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Announcements:

Clinical Trials of Investigational Medicinal Products (CTIMPs) and Combined trials of an i igational
medicinal product and an investigational medical device (IMP/Device trials):

It is no longer possible for a new CTIMP or IMP/Device frial application to be made using this part of IRAS. If
you have an existing CTIMP or IMP/Device trial project that has not yet been submitted, you will no longer be
able to do so here

All CTIMPs and IMP/Device trials now need to apply using the combined review service, which can be
accessed using the new part of IRAS. Please refer to the guidance on the HRA website for instructions on how
10 apply for combined review. If you have any queries related to applying for combined review please contact
cwow@hra nhs uk. If your combined review application involves ionising radiation and/or an investigational
medical device, please refer to IRAS Help quidance

i diation form for bined review:The ionising radiation form for combined review has been
simpiified. Refer to the IRAS Help guidance for more information.

Expiration of the Control of Patient Information (COPI) Notice: The general COPI notice expired on 30
June 2022 From 01 July 2022 if you are planning new COVID-19 related research or non-research activities
where confidential patient information is being processed without consent you should submit an application to
CAG

Coronavirus / COVID-19 - key gui for s, sites and 1ers:

The Health Research Authority (HRA) website provides guidance about Research Ethics Committees (REC)
and NHS/HSC arrangements and information about fast track COVID-19 research. For guidance
relating to clinical frials of inv medicinal (CTIMPs) and medical devices please refer to the
Medicines and Healthcare products Regulatory Agency (MHRA) website

Updates:

30 June 2022: IRAS updated to v6.3: This version implements updates to the lonising Radiation for Combined
Review form and ARSAC form. Please refer to the Updates page for more information.

28 February 2022: IRAS updated to v6.2 This version implements further updates to Clinical Trials of
Investigational Medicinal Products (CTIMPs) and C: ined ftrials of an i i icinal product and an
investigational medical device (IMP/Device trials) projects that were created before IRAS v6.0 (13 December
2021). Please refer to the Updates page for more information.

04 January 2022: IRAS updated to v6.1 This version implements updates to Clinical Trials of Investigational
Medicinal Products (CTIMPSs) and C trials of an i medicinal product and an investigational
medical device (IMP/Device trials) projects that were created before IRAS v6.0 (13 December 2021). Please refer
to the Updates page for more information.
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The Integrated Research Application System (IRAS)

« Is asingle system for applying for the permissions and approvals for health and social care / community

care research in the UK

Generates the IRAS ID, which has been adopted by stakeholders across the UK as the common study

identifier

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

Please Login

First time and new users please click here.

Login: |

Password: |

| Submit || Reset |
Forgotten Password? Click here

* Passwords are case sensiive

Quick Links
Updates

Getting started

E-Learning

The Integrated Research Application System uses pdf files
to print. You need to have the free Adobe PDF Reader
instalied on your computer.

Click here to downioad the Adobe Reader
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If you have difficulty installing this software please contact
your computer administrator.
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Procedures for

Research Ethics Committees

Version 7.5.1

August 2021

HPF © https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/RES_Standard_Operating_Procedures_Version_7.5.1_August_2021_
Final_Accessible_07IVkXt.pdf
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NHS Athens

1. REC audits and accreditation status awarded

Name of REC Audit period Accreditation status awarded
Yorkshire & The Humber - Sheffield Jun 2020 - May 2021 Full accreditation
Ea 2020 2021 redita ditio

J 0 reditatio
Yorkshire & The Humber - Leeds East Jul 2020 - Jun 2021 Provisional accreditation
London - Riverside Jul 2020 - Jun 2021 Accreditation with conditions
East Midlands - Leicester South Aug 2020 - Jul 2021 Provisional accreditation
South Central - Hampshire A Aug 2020 - Jul 2021 Accreditation with conditions
South Central - Oxferd C Aug 2020 - Jul 2021 Full accreditation
North West — GM Central Sep 2020 - Aug 2021 Full accreditation

Graph showing the number of RECs granted provisional
accreditation/accreditation with conditions and the number
of unmet standards
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HFR : https://www.hra.nhs.uk/about-us/governance/quality-assurance/hra-and-devolved-administrations-accreditation-scheme-report/.
https://www.hra.nhs.uk/planning-and-improving-research/learning/rec-member-learning-resources/
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ppiication duégiement 536/2014

w18 mars 2021,

V1-17/01/2021 [-
V2 -02/02/2022 Farmulaire collection d échantillons biologiques : remplacement
du formulaire national par le formulaire CTEG
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consent procedure template » ...
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Document additionnel v

2. INFORMATION DES PARTICIPANTS, FORMULAIRE DE CONSENTEMENT ECLAIRE ET
PROCEDURE DE CONSENTEMENT ECLAIRE {correspanda Fannexe 1 du CTR)

Formulaire européen "Recruitment and Inform
Document diinformation destiné aux personnes qui se prétent & la recherche
Le formulaire de recueil du consentement des Personnes se Prétant 2 12 rECHErThe v .

3. APTITUDE DE L'INVESTIGATEUR (correspondant au point 1M de Fannexe 1 du CTR] ...........

des principaux
vt bor [

Le formulaire sumpeen "Declaration of Interest Tempiate” .. s
1 point 1N e Fannexe 1du CTR).......

1 DE!

Le formulaire européen "Site Suitability Template” .

Autorisation de liew

5. PREUVE D'AFFILIATION A UNE ASSURANCE OU A UN MECANISME D'INDEMNISATION
(correspandant au point 1.0 e F'annexe 1 du CTR).

Attestation d'assure

6. DISPOSITIONS FINANCIERES ET AUTRES {correspondant au point 1P de 'annexe 1 du CTR) .
Document additionnel version 1 du 10 janvier 2022 ............. S
7. PREUVE DU PAIEMENT DE DROITS {correspondant au point 1.0, de I'annexe 1 du CTR) ..

soumission d
EU 5362014 en Frasecs:
Version | du 10 janvier 2022
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HiPF : https://solidarites-sante.gouv.fr/systeme-de-sante-et-medico-social/recherche-et-innovation/article/la-commission-nationale-des-

recherches-impliquant-la-personne-humaine-cnriph
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a. WEME. NIEMERUERMA

lawfulness, fairness and transparency

b. ERDRE
purpose limitation

c. T —A Db
data minimisation

d. IS
accuracy

e. SCERIFDHIPR

storage limitation

f. TR MR U
integrity and confidentiality
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