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How much do you already know?

What is the HRA?

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?

NDPB via Care Act 
2014 funded by 
DoH

Works with 
partners eg. NIHR, 
MHRA

Quality, 
streamline, and 
consistency



Who forms the HRA?

NRES CAG

Governance 
/ Legislation

Technical 
Reviews



Where is the HRA based?



UK-wide compatibility

• Health Research Authority 
via IRASEngland

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

Wales

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

Scotland

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

N. 
Ireland



What does the HRA want to do?

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

Vision

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

Aim

Assess

Arrange

Confirm



Why does the HRA want to do this?



When does the HRA want to do?

Ongoing

Single technical assurance:

• Pharmacy

• Radiology

Cohort 1

11/05/2015

NHS staff 
research

Cohort 2

10/08/2015

Primary care 
research

Cohort 3

30/11/2015

Non-
interventional 
research

Cohort 4

31/03/2016

Interventional 
research (IMP and 
device)

& Single centre 
where site is also 
sponsor

& Student 
research (REC & 
2+  sites)



HRA expectations

All appropriate, valid 
supporting documentation 
is supplied ay the point of 

application



Applicant
identifies 

sites

Applicant
sends local 
package  to 
site team

Joint  
arrangement 
capacity and 

capability

Organisation 
confirms 

capacity and 
capability

Applicant 
completes 
IRAS Form

Applicant 
submits 

IRAS pack 
to HRA

HRA issues 
outcome of 

initial 
assessment

HRA issues 
HRA 

Approval to 
CI

Applicant 
sends HRA 
Approval to 
site

Complete 
and submit 
other forms

Submission: high level process map



Complete IRAS Form



Complete other forms



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



Statement of activities



Statement of activities



Schedule of events

One template per site type – tailor to site type

Completed by non-commercial sponsor (*or NIHR 
CRN)

Emailed to site

Details activities and cost attribution

HRA review template – approval not conditional upon 
correct attribution



Schedule of events



Schedule of events



Industry costing template

One template per study

Completed by commercial sponsor

Emailed to site

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 CI/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



Inside the HRA

REC validation Initial Assessment

Collate approvals

HRA Approval

Application received

REC review

REC Favourable 
Opinion

HRA assessment



Pharmacy technical review

REC validation Initial Assessment

Collate approvals

Pharmacy technical  
assurance

HRA Approval

Application received

REC review

REC Favourable 
Opinion

HRA assessment

Pharmacy information 
complete



Radiology technical review

Prepare draft 
application

E-submit via IRAS

Radiation assurance: 

IRAS Declarations

Call Central Booking 
Service

Obtain Electronic 
Authorisation/s

Finalise IRAS form 

and documents

Submit request for 
Radiation Technical 
Assurance to HRA



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 CI/sponsor



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



Arrangement of capacity and capability

Assess

Arrange

Confirm



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 
via 
hra.amendments@nhs.net

England

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

Wales

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

Scotland

• HSC R&D Application 
Gateway via 
research.amendments@hsc
ni.net

N. 
Ireland



Process map



Session conclusion

www.hra.

nhs.uk

hra.approval

@nhs.net

WFC 
distribution 

list

Any 
questions?


