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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…

• 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)

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



Who was involved?



Development
• Project team 
• Content and design team:

– Jon Bell – Infonetica 
– Janet Boothroyd – R & D Forum
– Sue Bourne – UKCRC
– Hugh Davies – NRES 
– Katrina Hughes – NI R & 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. 

• Researchers will be able to enter their 
information once.

• 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
• Will 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 

questions 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
• XML schema for transfer of data direct to 

databases





































































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 
question 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 A1 

and work through the form entering data
• When all questions are completed, click on Navigate 

and check each of the separate application forms. All 
questions 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 SSI Forms:
• From the NHS REC form or NHS R&D 

Form, click on the Add SSI tab
• Enter the number of SSI Forms required
• Click to add the SSI Forms



Transferring SSI Forms

To pass SSI Forms to Principal Investigators for 
completion:
•Select an SSI Form from the list on the left

•Click on the Manage tab
•Insert 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. 

• 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 CI 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


