Froject Type: Clinical trial of an investigational medicinal product

Full project dataset

Project Filter Navigate Manage Transfer

Click here to go directly to the Project Filter

Project Form Navigation

gquestions
Full Set of Project Data Print blank reference only PDF for this project
Click here to access the inteqgrated dataset for Status Oenabled O disabled
this project
SECTIOM QUESTION RANGE

Project Forms Al1-47 h4-85-2 | AB-1-A6-7 47-49 810-813
MHS R&D Form B14-1 B15-/17 AlE 819 B20-H22

O23-026 | A27-1-A27-5 | AZ8-430-2 H631-4633-1
GTAC Farm Fart A

A34-435 | A3G-A3E A59-447 | Ad3-A45 | Ad6-A49-2 | AS0-A53
MHEA Medicines (EudraCT application form] 454 BEE-H57 f55-A62 A63-A464-3

OE5-067 Apd A470-472 A473-1-A75-2 | A76-1-A78
$S1 Forms Part B Section 1 15
ARSAC - 120 [Prof Joe Bloggs (Anytown NHS Baf B Serction2 | | | | | |
Trust)

Fart B Section 3 1-43 | Bl | C1-C3 | D1-D4

MHS 551 - 120 [Prof Joe Bloggs (Anytown MHS | | | |

Fart B Section 5

|
|
Trust) Fart B Section 4 |
|
|

Part B Section B

Part B Section ¥ I:I

e | |




1TV
HOME | MY PROJECTS MY CONTACTS MY ACCOUNT | LOGOUT | HELP CONTACT Us

Navic n Page

roject Title: A gene-therapy, CTIMP with radiation and new samples
Froject Type: Clinical trial of an investigational medicinal product

ull project dataset

Project Navigate Manac

Click here to go directly to the Project Filter

Project Form Navigation

gquestions
Full Set of Project Data Print blank reference only PDF for this project
Click here to access the inteqgrated dataset for Status Oenabled O disabled
this project
SECTIOM QUESTION RANGE

Project Forms Al1-47 h4-85-2 | AB-1-A6-7 47-49 810-813
MHS R&D Form B14-1 B15-/17 AlE 819 B20-H22

O23-026 | A27-1-A27-5 | AZ8-430-2 H631-4633-1
GTAC Farm Fart A

A34-435 | A3G-A3E A59-447 | Ad3-A45 | Ad6-A49-2 | AS0-A53
MHEA Medicines (EudraCT application form] 454 BEE-H57 f55-A62 A63-A464-3

OE5-067 Apd A470-472 A473-1-A75-2 | A76-1-A78
$S1 Forms Part B Section 1 15
ARSAC - 120 [Prof Joe Bloggs (Anytown NHS Baf B Serction2 | | | | | |
Trust)

Fart B Section 3 1-43 | Bl | C1-C3 | D1-D4

MHS 551 - 120 [Prof Joe Bloggs (Anytown MHS | | | |

Fart B Section 5

|
|
Trust) Fart B Section 4 |
|
|

Part B Section B

Part B Section ¥

Dot B Crrtinn 0 [
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Navigation Page

Froject Title: A gene-therapy, CTIMP with radiation and new samples

Froject Type: Clj n investigational medicinal product

Full project data

Project FiMer Navigate Manage Transfer

oject Form Navigation

hlank reference only POF for this project

ick here to access the integrated dataset for Statu Oenabled O disabled
is project

SECTION QUESTION RANGE

Project Forms 41-A7 44-A5-7 | Af-1-A6-2 47-A0 A10-513
NS RO A14-1 A15-417 418 419 A20-£22

AZ3-AZ6 | AZ7-1-A27-5 | AZE-A30-2 A31-A33-1
GTALC Form Part A
TR £34-835 | A36-A35 £39-442 | A43-A45 | A46-849-2 | AS0-A53
MHEA Medicines (EudraCT application form] 54 BEE-H57 £458-A62 A63-A464-3

BES-AET £63 AT0-A72 | A73-1-A75-2 | ATE-1-A78
551 Forms Part B Eection 1 1-5
) FSAC - 120 [Prof Joe Blogogs (Anytown NHS Ban HSection2 | | | | | |
Tyust

S clibn 3 1-43 | Bl | ci5a | D1-D4 |

=21 - 120 [Prof Joe Bloggs (Anytown NHS

art B Section 5

|
|
B Section 4 |
|
|

Part B Section B

Part B Section ¥ I:I

e | |
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Navigation Page

Froject Title: A gene-therapy, CTIMP with radiation and new samples
Froject Type: Clinical trial of an investigational medicinal product

Full project dataset

Project Filter Navigate Manage Transfer

Click here to go directly to the Project Filter

Project Form Navigation

gquestions
Full Set of Project Data Print blank reference only PDF for this project
Click here to access the inteqgrated dataset for Status Oenabled O disabled
this project
SECTION QUESTION RANGE

Project Forms 41-A7 44-A5-7 | Af-1-A6-2 47-A0 A10-513
MHS RED Form f14-1 £15-417 418 a19 f20-A27

H23-AZ6 | A27-1-A27-5 | A28-A30-2 431-A33-1
GTAC Farm Fart A

£34-A35 436-A35 439-542 | A43-845 | AdE-A49-7 A50-A53
hMHEA Medic&udraﬂ application form) 454 BEE-H57 f55-A62 A63-A464-3

BES-AGT AED A470-AF2 | A73-1-A475-2 | A76-1-478
$S1 Forms Part B Section 1 15
ARSAC - 120 [Prof Joe Bloggs (Anytown NHS Baf B Serction2 | | | | | |
Trust)

Part B Section 3 1-43 | Bl [C1-C3 | D1-Dd

MHS 551 - 120 [Prof Joe Bloggs (Anytown MHS | | | |

Fart B Section 5

|
|
Trust) Fart B Section 4 |
|
|

Part B Section B

Part B Section ¥ I:I

e | |




Project Filter

Click here to go directly to the Project Filter
guestions

Full Set of Project Data

Click here to access the integrated dataset for
this project

Project Forms
MHZ E&D Farm
GTAC Form

HEAS Medicines (EudraCT application form)

SS1 Forms

ARSAC - 120 [Prof Joe Bloggs (Anytown NHS
Trust)

MHS 551 - 120 [Prof Joe Bloggs (Anytown NHS

Trust)

Navigate Add 551 Checklist

GTALC Form NMavigation

Frint blank reference only POF for this project

Submission

Amendments

Transfer

Status O enabled O disahled
SECTION QUESTION RANGE
/ﬂ A5-1-A5-2 | AB-1-A6-2 \
[ asz-a0 410-413 f14-1 A16-My7
a18 a1% 820-622 | A23-AZ6 | A27-1-427-5 | A28-A30%
£31-A33-1 £34-H35 A36
Part A £38 &40 £443
A46-449-7 | AS0-A51 AS4
AS6-A57 | ASE-AGZ | AB3-A6-3 ac7 [
AB3 HT0-ATFZ H75-1-A75-2 .-:\?6—1;/??
N\ /

Part B Section 1 u\

Fart B Section 2 | |

[ ——

Fart B Section 3

| 1-43 | Bl | C1-C3 | D1-Da |

Fart B Section 4 |

Fart B Section &

|
5|ﬂ|11-14|

|
Fart B Section b | |

=

Fart B Section 7

Fart B Section 8

HES Appendices

Fart B Section 9

ERERE

Part B Section 10 =

Fart

Research Sites

Part D

| Ceclaration 1 | Ceclaration 2 |




Project Filter

Click here to go directly to the Project Filter
guestions

Full Set of Project Data

Click here to access the integrated dataset for
this project

Project Forms

MHS RE&D Form
GTAC Form ‘

HEAS Medicines (EudraCT application form)

SS1 Forms

ARSAC - 120 [Prof Joe Bloggs (Anytown NHS
Trust)

MHS 551 - 120 [Prof Joe Bloggs (Anytown NHS

Trust)

Add 551 Checklist

Navigate
GTALC Form NMavigation

Frint blank reference only POF for this project

Submission

Amendments

Transfer

Status O enabled O disabled
SECTION QUESTION RANGE
A1-A2 AG-1-A5-2 | AB-1-AR-Z
A5-49 810-813 A1d-1 A16-A17
Ald A19 AR0-A2F hZS-AZ6 h2F-1-A27-0 | AZE-A30-2
A31-A33-1 Aad4-A35 o3e]=)
Part A A3E A40 A43
8dE-A49-7 | A50-A51 a53 A5
AS6-A57 ASG-AG2 Ao3-A64-3 hoy
A69 A70-AF2 A75-1-AFG-2 | ATG-1-AT77
Fart B Section 1 1-5

Fart B Section 2 | | |

Fart B Section 3

Fart B Section 4

|
Part B Section 5 |1-5
|

Fart B Section b

Fart B Section 7

Fart B Section 8 | |
[-3]

HES Appendices

Fart B Section 9

FPart B Section 10

Fart

Research Sites

Part D

| Ceclaration 1 | Ceclaration 2 |




Project Filter

Click here to go directly to the Project Filter
guestions

Full Set of Project Data

Click here to access the integrated dataset for
this project

Project Forms
MHS RED Farm
STAC Farm

hHEA Medicines (EudraCT application form)

SS1 Forms

ARSAC - 120 [Prof Joe Bloggs (Anytown NHS
Trust]

MHE S51- 120 [Prof Joe Bloggs (Anytown NHS

Trustl

MNHS i ion

Frint blank reference anly POF for this project

Navigate Add 551 Checklist Submission Amendments Transfer >

Status O enabled O disabled
SECTION QUESTION RANGE
a41-47 &44-85-2 | AG-1-46-7 47-89 410-413
a414-1 415-417F 418 419 420-427
AZ3-A76 | AZ7-1-AZ7-5 | AZG-A30-7 431-433-1
Part A 434 436-A38 439-447 £4413-845 A6-449-2
850-453 a54 A456-A57 A56-R62 A63-A64-3
AG5-A67 469 470-A72 | A73-1-A75-7
476-1-A78
Fart B Section 1 1-s
Part B Section 2 | | | | | | |
Part B Section 3 | 1-a3 | B1|c1-c3|pi1-D4 |
Fart B Section 4 | | | | |
Part B Section & | 1-5 | 6-10 | 11-14 |

Fart B Section B

FPart B Section 7

Part B Section 3

HES Appendices

Fart B Section 9

Part B Section 10 |

Part C

| Research Sites |

Fart D

| Declaration 1 | Declaration 2 |
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Navigation Page

IRAS

MY ACCOUNT | LOGOUT | HELP | CONTACT US

Froject Title: A gene-therapy, CTIMP with radiation and new samples

Fraject Type: Clinical trial of an investigational medicinal product

Application to; MHS/HSC Hesearch and Develapment offices

Project Filter

iClick here to go directly to the Project Filter
gquestions

Full Set of Project Data

izlick here to access the integrated dataset for
this project

Project Forms
MHS R&D Form
ETAC Faorm

MHEA Medicines (EudraCT application form

SSI1 Forms

ARSAC - 120 [Prof Joe Bloggs (Anytown NHS
Trust)

MHS S5I1- 120 [Prof Joe Bloggs (Anytown NHS

Trust]

Navigate Add SSI Checklist Submission Amendments Transfer

Site-Specific Information form(s)

L [ i G e SIS * Please type the number of 551 forms youw wish to create in one go.

The Chief Investigator should provide all the items in the submission checklist to each Principal Investigator or Local
Collaborator. (See guidance under the Submission tab for details of the format for the different items.) Please also
transfer the relevant 331 Form to each Principal Investigator or Local Collaborator by selecting the =51 Form and
clicking on the Transfer tab.

1 120 [Prof Joe Blogys (Anytown MHS Trust)) Active




Project Filter Navigate Add 551 Checklist Submission Amendments Transfer

Click here to go directly to the Project Filter
guestions

MHS fHSC R&D submission checklist

Pl izt bt Please complete this checklist and send it with your application to each relevant R&D office

Click here to access the integrated dataset for

s All letters must be dated. All other accompanying documents must bear version numbers and dates.

this praject
s All documents listed below that are applicable to the application must be submitted for the application ta
be valid.
Project Forms o This button & allows you to add extra documents of the same type. Include subtitles if appropriate, e.q.

"Information sheet for relative”.
MHS B&D Forrm

GTAC Form Document Title Subtitle Enclosed?
MHRA Medicines (EudraCT application forrn) R&D Application (IRAS Parts A-D) (signed copy) O ¥es @ Mo
SS| Forms @ | Site-Specific Information Form (signed copy) OYes ®No
ARSAC - 120 [Prof Joe Bloggs (Anytown NHS Research pratocol O ¥es ®MNo
Trust)
Investigator's broch
NHS 551 - 120 [Prof Joe Bloggs (Anytown N | | I | Mestigatar's brochure e
Trust)
Surnrary C.%. for Chief Irvestigator (CI) OYes ®No
summary CY for Principal Investigator (P1) (signed and dated) OYes ®No
=ummary CY for local researchers and research nurses (signed and Oves ® No
dated)
R | Research patticipant information sheet (PI1S) — local version OYes ®No
@ | Research participant consent farm — local version Oes ®Mo
S | Letters of invitation to participant — local versions OYes ®Mo
¥ | GP/consultant information sheets or letters — local versions OYes @ Mo

Evidence of insurance or indemnity (non-NHS sponsors only) OYes ®No




HOME | MY PROJECTS MY CONTACTS

Navigation Page

IRAS

MY ACCOUNT | LOGOUT | HELP CONTACT US

Froject Title: A gene-therapy, CTIMP with radiation and new samples

Fraject Type: Clinical trial of an investigational medicinal product

Application ta; MNHS/HSC Research and Development offices

Project Filter

izlick here to go directly to the Project Filter
guestions

Full Set of Project Data

Click here to access the integrated dataset for
this project

Project Forms
MHS R&D Form
STAC Form

MHEA Medicines (EudraCT application form)

S5S1 Forms

ARSAC - 120 [Prof Joe Bloggs (Anytown NHS
Trust)

MHS S51- 120 [Prof Joe Blogas iAnytown NHS

Trust)

Navigate Add sSI Checklist Submission Amendments Transfer

MHS fHSC Research and Development offices

[ PRINT FOR SUBMISSICH ]

Submitting applications to NHS R&D offices

Applications should be made to MHZ R&D offices at each site in the research. Cantact details for R&D offices are
available at hitp: A rdfarum. nhs. uk.

Please send a disk to the R&D office containing one file for each document. Application form files should be saved
in both pdf and XML format.

Where signed documents are required, please send either a hard copy, a faxed copy or a scanned electronic file,
Check that the submission code appears on each page of the application form before sending. It is acceptable to
send hard copies of signature pages separately, as long as the submission code at the top of the page is the
same as on the electronic version.

All letters must be dated. All other accompanying documents must bear version numbers and dates,

When sending hard copies, please do MOT staple documents as they may need to be photocopied.

Dpen the checklist for this application








































Using IRAS to make an R&D

application

Log into IRAS
On the first screen, click to ‘Create New project’

Complete the project filter, making sure that
‘NHS/HSC Research and Development offices’ is
selected in question 4 and ‘Yes’ is selected for
guestion 5 on NHS research sites.

Click on ‘Navigate’
Click on ‘Integrated Dataset’ on the left of the screen

On the Navigate tab click on the right, click on Al
and work through the form entering data

When all questions are completed, click on Navigate
and check each of the separate application forms. All
guestions should be completed.



Completing SSI Forms

Creating lots of similar SSI Forms:

Enter the information into one SSI Form and then create
as many duplicates as required

From the NHS REC form or NHS R&D Form, click on the
Add SSI tab

Click to add one SSI Form
Click on the SSI Form that has appeared within the tab

Select NHS and then complete all the information that
applies to the group of sites

Click on Navigate

Make sure the SSI Form is highlighted on the left and
click on the Manage tab

You can now create duplicates of the SSI Form



Creating blank SS| Forms:

e From the NHS REC form or NHS R&D
Form, click on the Add SSI tab

* Enter the number of SSI Forms required
e Click to add the SSI Forms



Transferring SSI Forms

To pass SSI Forms to Principal Investigators for
completion:

eSelect an SSI Form from the list on the left
Click on the Manage tab

sInsert the recipient’s email and click to transfer the
SSI Form to the Principal Investigator

Note — once you have opened an SSI Form you
must select NHS or non-NHS site before you
can proceed.



New elements In IRAS

Locking forms

Substantial amendments
Research database applications
Student applications

Import/ export with EudraCT



“Locking” forms

Application forms in IRAS cannot be locked. Instead of
a “lock code”, IRAS will allocate a “submission code”
once the applicant proceeds to final submission. This
code will apear on the foot of the application form on
print-out. An audit trail is created of the dataset at the
time at which a submission code is generated.

It is the responsibility of applicants to keep their IRAS
project dataset up to date. When applicants make
changes to the dataset following a submission, they
will be prompted to consider whether other review
bodies need to be notified of the change.



Substantial amendments

All amendments should be notified to each R&D office so
that change control procedures can be Initiated. This
applies both to substantial and non-substantial
amendments.

For substantial amendments, use the Notice of
Substantial Amendment form submitted to the main REC
for ethical review, together with a copy of all enclosures.

For non-substantial amendments, notify by letter or
email.

Prior approval from the R&D office is not required.
Amendments can be implemented as soon as any other
necessary approvals (e.g. favourable ethical opinion,
regulatory approval) have been obtained.




Research database applications

 New specific application for ethical review of research
databases.

« Applications for ethical review of research databases
not mandatory but are accepted for review on a
voluntary basis.

 Applicants may seek generic ethical approval for future
projects undertaken using data from the database, in
the same way as for research tissue banks, provided
the research is within the terms of the approval
conditions issued by the REC.

e  Future projects exempted from ethical review still
require NHS R&D permission, where the research will
be taking place in or through an NHS organisation. An
R&D application and SSI Forms can be completed for
such applications, without the need to create a REC
application.



Student applications

Below doctoral level, the student should no longer be
named as the Chief Investigator.

Academic supervisor normally to be named as the CI.
Student should be named at A3 in IRAS (or as a key
collaborator at A66 in the existing NRES form).

Supervisor should sign both the Cl and the supervisor
declarations as they relate to different sets of
responsibilities in relation to the project. CVs for both
supervisor and student should continue to be provided
with the application.

Student completes the application form. Student should
be treated as the “applicant”. All correspondence should
be addressed to them and copied to the CI.

For doctoral research, student should continue to be
named as the CI.



CTIMPs — EudraCT application
forms

 Import/export between IRAS and
EudraCT using XML files.

 Enter data in IRAS and export it to
EudraCT, or vice-versa.

 For R&D applications completed in IRAS,
a copy of the EudraCT application form
IS no longer required. The information on
the IMP Is now available in Part B
Section 1 of IRAS.



IRAS and R&D approval

* Links to allow applications to be submitted
direct from IRAS to CSP being developed.

* Linkage between IRAS and R&D systems
In other UK nations is for discussion —
XML format and database system behind
IRAS allow a range of ways to link
together.



Questions?



Technical queries on IRAS to
helpdesk@infonetica.net

Feedback on IRAS to
iras@nres.npsa.nhs.uk

Questions or feedback on links with R&D
processes to

janet.messer@rdforum.vispa.com




