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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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HRA - England 

 

Research Ethics Service 

Assessment team 

Technical Assurance team 

Confidentiality Advice Team 

UK-wide 

IT system 

UK-wide  

arrangements 

Devolved  

administrations: 

• RECs 

• R&D 
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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 
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PI NHS 

CRN 

permission Study file 

MHRA 

REC 

applicant 

Previous system 
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PI NHS 

One document package 

One joint decision  

about site 

CRN 

Site team supporting set up and delivery 

HRA Approval  

for the NHS 

CRN 

applicant 

CRN study support services 
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High level process with HRA Approval  

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 

Applicant 
adds initial 

HRA letter to 
local package 
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Site team = R&D team 

+ research delivery 

team (PI, research 

nurses, etc) + 

LCRN team (for 

portfolio studies) 

See 

www.rdforum.nhs.uk 

contacts 

Complete 
and submit 
other forms 

www.supportmystudy.nihr.ac.uk 

http://www.hra.nhs.uk/
http://www.rdforum.nhs.uk/


High level process with HRA Approval  

Applicant 
identifies 

sites 

Joint  
arrangement 
capacity and 

capability 
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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 

Applicant 
adds initial 

HRA letter to 
local 

package 

Applicant sends 
local package  to 

site team 

Organisation confirms 
capacity and 

capability  

NO separate site 
‘approval’ just the 

signing of the contract 
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Application process 
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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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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 acceptability of variations 

2 February 2016 
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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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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 
form of site agreement/contract).   

 

http://www.hra.nhs.uk/
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Schedule of Events – non-commercial 

• Submit one template per ‘site type’ to HRA 

• Details activities and their cost attribution 

• HRA Approval will not be conditional on 

correct attribution or full  

research costs but  

information will be passed  

to sites.  
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HRA 

REC validation Initial Assessment 

Collate approvals 

HRA Approval 

Application received 

REC review 

REC Favourable 
Opinion 

HRA assessment 
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HRA Initial Assessment Letter 

• 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 

• Applicant provides to sites as 

part of local document 

package 

 

 

2 February 2016 

http://www.hra.nhs.uk/


This presentation is designed to provide general information only. Our website Terms and Conditions apply www.hra.nhs.uk 

HRA Approval Letter 

No provisional or conditional. If 

approved: 

• Lists documents approved – 

including any revised 

documents 

• Reports outcome of 

assessment – including 

resolution of issues 
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Cross-border studies 

• Based on existing UK compatibility 

• 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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HRA Approval:  

site level processes 
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Site set-up stages 

1.Identify 2.Assess 3.Arrange 4.Confirm 
5.Site 

Initiation 

Site invited 

by sponsor 

Site 

selected 

Site 

confirmed 

by sponsor 

Site ready 

to recruit 

Site 

confirmed 

by site 
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1.Identify 2.Assess 3.Arrange 4.Confirm 
5.Site 

Initiation 

Site 

identification 

Assess 

capacity & 

capability 

Practical 

arranging 

Exchange 

contracts 

Sponsor 

initiates site 

• Starts before 

or after HRA 

application 

• Network 

support if 

needed 

• Send final 

protocol to 

research team 

and R&D/ 

LCRN support 

• Official site 

selection 

• Send local 

information 

pack to 

research 

team and 

R&D/ LCRN 

support 

(includes 

HRA Initial 

Assessment 

Letter) 

• Send contract 

for signature 

• Site should 

be ready to 

recruit to 

agreed plan 

• Send IMP 

• Undertake 

site initiation 

visit 

HRA submission 

HRA initial 

Assessment 

letter issued 

HRA Approval 

letter issued 

Site ready to 

recruit 
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Local Information Pack 

12 November 2015 

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  

http://www.hra.nhs.uk/
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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 issue a permission letter as well as 
signing the contract 

2 February 2016 
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Amendments 



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 

http://www.hra.nhs.uk/about-the-hra/our-plans-and-projects/assessment-approval/amendments-nhs-england-studies/


MHRA 
approval 

HRA 

categorises 

amendment 

REC review 

HRA confirms 
compliance with 

HRA 
assessment 
standards 

Applicant 

submits 

amendment to 

HRA 

HRA confirms 

continuing HRA 

Approval 

Sponsor sends 

amendment and 

categorisation to 

site cc R&D/ LCRN 

35 days (Category A or B) 

No objection from site 

22 April 2016 

Max 5 

days 
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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 
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