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How much do you already know?

What is the HRA?
Health Research Authority

Who forms the HRA?

Where is the HRA based?
What does the HRA want to do?
Why does the HRA want to this?

When does the HRA want to do this?



What is the HRA?

OEPARTMENT OF Hegy
Care Quality
Commission

Healthwateh
England

NDPB via Care Act
2014 funded by
DoH

Works with
partners eg. NIHR,
MHRA

Quality,
streamline, and

consistency




Who forms the HRA?

Governance Technical
/ Legislation Reviews




Where is the HRA based?

£3 HARP
4 Home > Applications > Applications
Applications
Reference IRAS Project ID Title EudraCT Cl Name
G Clock started Clock stopped
Between B3 And B3 Between EAnd B
Study Type Application Type Decision
| Select Study Type | | Select Application Type | | Select Decision Type
Application State PRS Status
| Select Application State | | Select PRS Status |
Post Approval State FO/FIFO Conditions
| Select Post Approval State | | Select FO/FIFO conditions |

Jarrow

Nottingham

Bristol London




UK-wide compatibility

Health Research Authority -

England via IRAS 0

Health and Care Research
Wales Permissions Service
via research-
permissions@wales.nhs.uk

Jarrow

NHS Research Scotland
Scotland Permissions Coordinating
Centre via nrspcc@nhs.net

/

HSC R&D Application
N. Gateway via
lreland gateway@hscni.net

Nottingham

Bristol London




What does the HRA want to do?

e To make it easier to undertake
responsible health research in
the NHS in England as part of a
UK-wide system

e To simplify the process for
approval of health research for
researchers, thus reducing the
time and cost of setting up
studies

Arrange

‘ Assess ’

Confirm

Crome
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When does the HRA want to do?

11/05/2015

NHS staff 10/08/2015
research Primary care 30/11/2015
research Non- 31/03/2016
interventional Interventional
research research (IMP and
device)
& Single centre
where site is also
Ongoing sponsor
. _ . & Student
Single technical assurance: research (REC &
* Pharmacy 2+ sites)

* Radiology

Crome




HRA expectations

Health Research Authority

Consultation:

HRA and Research Sponsor Responsibilities
All appropriate, valid
supporting documentation
is supplied ay the point of
application




Submission: high level process map




Complete IRAS Form

.
IRAS

HOME | MY PROJECTS | MY CONTACTS | MY DOCUMENTS | MY ACCOUNT | ELEARNING | HELP | CONTACTUS | LOGOUT

| Navigation Page (Get to this page from anywhere in your project by clicking an "Navigate’)

Project Title: HRA Approval study IRAS Project ID: 198884
Project Type: Clinical trial of an investigational medicinal product
Application to: Health Research Authority

Project Filter Navigate | AddSSI | Amendments | Checklist | Transfer | Authorisations | Savelprint | E-Submission

Click here to go directly to the Project Filter questions

Electronic submission to review body

Full Set of Project Data (Select this dataset to answer all the
questions for your project)

“*IMPORTANT - This application form and al orting information are electronically submitted from IRAS to th body.™*

Click here to access the integrated dataset for all project forms

*** Please lly follow the instructions provided below **

Project Forms (Select the relevant form to get menus for

ibmission, amendments efc,
SUBMISSIOn. etc) A: Ensure your application is ready to submit:

[RAS Form 1. Check your form is complete

o Use| Check your form |.

This function will only work if you used the completion tracking teol function (tick icons next to questions in dataset) to mark questions as
completed; and/or

MHRA Medicines (EudraCT applic ation form

= Review your form page by page.
Do this online or use the save/print tab functionality if you want to print a draft of your form for review.

2. Upload supporting documents to the checklist

= For guidance on uploading documents click here.

o All documents uploaded will be electronically submitted with your form

o |f you do not supply all the necessary documents at point of submissien your application may be rejected
3. Obtain electronic authorisations

o Electronic autherisation is mandatery for all declarations in this form
o Do not seek authorisations until your form is complete. Electronic authonisations will invalidate if you change the data after they have been




Complete other forms

& e
” anagement

You have been invited to partake in this research project. Please read the following
information sheet. If you have any questions or quenes please do not hesitate 1o
contact the researcher. Contact details are provided at the end of this information
sheet.

This research is only fo be completed by people over the age of 18

Purpose of this research

This research is being conducted as part of 2 degree dissertation project for a
postgraduate student of Leeds Metropoitan University.

What will | be asked to do in this research?
You will be asked to take part in an oniine survey in refated 10 you views about the
impact of the Formula One Grand Prix in your region.

How will my information be used?
The information you provide will be analysed and used to form conciusions on the
subject area. Although your name and or any other personal information will not be

used or collected. When the s al ion will be
destroyed.
Wil my information be kept confidential?

Mdmmwmﬂuwmmmwumm
The and Leeds ity wil comply with the Data
Protection Act (UK) 1998.

INHS |

Health Research Authority

HRA Statement of Activities

for Participating NHS Organisations in England sempise version 49

are udy Eoch

Health Research Authority
3uidance

"his tab should becovmle!edlotm ste-type covered bymsScheduleol Events, lncludmg on!ythose
lcumesrelevm to the d by thi (eg

g participants, dormmhdetheuuvnesreluedlopmmrecnmm) Whefethestudy

wolves mt‘pie arms, this tab may be copied and each arm entered as a new tab. All activities should be
Jiven a cost attribution, in line with the DH AcoRD guidance.
IMtps.//www gov uk/ ations/quidance-on-attributing-the-costs-of-health-and-social-care-

esearch
ease refer to the Hints and Tips tab before completing this section.
AS Reference Number*: | 502146
v of Activity | Specific Activity Duration M.{
1ot sultable) of Activity selected first - or use.
free text if the drop-down options.
ar@ not suitable)

RAS ID




Statement of activities

One template per site type — tailor to site type

Completed by non-commercial sponsor

Emailed to site — add known local information

Can act in place of any other form of site
agreement/contract

HRA review template — not localised document

INHS|

Health Research Authority

HRA Statement of Activities

for Participating NHS Organisations in England empiate version 4.0)

For non-commercial stuckes. one Statement of Activities should be completed as a femplate for each sife type in the study. Each
Statement of Activites should be sccompanied by & completed HRA Schedule of Events, as part of the submission via IRAS for
HRA Approvel

Other questions may be completed ether by the sponsorapphcant or parScipsting organisetion (o collaboratively between both
partes). as appropriste

To provide an answer in the form, cick in @ bax with the BN and over-write this fext, or select the relevant option if presented
with A separate guidance document is provided and should be consulted prior fo completion of this femplate.

HRA Statement of Actwiies. tempiate version 4.0. 30 March 2018
IRAS ID




irch Autho

HRA Statement of Activities

for Participating NHS Organisations in England gempiate version 4.0y

Far non-commercis! sfudies, one Statement of Activities should be complated 55 3 fempiate for each =ife fype in

: the study. Each
Statement of Activities should be sccompanied by 8 completed HRA Schedule of Eventz, 3= part of the submizeion wia IRAS for
HRA Approval

1. Does the sponsor intend that this document forms the agreement between itself and the
participating organisation's in England?*

For non-commercial sfudies other than cfinical fialz and clinical invesfigations, the HRA encoursges uze of the Statement of
Activitiaz as the only form of agreement befwesen sponzor and an English participafing organisation, in place of bagpoke
agreementz created by sponzors. For research in pnimary care =effings, the Sfafement may be used for & geographica! ares,
e.q at the LCRN level, although sgreement should be befween the sponzor and independent legal entify fe.g GF Practice).
Far clinical #rialz and ciinical investigations the HRA expects that sponsors will use the relevant mode! sgreement, where one
ezt

| Select ves'or 'no!

Biwe shaded fields (alzo marked with an asferisk®) should be complefed by fthe sponsorapplicant prior fo submission to the HRAL

Where appropriate. for the purpose of confirming capacity and capahbility, green shaded fislds (also marked with a caret®) should
be completed by the participating organisation before refuming the document fo the sponsor.

Other guestions may be completed either by the sponsor/applicant or participating orgamisation {or collaborstively between both
parties), as sppropriste.

Far participating arganizations in Northem lrefsnd, Scoffand or Wales, the sponzor showld transfer @ Site Specific Informafion Form
fo each local rezearch feam for compiefion and submizzion fo their rezesrch managemeant supoort function.

To provide an answer in the form, click in a box with the Blue fext and over-write this fexf, or select the relevant option if presenfed
with drop-down fexi A sepa, guidance document iz provided and showld be conzulied pricr fo completion of thiz femplste.
Pleaze alzo read the question speciic guidance where presant

IRAS ID* IRAS D

Short Study Title* Enter short study fitle
Full Study Title* Enter full study fitle
Contact details of Enter contact name

sponsor, or delegated

point of contact, for EUTERE R

questions relating to Enter phone number
study set-up*
Site Type* Choose a Site Type

Sefect one option. If ‘Other, give defails.
If "Other’, insert details here

Name of Participating Wihere thiz statermeant iz fo be used 3z the agreement bafween sponscr and paricipating

Organisation organizafion, the name of the paricipsfing organizafion should be enfered here prior fo
agreement. If thiz Statement iz being sgreed fo cover multiple separsfe entities (e.g.

multiple GP practices within a single LCRN gecgraphy) please malke this clear hare.

Enter name of paricipating organisation

Date Date famplafe aszessed by HRA
HRA Office Use Only

Version Number Applicant version assessed by HRA

HRA Office Use Only

2. Date this Statement of Activities confirmed by participating organisation, if applicable.®

Enter date confirmed

3. Confirmation on behalf of participating organisation provided by (insert name and job title),
if applicable.*

Enter name and job title

it iz pot intended that thiz confirmation requires wei-ink signatures, or & pazsing of hand copies between the sponsor snd
parficipating organization. instead, sponsors are expected to accep!d confirmation by email from an individual empowered by
the parficipating organizstion fo agree fo the commencement of research (ncluding any budgetary responzibility, whens fhe
study involves the iransfer of funds).

4. If this Statement is not intended to form the agreement with the participating organisation/s
in England, will the sponsor be using an unmodified model non-commercial agreement?*

Select yes or 'no’

5. If no, please provide details of the modifications made to the model agreement and the
reasons for them. If the sponsor intends to use an agreement not based on the model
agreement, please provide detailed justification for this (templates of all ‘site agreements’ to
be used, including for sites in the devolved administrations (where applicable) should be
provided as part of the submission for HRA Approval).*

Provide details of modification made io model agreement and the reasons for them

6. Predicted Participant Recruitment, if applicable.

This iz recruitment or idenfification af paricipafing organisafion, not overall for fhe shudy. Please clarfy if this refers to
parficipants, samples or data. Plesee aleanly sfafe i thiz iz per month, per year, oversll efe. Lesve blank if not spplicabie fo
thiz site type.

Enter predicted participant recruitment or identification (or state if not applicable)

7. Proposed start date of research/participant identification activity at participating

organisation.
Khers it might athersize be open fo interpretation, please specify whether fhiz date refers fo fhe commencemeant of screening,
the recruitmeant of the firet parficipant, efc.

Enter proposed start date (DD/MMMMY™Y) of research/participant identification activity

Specify the activity to which this date refers




Statement of activities

8. Predicted end date of research/participant identification activity at participating 14. The following training for local staff will be provided by the sponsor. Where only specific
organisation. team members (e.g. the Principal Investigator) will receive this training, this is described
Where it might otherwize be gpen fo interpretstion, plesze specify whether thiz date refers fo the recruifmeant of the final below.*
parficipant, the final wisit of the final participant, database lock, atc.
Enter the proposed end date (DD/MMMNYY) of research/participant identification activity Enter defails of fraining fo be provided by the sponsor
Specify the activity to which this date refers
15. In addition to the above training, to be provided by the sponsor, the sponsor also expects
that the following local research team members will undertake the following training.*
9. Person responsible for research activities at site.” 1t would not be usual for the sponsar fo expect study specific fraining sdditional fo fhat which it will provide, this secfion doesz
i l bl however allow sponaars to sfafe that they will sccept, for example, MHR CRN training in Good Clnical Practice where the
ot = . I — A locally empiay . studly iz & Glinizal Trial of an Investigational Medlizinal Product ets.
responzibility for research procedures. Where this iz not the caze, the HRA expectz Local Coflaborators fo be in place whers Enter details of sponsor's additional training expectations
caniral stucly staff will be present at sife fo undertake h pr (the rofe of the Local Coflaborator is fo support
for the p af | =taff under Letters of Access or Honorary Rezesrch Contractz). Whers

o
exizfing dafa is being provided for research punposes without sddifions! resesrch procedures and withou! the presence of
cenirsl research feam members af site, the HRA does nof expect that a Princips! Investigator or Local Caolfsborator iz
appointed and you should select Chisf i

10. Are you requesting support to identify a Principal Investigator or Local Collaborator?®
Fleaze indicate whether suppart from the host o iz baing fo identify 2 Princips! Investigaforl ocal
Collsborator and provide further informstion on expectations befow. Where 5 Prncipal I it or Local G has
already been identified, their defailz sppear an Part G of the IRAS Farm.

11. Further Infonmlmn {vmere q:pllr.ﬂ:lle)."
Please provide further. o for a Princigal InvestigatorLocal C ator, to help participating
organizations identify an aperopr: ndfv-' fdual if required (.. F ion, specialty, senicrty efe.)

Provide information on the support reguired

12. The following capabilities and capacity are needed locally in order to deliver the study, e.g.
specific equipment, patient/participant groups, service support nursing time, excess
treatment costs, etc.*

Any funding or from the to the icipating isation iz sef out in the Finance Schedule.

Provide information on sponsaor's ctations for local ity and capability

13. Projected NHS Treatment Cost savings at this site type, if applicable.*

Althowgh many sfudies incur Excess Treafment Costz (z=2e AcoRD for information on cosf attnbufion] many studiez alzo give
rise fo treafment casf savings duning fhe shudy (e.g. ammmmmmmmamm and less
MMMMMMEI[,_, coat WS, S0 YOUr B

organizations may include this i o whan Try uueml ‘costatcost savings of their portfolic of
resegrch.  Any funding or support from the nder fo five par i ization is set out in the Finance Schedule.
MTMMWMMM[M mmnmdeEm

Provide information on freatment cost savings (or leave blank if not applicable’

HRA Statement of Activiies, template version 4.0, 30 March 2016

HRA Statement of Activifies, template version 4.0, 30 March 2018
IRAS 1D 4

IRAS ID 3



Schedule of events

One template per site type — tailor to site type

Health Research Authority

completed for the 'site-type' covered by this Schedule of Events, including only those
) the organisations covered by this document (e.g. if the organisations will not be

Completed by non-commercial sponsor (*or NIHR &tﬁ'jﬁeﬁﬂ%gm?%“miiﬁmu
CRN) ations e-on- -the-costs-of- -social-care-

nts and Tips tab before completing this section.

Emailed to site

Details activities and cost attribution

HRA review template — approval not conditional upon
correct attribution




[ R O T R e O

=
=

11
12

Guidance

This tab should be completed for the 'site-type' covered by this Schedule of Events, including only those

General Activities

activities relevant to the organisations covered by this document (e.g. if the organisations will not be
recruiting participants, do not include the activities related to participant recruitment). All activities should

be given a

cost attribution, in line with the DH AcoRD guidance.

https:/haww.gov.uk/government/publications/quidance-on-attributing-the-costs-of-health-and-social-care-

research

Please refer

to the Hints and Tips tab before completing this section.

13 |IRAS Reference Number:

14

16
17
18
19
20
21
22
23
24

26
27
23
29
30
31
32
33

[INHS |

Health Research Autharity

Area of Activity
[Select this first,
are not suitable)

Specific Activity (drop down anly present when
You can insert free text if the drop-down options | Area of Activity selected first - or use free text if the drop-down

optionsare not suitable)
b

Duration
[Minutas)

L d

Undertaken by

(drop down or free text)

Diay - to -y

-

Dayd

k4

Dayx

-

Screen

Visit 1

General Guidance General Activities Hints & Tips List of Activities User Feedback |4




INHS]

Health Research Authority

Per-Participant Activities

Guidance

This tab should be completed for the 'site-type’ covered by this Schedule of Events, including only those activities relevant to the
organisations covered by this document (e.g. if the organisations will not be recruiting participants, do not include the activities
related to participant recruitment). Where the study involves multiple arms, this tab may be copied and each arm entered as a
new tab. All activities should be given a cost attribution, in line with the DH AcoRD guidance.
https://www.gov.uk/government/publications/quidance-on-attributing-the-costs-of-health-and-social-care-research

G |~ o s W e

(¥}

10
11 |Please refer to the Hints and Tips tab before completing this section.

12

13 |IRAS Reference Number: | [}l
14

15 |Number of Participants | |
16

Area of Activity Specific Activity [drop down only present when Duration  |Undertaken by {drop down or free text)
[Select thisfirst. You can insert free text if the drop-down options | Area of Activity selected first - or use free taxt if the drop-down (Minutas)
17 | are not suitable) ™ |optionsare not suitable)

- v ¥ Diay -xto-y

k4

Day 0

-

Dy x

-

18

Screen

Base

Visit 1

19

20

21

22

23

24

25

26

27

28

29

30

31

32

33

34

General Guidance Per-Participant Activities |[licR=NI List of Activities User Feedback |WEitd3e




Industry costing template

One template per study

e T T T e by the stuy protocol The satient care activities should be tonssdered in comparissn te the site’s
current treatment pathwey snd standard-ofcare Seversl activities snd study costs hich eannot be relisbly predicied to occur, will need to be dacumerted on the Setup.

Completed by commercial sponsor

Emailed to site

» Cowr  Sudvio  PerPatientBudast  AddionslMemised Costs  Pharmacy  Setup & othercosts  Summary | Aboutthistemolse | Calo

Details activities and cost — tool for local negotiation

Seek early validation by CRN via email to Lead R&D office
(Portfolio) — if not validated, HRA will validate




Initial assessment letter

Emailed from HRA to Cl/sponsor

Sponsor emails to sites as part of local
document package

Indicates start of HRA Approval review

Clarifies if any site types do not need to
confirm capacity and capability (eg,
some PICs)

Flags issues to be resolved so sites don’t
duplicate

Health Research Authority
Dr Arthur Smith
Red Heath HOSpESI NHS Trust Evel s spircvaiein tel
Red Heath Road
London
LaTT
6 February 2016
Dear Dr Smtn
I Initial Assessment Letter

Stuaytitie: DUMMY STUDY: To detsrmine whether Drug A ls more

#fMective than Drug B in Chronic Heart Fallure.
IRAS project ID° 502136
EuaraCT number: 1111-100000-22
Protocol numbdsr XX1234
REC reference: 1OHRAINN
Sponsor: Red Heath Hoapital NHS Trust
Thank you or your appication for \pproval HRA an

COMDIENCE WEN 30pICaDE TEQUAtans 300 SLANGANS 3103 52
mma—-m-mm-mmm
notMication that your appicaion s vald for REC and proceeding 10 a REC meeting.

preparation for HRA Approval. on this dasls.
| Wil confinue 10 WOMk W YOu 1D resoive any g q are
Approval | may Y phone

required.
Folowing he HRA REC (where applicable)
you may _.:_“—-.F'.l-:l you envisage

> cd - P — ) v
Scope
HRA an 45 patients or staff in England.

your ige study, 9er
C3pacty and capiiny stuay,

confirmation is required. (F NHS Organisations, Capacity and
Capadiity and Agresment secons).




Inside the HRA




Pharmacy technical review

al R
N ||

N N




Radiology technical review

4 o

WA



HRA Approval letter

No provisional or conditional

Lists documents approved — including
revised documents

Reports outcome of assessment —
including resolution of issues

Sites not listed in original application
need to be added via amendment

Emailed to Cl/sponsor

Health Research Authority

Dr Arthur Smith
Red Heath HOSPEX NHS Trust Eret 2p aiooaidnia ou
Red Heath Road
London
LT
17 March 2016
Dear Dr Smitn,
Stugytitie: DUMMY STUDY: To determine whether Drug A ls more

#Mactive than Drug B In Chronic Heart Fallure.
IRAS project ID: 502136
EudraCT number: 1111-100000-22
Protocol number XX1234
REC refersnce: 1EHRAI
Date of REC favourable 21 February 2016
opinion with condltions
Sponsor: Red Heath Hospital NHS Trust

1 am pieased 1 confrm Mt Me 3Dove study has been gven HRA ADproval on the basis described
In the appication Torm, Protocol. SUPPOring documerntation and any clanfications noted In this letier .

Scope

HRA ADDIOVa Provioes 3n apormowal Tor TeSearh nvoning NHS patients or staff in England.

‘Organisations isted In your 3ppicaion are not obliged 10 undertake IS study, arrangements for
C3pacity and c3pabilty 10 undertake the study, where formal

confirmation s required. Of HRA 1 NHS

a—-—.m-ww

'y MVONES DATCH3ItNg org3 In the UK, please contact the
relevant natonal ang uDp aavice

-‘—mcw*-nmqommhm

$90NS0r 1 N0t requITed for ese ypes of 3cVEES BS o

Page 10010




Local information pack

IRAS Form

‘ Protocol and amendments

PICF (without logos)

‘ Relevant (model) agreement — as required

Statement of Activity and Schedule of Events — non commercial

only

‘ NIHR industry costing template (validated) — commercial only

Any other documents sponsor wishes to provide to site to support set up
and delivery

Crome




Arrangement of capacity and capability

Arrange

Confirm

National Institute for
Health Research

Clinical Research Network

CRN Principles for assessing,
arranging and confirming local capacity and capablllty

DRAFT FOR COMMENT v.17SEP2015

A- Introduction

Purpose

This Guidance Document outiines the CRN principles for activiies relating to assessing, arranging
and local capacity and ty by org: in receipt of CRN funding.
anw»umwmw They provide the mechanism
ough and confirmation of local capacity
and l g Orge cmbo across the NHS to improve
the researcher and ife-science builds upon the work on

MMMNMMWWNHSWWWMM
and reflects the main purpose of HRA Approval: to make it easier for researchers to undertake good
quality research.

mwhwucmmmwwmmmmcmmmm

g local capacity
mmmnmmm should include scenarios where Local CRNS
provide resource for activities on behalf of organisations e.g. for General Practices.

CRN funding for activities related to
for

g the in this 10
upulovmommlmwdmoLCRN

ensure

funding allocation model.

Suitable studies

The principles are applicable to all CRN Portfolio studies submitted for HRA Approval.

Atthe jon of and by the isation involved, the principles of this guidance could
also be applied t0:

CRN Principies for assessing. arranging and confirming locai capacity and capability

DRAFT FOR COMMENT v17SEPT2015
Page 10f 18




Amendment process

‘ Applies to all historic studies led from England, or with NHS sites in England

‘ Set up prior to CSP

Set up through CSP

. Non-Portfolio studies

HRA Approval studies

‘ CSP decommissioned 31/03/2016
‘ All amendments or new sites via HRA processes




UK-wide compatibility

Health Research Authority -
England &
hra.amendments@nhs.net

Health and Care Research
Wales Permissions Service
via research-
permissions@wales.nhs.uk

Jarrow

NHS Research Scotland

Scotland Permissions Coordinating
Centre via
nhsg.nrspcc@nhs.net’-/
HSC R&D Application

N. Gateway via
Ireland research.amendments@hsc
ni.net

Nottingham

Bristol London




Process map

35 days starts when site informed

NON- Site puts
SUBSTANTIAL arrangements in Site implements

place to prepare for amendment
amendment

SUBSTANTIAL

HRA categorise (in Outcome of HRA
P ————— 5 days) and assess Assessment
| INTERNAL for compliance with communicated by
p ARA HRA Approval email
PROCESS

@uomc
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