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Guidance for NHS R&D offices on IRAS

This guidance pack has been put together by the NHS R&D Forum for those who will receive, process and review applications for NHS
 research permission across the UK. Although IRAS has been designed with other developments in mind, this guidance pack does not deal with the individual processes that are being developed in each country, e.g. MRAD, CSP. This information only applies to studies involving the NHS, although the remit of IRAS is wider than the NHS and includes non-NHS sites in some cases.

1 What is IRAS?
The method for researchers to apply to R&D offices is not affected by IRAS itself. However, IRAS will be able to support different review processes being developed across the UK. Researchers need to apply for permission to conduct research from the R&D office for each site. As before, the application will consist 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.
IRAS is not a form, but a set of information that is used to create the various forms needed for the relevant approvals. 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. As with the existing NRESform system, many questions will be disabled when the researcher has completed the initial Project Filter. The actual application forms for each reviewing body are generated from the single dataset, i.e. all the forms cross-populate. This means that there are separate application forms but only one set of questions. As an example, each form requires the Chief Investigator’s name but the dataset includes the question for the Chief Investigator’s name only once, and the researcher will only need to answer the question once and the name will be entered in all the relevant forms for that project.

The questions in the R&D form and SSI Form are similar to the questions in the NRESform system, although the order of questions has been altered. The full set of questions in IRAS and the question-specific guidance are available to R&D offices alongside this guidance. An XML schema is available to support transfer of data to management systems.
IRAS will be available for use from Tuesday 29 January 2008. During the initial consultation-in-use stage, IRAS will not be mandatory and existing systems will remain in place. Researchers are strongly urged to give feedback on the content, design and practical operation. Feedback will be used to make further improvements to IRAS before it replaces current systems (scheduled for summer 2008). Transitional arrangements will be in place for existing applications at that time.

2 What does IRAS mean for R&D applications?

Instead of relying on a copy of the REC form for all the study-wide information needed by an R&D office to review an application, IRAS allows RECs and R&D offices to have separate application forms without duplication of form-filling. The REC form and the R&D form are almost identical. The R&D Form contains only those questions that are specific to R&D Management, likewise the questions on the REC form are specific to ethical review and those previously used to inform NHS R&D have been removed.
SSI Forms for each site are generated and completed in a similar way to the NRESform system.

3 What is included in IRAS?

IRAS is a single, integrated research application system which will capture the information needed to submit for the relevant approvals for the following review bodies: 

· 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) 

For application to MHRA for clinical trials of investigational medicinal products there is system to enable data from IRAS to be exported to the EudraCT system.

IRAS builds on the well-established electronic application system already established for ethics and NHS review. Many familiar aspects of the system remain, including helpful features such as question-specific guidance, contacts lists and navigation pages. 

IRAS is a collaborative initiative led by the National Research Ethics Service and run under the auspices of the UK Clinical Research Collaboration. The initiative is supported by the NHS R&D Forum, the major regulatory and governance bodies, the UK Health Departments, the UK Clinical Research Network (UKCRN), the Forum of NHS Wales for R&D Management in Health & Social Care (FORWARD) and various funders of research.

A project group involving all the relevant bodies considered the information needs for each type of review and collaborated to produce a set of questions that provides information to more than one reviewing body without duplication.

4 Using IRAS – getting started
You can access IRAS at www.myresearchproject.org.uk. The information below will allow you to familiarise yourself with the system so that you can support and advise researchers. R&D offices are not expected to provide technical advice and support on IRAS to researchers – there is a helpline available during normal working hours. For more general information on making applications see the next section.
4.1 Creating an Account

If you have an account on the NRESform system you can use the same details to log in to IRAS.

If you do not have an account, you can create an account at any time by clicking the 'Create Account' link on the main menu bar on the IRAS login page. This will take you to a form which must be filled in, in order to register an account. Most fields on this form are required; however, if you are missing any required information the system will remind you when you press the register button.

A valid email is required to complete the registration process. After 'registering' your details, IRAS will email you an activation code and a link which must be used to complete the registration process. If for some reason you do not receive the automatic email, please call the helpdesk/helpline who will be able to assist you in completing the registration process.

It is important to remember the following when registering:

· Your email address that you enter should be accurate in order to receive the automated activation email.

· If you do not receive the automated email after about 1 hour please telephone the helpdesk/helpline for assistance.

· You will need to create a password that includes both letters and numbers. 

· The password is case sensitive.

· Try and pick a username that no one will guess (avoid the obvious such as family member names and birthdates).

If you have any trouble at all please call the helpdesk/helpline during normal working

hours.

4.2 Logging In

When you access the IRAS system you will first encounter the 'Login Screen'. Once you have entered the details, press the 'Submit' button and you will be taken to a list of your active projects on the My Projects page. It is from this page you will be able to navigate into the data you maintain for each individual project you have on the system. 

4.3 My Projects

The 'My Projects' page is the first page you are directed to when you login. Once logged in, you can always return to the this page by clicking the 'My Projects' link on the main menu bar of IRAS. Once on this page you will see a number of sections. At the top of the page you will see the 'Main Menu Bar'. Below that you will see the following sections: 

Project Categories: This section lists all the available categories in which you can store your sets of project information − in a sense they act in a similar way to directories on a computer filing system. When your account is created, you will have a category to store your new projects in called 'New Projects'. You can manage (add/delete/rename) your categories and change the categories in which existing projects are stored by clicking on the link called 'Manage Categories'. This is located just to the bottom right of the list of your project categories. There is more information on Managing Categories in a later section.

Projects: When you select a category by clicking on it you will see a list of projects you have stored in that category. When you first access your account, you should have no projects. To create a new project, simply click the 'Create New Project' button at the bottom of the page. This will create a new 'unnamed' project and take you to the Project Filter for that project. If you wish to return to your list of projects − just click the 'My Projects' link at the top of the page. If there are projects in a category, a list will appear showing their short title name (if you have assigned one in the project data), the date it was created, its status and a link to access the project data and forms.

4.4 Project Filter
The ‘Project Filter’ is critical to each project. It is this page that defines exactly which forms will be made available to your project. As you go through the page, the questions may change depending on your answers to previous questions on the page. It is extremely important that you answer the questions on this page correctly; however, if you are not sure of an answer you can always come back at anytime to continue or change the answers. If you do come back at a later time, please be aware that this may change the number of forms you need to fill out. The forms that are raised for completion can be seen on the Navigate page and this can be accessed at anytime by pressing the 'Navigate' link in the top left corner of the

‘Project Filter’ or any other form page, or clicking on a specific project listed on the 'My Projects' page.

It is important to realise that although there are many links to the ‘Project Filter’ and you can access it from any form in a project − there is only one ‘Project Filter’ per project.

4.5 Navigate

This page is the main way of accessing the data and forms for a particular project. It can be accessed by clicking on any Project listed on the My Projects page, or when you are in any form or Project Filter − by clicking on the 'Navigate' button. This page also consists of many active areas, but once you understand the basic principles of the page you will be able to access all data and forms in your project very quickly.

Below the main IRAS menu bar you should find the following sections:

The Project Information Bar: This bar displays the basic information about the project and the current project form that is selected (if any). It shows the project title (which is derived from the short title once it has been entered on any form) and the currently selected form for that project.

Project Form List: Underneath the Project Information Bar, on the left, you will find the 'Project Form List'. This is a list of forms that you will need to fill out for a particular research project. It is important to be aware that the forms shown here are based your answers to the questions on the Project Filter. It is from this list that you can select individual forms by clicking on the appropriate form name. When you select a form, you will see the selected form name in the Project Information Bar, and you will see the corresponding form action tabs to the right.

Form Action Tabs: The form action tabs can be seen to the right of the Project Form List. They correspond to the currently selected form. This is a particularly important part of the site. It allows you to see which questions are active on a form as well as complete a number of additional tasks for the form. The available tabs will be different depending on which type of form you select:

Navigate: This tab is available on all forms. It shows you which questions are active and which are not. Inactive questions are shaded blue and cannot be clicked on. Active questions have a white background and clicking on them will take you directly to those questions in the form. Questions are activated and deactivated depending on your answers to questions in both the Project Filter and the form itself.

Add SSI Forms: This tab only appears on the REC, R&D and GTAC forms. Selecting this tab allows you to add individual SSI forms to your project.

Checklist: This is not available on all forms. Where it exists, it takes you through a submission checklist for that particular form. 

Submission: The submission tab details the information and process you need to carry out in order to submit the selected form to the appropriate regulatory body.

Amendment: The amendment tab allows you to create a Notice of Substantial Amendment. It provides details on the arrangements for giving notice of amendments to the appropriate bodies.
Manage: The manage tab allows you to transfer, duplicate, delete or export a form. The transfer function allows you to share a form with others to collaborate in entering information. It is also used to transfer SSI Forms to Principal Investigators for local R&D applications.
4.6 Form Filling

You can access the data entry mode of a form by clicking on any active section of the

'Navigate Tab'. Data entry is relatively easy and intuitive. Information will be saved whenever you click any one of the 'navigate', 'print', 'save now', 'previous' and 'next' buttons at the top and bottom of the form page.

Be aware that clicking the 'undo' button will erase any changes you have made since your last save on that page. You will be asked to confirm this action.

The other buttons act as follows:

Navigate: Will save your changes and take you back to the Navigate

page. You can quickly access other parts of this form from that page − or access

another form in you project.

Print: Pressing 'Print' will save your form data and allow you to print a PDF version of

your form. Please be aware that forms printed from this area cannot be used for

submission and you must use the 'Submission' tab from the Navigate

page for that purpose.

Save Now: This will save changes to the current page of the form. It is strongly

advised that you click this before leaving your work for any sustained period of time.

Previous and Next: These buttons will save your current changes and move you to

the previous questions or next questions in that form.

4.7 My Contacts

The 'My Contacts' link on the main menu bar takes you to your personal contact database. This is designed to help you if you are filling out many forms and often refer to a contact multiple times. Once a contact is in your contact database you can quickly fill in contact details in a form by clicking on the 'Add Contact Details' icon whenever it is available. You will find this icon on most questions that ask for contact information.

Adding a Contact: You can add contacts from the 'My Contacts' page by clicking on

the link 'Add Contact' and filling in the appropriate details. You can also add a contact

directly into your contact database by clicking on the 'Add Contact Details' icon when

you have already put their details on an existing form. When you click 'Add Contact' on the 'My Contacts' page you need to fill in the appropriate information on the right side of the screen − then click 'Update' this will add the details to the database.

Editing a Contact: To edit a contact in your contact list, simply click the 'View' link.

This will bring the contact details on the right hand side, from where they can be edited. Once you have finished editing the details − click the 'Update' button to save the changes.

Deleting a Contact: To delete a contact in your contact list, simply click the 'View' link. This will bring the contact details on the right hand side. At the bottom of the details you will see the link 'Delete' clicking on this will delete the contact. You will be asked to confirm the deletion before the contact is actually deleted from the database.

4.8 CV template

The recommended CV template is now available electronically in IRAS under “My Account”.  The only change of content is an extra field to state how long the investigator has been in their current post.  

4.9 My Account

The 'My Account' link on the main menu bar gives you access to your personal details and some personal settings for the IRAS website. Clicking on the link on the main menu bar will take you to the 'Edit Account Information' page which allows you to change your password and your address details. Once this page is loaded you will see you can also 'Edit Preferences' which is accessible by a link on the left hand side. In the 'Edit Preferences' section, you can change the font size and the width of the screen that IRAS uses. This last parameter is designed to make maximum

use of your monitor capabilities.

4.10 Help

Clicking on 'Help' on the main menu bar will take you to an online manual which is capable of being searched for specific terms. You will also be able to print the manual in PDF format for reference.

4.11 Contact Us

The 'Contact Us' link on the main menu bar will provide a list of all the suitable contacts for the various forms controlled by the system. This page will assist you in contacting the correct organisation. Please remember that the Helpline is only responsible for technical queries and general help. More specific queries and procedural questions should be addressed to the appropriate organisation in this list.

4.12 Helpline

The helpline can assist with technical queries and general help on using IRAS. The contact information can be found by clicking on the 'Helpline' link on the right hand side of the main menu bar.
4.13 Logout

Clicking on the 'logout' link on the main menu bar will log you off the site. In order to access your work again, you will need to login. The site will also log you off automatically after a period of inactivity. It is therefore important that you save any unsaved form changes by clicking the 'Save Now' link on the form page if you plan to leave your work inactive for any period of time.
5 Using IRAS to make an R&D application
This section provides step-by-step instructions on making an R&D application using IRAS. It explains how using IRAS will help with other applications for a project.

5.1 Completing applications on IRAS
The Chief Investigator should undertake the following steps, referring to the detailed technical guidance above:

1. Log into IRAS

2. On the first screen, click to ‘Create New project’

3. 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.

4. Click on ‘Navigate’ 
5. There are now two options on how to proceed:

i) Complete the Integrated Dataset, or

ii) Start with one application 

If starting with the Integrated Dataset:
1. Click on ‘Integrated Dataset’ on the left of the screen

2. On the Navigate tab click on the right, click on A1 and work through the form entering data

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

If starting with one application:

1. We recommend you start with the NHS R&D Form, although you may start with any form

2. Click on ‘NHS R&D Form’ on the left of the screen

3. On the Navigate tab on the right, click on A1 and work through the form entering data

4. At a later stage you can complete any remaining questions in other application forms by selecting the application form. Most of the questions should already be completed.

5.2 Collaborating and discussing your application
You can share your application with colleagues so that several people can enter information by transferring the form. Click on the Manage tab and select transfer. When they have completed the information, you can call the form back using the Manage tab.

You can share your application for discussion by printing out either the Integrated Dataset or a particular application form, or by saving it as a .pdf file to email. Click on Print while you are in the form and follow the instructions to save and/or print.
You are advised to discuss your application at an early stage with the proposed sponsor and the lead NHS R&D office. The lead NHS R&D office may be:

· the R&D office for the NHS organisation where you work, or

· the R&D office for the NHS sponsor (if appropriate), or

· if you are from outside the NHS choose one of the sites you will be using

5.3 Completing SSI Forms
For studies involving NHS sites, an SSI Form for each site is needed. The SSI form is used to apply both for site-specific assessment and R&D approval for NHS sites. This form supplements the main form by providing local details. Once the Chief Investigator has completed the main NHS R&D Form, SSI Forms can be created and transferred to each of the Principal Investigators. This process is similar to the system used in the NRESform for creating and distributing SSI Forms.

The questions that need to be answered in the SSI Form depend on some of the answers in the main form. Some information also populates from the main form into the SSI Form. SSI Forms should, therefore, be created from the correct project.

For any project that requires Site-specific Assessment (SSA), you are advised to get your application to the REC validated before creating SSI Forms.
There are two options for creating SSI Forms:

If the activities and people conducting the research will be similar across all or many sites, the Chief Investigator can enter the information into one SSI Form and then create as many duplicates as required:
1. From the NHS REC form or NHS R&D Form, click on the Add SSI tab

2. Click to add one SSI Form

3. Click on the SSI Form that has appeared within the tab

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

5. Click on Navigate

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

7. You can now create duplicates of the SSI Form

Alternatively, the appropriate number of blank SSI Forms can be created to be transferred to the Principal Investigators for completion:

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

2. Enter the number of SSI Forms required

3. Click to add the SSI Forms

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

To pass SSI Forms to Principal Investigators for completion:

1. Select an SSI Form from the list on the left

2. Click on the Manage tab

3. Insert the recipient’s email and click to transfer the SSI Form to the Principal Investigator

5.4 “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.

5.5 Submitting applications

Applications should be submitted as previously. IRAS includes a checklist for R&D applications. If R&D offices require further information in order to properly review a project, this should be requested subsequently. R&D offices are encouraged to bear in mind the burden to researchers of additional information being requested.
To submit an R&D application:

1. Submit both on paper and by email (or on CD) as a .pdf file and .xml file with all enclosures. 

2. You can obtain the relevant contact details for the office from the NHS R&D Forum at www.rdforum.nhs.uk/links/rdlinks.htm.    

3. If the research requires site-specific assessment (SSA), the form should also be submitted to the REC for the site (the SSA REC). 

6 Notifying amendments to NHS/HSC R&D offices

The procedure for notifying amendments to NHS R&D offices follows the process laid out in the mCTA. The notice of amendment should be provided to R&D offices in parallel with ethical and regulatory review so that implications of the amendment can be assessed and necessary arrangements made. Amendments that have received favourable ethical opinion and regulatory approval should be implemented at NHS sites. The R&D office should confirm receipt of the amendment. R&D offices should follow change control processes as set out in the mCTA to make any necessary amendments to financial or other agreements after implementation and within an agreed timetable. This process applies both to substantial and non-substantial amendments.

For substantial amendments, R&D offices should be sent a copy of the Notice of Substantial Amendment form submitted to the main REC for ethical review, together with a copy of all enclosures.  The Notice of Substantial Amendment is provided on IRAS. For further guidance, please refer to the guidance on notifying amendments to RECs.

For non-substantial amendments, R&D offices should be notified by letter or email.

7 CTIMPs – EudraCT application forms

Functionality is being developed to allow for import/export between IRAS and EudraCT.  This will be in place within the next month or so.  In future, this will mean that CTIMP applicants only need to enter common data once.  They may 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. However, for applications submitted using the existing NRESform, the applicant should continue to enclose a copy of the EudraCT application form (as published as Annex 1 to ENTR/CT1) to provide the background information about the investigational medicinal product(s) (IMP).  

8 Research database applications
IRAS contains a new specific application for ethical review of research databases. Applications for ethical review of research databases are 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.
9 Student applications
R&D offices will be aware that NRES guidance has previously stated that the student should be named as the Chief Investigator on applications.  With the introduction of IRAS, this policy has changed with immediate effect. The guidance below applies to applications through the NRESform system or IRAS.

Where an educational project is being undertaken by a student below doctoral level, the student should no longer be named as the Chief Investigator.  The reason for this is that students do not have the experience to undertake all the responsibilities of the Chief Investigator under the Research Governance Framework.  The practice of students being named as CI has led to difficulties where NHS R&D offices required the supervisor to take on this role. 

Where a project is being conducted mainly for educational reasons, the normal practice should be for the academic supervisor to be named as the CI.  The student should be named at A3 in IRAS, or as a key collaborator at A66 in the existing NRES form.  The 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.

Students are expected to continue to complete the application form on behalf of the CI as part of their training.  The student should be treated as the “applicant”.  All correspondence should be addressed to them and copied to the CI.  

Where a non-doctoral student is participating in a project that is not purely educational, the CI may be another experienced researcher such as a health professional or academic researcher. 

For doctoral research, it is accepted that the student should continue to be named as the CI. 

Parallel guidance on this issue has been issued to RECs by NRES.
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