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Health Research Authority

+ Established 2011

* Protect and promote the interests of
patients and the public in research

« Consensus and collaboration on standards
rather than inspection
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UK-wide
arrangements

Devolved
administrations:
« RECs
« R&D

G Post Approval State
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Programme objectives

/Less time

and effort
setting up
studies

More research
funding spent
on research

More global
first
participants

Increased
NHS staff
productivity




Previous system NHS

Health Research Authority

&
/ )

appllcant )
Study file permission
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CRN study support services

4k %)

appllcant
HRA Approval
One document package for the NHS
One joint decision
about site

Site team supporting set up and delivery
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High level process with HRA Approval

Applicant HRA issues HRA issues _
submits outcome of . HRA Site team = R&D team
Ap

IRAS pack initial proval to + research delivery

to HRA assessment team (PI, research

nurses, etc) +

LCRN team (for

: : portfolio studies)

Complete Applicant Applicant See

and submit adds initial sends HRA

other forms HRA letter to Approval to
local package site contacts

Applicant
completes
IRAS Form

www.rdforum.nhs.uk

Applicant Joint
sends local arrangement
package to capacity and

site team capability

Applicant Organisation

identifies
sites

. confirms
capacity and
capability
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High level process with HRA Approval

Applicant
completes
IRAS Form

Applicant HRA issues
submits outcome of
IRAS pack initial
to HRA assessment

Applicant
adds initial
HRA letter to
local
package

Applicant Applicant sends
identifies local package to
sites SICRCEY

HRA issues
HRA
Approval to
Cl

Applicant
sends HRA
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Applying to HRA

One set of authorisations
One set of documents to upload

For all studies (including non-REC) contact
the Central Booking Service -
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w‘ 4 https.//www myresearchproject.orguk/Forms/Mai O = & GP | HRA Approval Portal 4 Integrated Research Applica... * ARARL |
File Edit View Favorites Tools Help
{q‘g .Useraccount Health Rese... aSuggested Sites @ v [ @ v Pagev Safetyv Tools+ @v ”
Ja. In which country of the UK will the lead NHS R&D office be located: 0 A
® England
(O Scotland
OWales

O Northern Ireland
(O This study does not involve the NHS

4. Which applications do you require?

IMPORTANT: If your project is taking place in the NHS and is led from England select IRAS Form'. If your project is led from
Northern Ireland, Scotland or Wales select 'NHS/HSC Research and Development Offices’ and/or relevant Research Ethics
Committee applications, as appropriate.

VIIRAS Form & _
[ IMedicines althcare products Requlatory Agency (MHRA) - Medicines ]
[1Gene Therapy Advisory Committee (GTAC) 0

[ Confidentiality Advisory Group (CAG) 0 _
[INational Offender Management Service (NOMS) (Prisons & Probation) 0 _

I Administration of Radioactive Substances Advisory Committee (ARSAC) L]

For NH5/HSC R&D Offices in Northern Ireland, Scotland and Wales the CI must create NHS/HSC Site Specific Information forms, for each
site, in addition to the study wide forms, and transfer them to the Fls or local collaborators.

For participating NHS organisations in England different arrangements apply for the provision of site specific information. Refer to IRAS Help
for more information.

5. Will any research sites in this study be NHS organisations? i
®Yes ONo

5a. Are all the research costs and infrastructure costs (funding for the suppert and facilities needed to carry out research
e.g. NHS Support costs) for this study provided by a NIHR Biomedical Research Centre, NIHR Biomedical Research Unit, v
NIHR Collaboratmn for Leadershlp in Health Research and Care [CLAHRC), NIHR Patient Safety Translational Research

15:22
26/04/2016

G - 1E b
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HRA Assessment Criteria and Standards

What will be assessed and expected
standard

Single review of legality and compliance

Supports study set-up
http://www.hra.nhs.uk/hra-approval
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Agreements — commercial/ non-commercial

HRA will confirm whether a model
agreement has been used

Any variations will be highlighted to Trusts

HRA may indicate acceptabllity of variations

LL Thi nomuﬁuud ......................
\ s between
TR
H NHS [FOUNDAT\ON)
\ . ‘\MW the “Trust

[... insert ™
|
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Costing — commercial studies

Seek early validation of costing template by
CRN via lead R&D office (portfolio studies)

If not validated, HRA will validate (but this
will delay if portfolio)

Initial Assessment letter from HRA will
document outcome for sponsor and Trusts
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NHS'

Statement of Activities — non-commercial

Submit one template per ‘site
type’ to HRA

Add known local information
before sending one to each site
as part of local information
package

Complete the template during
site set-up

Can act in place of any other

Health Research Authority
HRA Statement of Activities

for Participating NHS Organisations in England empiate version4.0)

))))))

Other
parties),
F o St Specitc inormsi
To provi m, clck i box uith the BIGE reiovant o
with drop-clos te guidance documentis provided and st ited tion of
Pease n specific: BnCe W oresent
IRAS RA
Short Study Title™

ull Study Title*
Contact details of
mmmmmmmmmmmm ated

int of contact, for

iestions relating to

form of site agreement/contract).
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Health Research Authority

Schedule of Events — non-commercial

Submit one template per ‘site type’ to HRA
Detalls activities and their cost attribution

HRA Approval will not be conditional on
correct attribution or full
research costs but

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.

- L] L]
https-/iwww gov.uk/government/publications/guidance-on-attributing-the-c osts-of-health-and-social-care-
g | research

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

Per-Participant Activities

e w (e

2

L] 9 IRAS Reference Number*: [ 502146
10
1

u “Ares of Activity Spacific Activity Duration |Undertaken by
{Minutes) frea text)
are not uitable) ot Activity selected first -or use.
free text ifthe drop-doun options

12 are not suitable)
13 Interventions non clinical Subj 30 |External Staff (Cantrsl ResearchTeam] | Research
14
15
16
17
13
WA Per-Participant Activities

Reacy_|
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REC validation

REC review

REC Favourable
Opinion

Application received

Initial Assessment

HRA assessment

Collate approvals

HRA Approval
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HRA Initial Assessment Letter

Clarifies If any site types do s

Health Research Authority

not need to confirm capacity = = —

& February 2016

and capability (eg some PICSs) -~

Studytiiie: DUMMY STUDY: To determine whather Drug A ls more
effective than Drug B in Chronk: Heart Fallure.

IRAS project ID: 502138

EudraCT number: 1111-100000-22

Flags issues to be resolved =l .

Thank you for your appicatian far HRA APproval. HRA AppT shudy
compliance wiih applcabée reguiations and standamts and 3 sepaamnmmnrmamnmwnym

so sites don't duplicate e

L [Ms Ann Assessor - i3 3pprovalnns net) have baen assignadio this 3 ppllmnn anunaue
uncertaken my inftial assessment, the findngs of which are detalied In Append d the

Initial Assessment Letter

sponaor shoubd now work with to Mnalise
paration for HRA Ap th

Applicant provides to SIteS asS s

ulred.

Following the review of your application by the HRA assessment t2am and REC (where applicable)
you may be asked to make changes to the documents submitted In your applicaion. If you envisage
ihat changes might e requirad pror bo the cutcome of the review, |Wwouk! 35k tat you contact me for
advice.

Scope
}-RRAppmvﬂpmmle n appeoval for research Invoiving NHS patients or staff In England.

In your agF nat obliged to underiake this study; amangementsfar
urgmlsamnn onnﬂnnm reapamy ueapmunym nosrizke e stuay, where formal
confirmation g NHS . Capacity and

Capabitty and ﬂ@'eemenrsemnn 5.

Fage 1 00
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HRA Approval Letter

No provisional or conditional. If

Dr Arthur Smitn

Red Heath Hospital NHS Trust St g caiins o
Red Heath Road

approved: =

Dear Dr Smith,

Letter of HRA oval

Lists documents approved — s e

IRAS projsctiD: 502138

EudraCT number: 1111-100000-22
L] L] [ Protocol number: XX1234
REC referance: 18MRAMDTII
I n I n r V I Date of REC favourabla 21 February 2016
I l oplinion with conditiona
Sponsor: Red Heath Hospital NHS Trust

| am pleased o confirm that the above s1Ady has been given HEA Approval. on the basls described

documents e

Scope

HRA Approval provides an appeoval Irvoiving NHS p ‘staff In England.
Organisations lstad In your applcation are not obilged bo undertake this study; amangements for
organisations to confim their capacity and capabiity 1o undertaks the study, where formal
corfirmation Is required, are detalled in Summevy of HREA a NHE

Reports outcome of A s

relevant natanal coorinating fundionsfor support and advice
A IS (1, 1K,/ 0 AT 5/ 0 DN -0~ B WS G165 G- TV

assessment — including R SR e

Partlzipating NHS Organigations In England

. . Tha HRA has determinad that partepating M—Bnrgmlsamnrsln England that are Participant
Identification Centras or npies only do not need to Tormaky
I I confirm their eapacity and napaunymn:smisreaeimnemaeam Sgreement with the
reSO u I O O I SS u eS sponsor ks not required for thesa types of acihvitles. | is expecied that these organisations will become

Pagas 1010
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Cross-border studies &

Based on existing UK compatibility o
If Lead R&D office in England — HRA =
Approval

If Lead R&D office elsewhere — study-wide
review

Outcome shared UK-wide and country-
specific aspects added

Site set-up according to country process
REC may be anywhere in UK
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Site set-up stages

5.Site
Initiation

3.Arrange

Site invited Site S.'te S.'te Site ready
confirmed confirmed :

by sponsor selected : to recruit
by sponsor by site
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: 5.Site

-

HRA submission
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Local Information Pack

Copy of IRAS application form (combined REC and R&D form) as
submitted for HRA Approval

Protocol and amendments

Participant information and consent documents (without local logos/
headers)

Relevant model agreement

Statement of Activity and Schedule of Event templates — non-commercial
only

NIHR Costing template (validated) and delegation log— commercial only
Any other documents that the sponsor wishes to provide to the site to
support the set up and delivery of the study

Copy of HRA Initial Assessment letter

This presentation is designed to provide general information only. Our website Terms and Conditions apply www.hra.nhs.uk 12 November 2015
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Cross-border studies

HRA shares outcome of HRA Approval with
devolved nations’ coordinating functions
which conduct additional nation-specific
checks

Site level process for devolved nation sites
according to each country’s instructions

Each R&D office for a devolved nation site
will iIssue a permission letter as well as
signing the contract
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Amendments For studies led in England

Submit substantial amendments to the relevant
NHS REC (where REC review is required for the
study type). They will also be accessed by the HRA
Assessment Team.

Other amendments which do not need to be
submitted to an NHS REC should be sent to
hra.amendments@nhs.net.

16 September, 2016
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Applicant
submits
amendment to
HRA

Sponsor sends
amendment and
categorisation to

A

site cc R&D/ LCRN '

35 days (Category A or B)

No objection from site

REC review

MHRA
approval

HRA confirms
continuing HRA
Approval

22 April 2016
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HRA Approval will continue to develop further

Technical assurance roll-out
Revisions to remaining model agreements
Revisions to Research Passport guidance

Develop REC — HRA assessment interaction
Develop IRAS further

Prepare for EU Clinical Trials Regulations

http://www.hra.nhs.uk/about-the-hra/our-plans-and-
projects/assessment-approval/
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Useful links

Please always refer to website for up to date
Information:

Questions and answers

Statement of activities

Schedule of events

Assessment — standards and criteria

Feedback: hra.approvalprogramme@nhs.net
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Thank you

hra.approvalprogramme@nhs.net
www.hra.nhs.uk
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