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What is HRA Approval? 

ÅRoute for the approval of research taking place in the 

NHS in England and Wales. 

ÅBrings together two processes ï the assessment of 

governance and legal compliance and the ethics 

review  

ÅProvides assurance to the NHS that study complies 

with required standards and criteria. 

ÅNHS sites freed up to concentrate on putting 

arrangements in place to deliver the study. 

 

http://www.hra.nhs.uk/
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What does a good 

submission look like? 
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Completing IRAS 

ÅIRAS = Platform  

Åwww.myresearchproject.org.uk 

ÅIntegrated forms ï based on filter questions  

ÅGuidance available to complete form 

ÅElectronically submitted for HRA Approval 

ÅOther regulators ï submit as directed 

ïMHRA CAG, etc 

 

 

 

 

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


IRAS Project Filter 

Clicking on the green 
info icon provides 
question specific 
guidance 



IRAS Project Filter 

There are 5 commercially 

sponsored sub-categories of 

clinical investigations of 

medical device.  



IRAS Project Filter 

There are 6 non-

commercially sponsored 

clinical investigation of 

medical device.  



Essential applicant/ 

sponsor check 

 

 

Pre-submission checks 
X 

IRAS form filter questions completed correctly 

All sections of form completed 

Form has been electronically authorised 

Correct documents submitted with version 

numbers and dates 

IRAS reference number on PIS and consent form 

GDPR transparency wording in PIS 

IRAS Checklist list completed 
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Essential supporting 

documents 
Essential Documents ï Non 

commercial sponsor 

Clinical investigation plan  

Organisation Information Document/ 

Schedule of Events or SoECAT (per 

site type). 

Evidence of Insurance (non-NHS 

Sponsors) 

Funding Letter  

Participant information Sheets 

Informed Consent Forms 

CV for CI 

Essential Documents ï 

Commercial sponsor 

Clinical investigation plan  

Organisation Information 

Document per site type 

 

mCIA (non modified)  

Evidence of Insurance  

Validated industry costing template 

or confirmation of validation of iCT. 

Participant information Sheets/ICF 

CV for CI 

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

Document 

 

 
ÅOne per site type 

ÅSupports site set-up- arranging capacity and 

capability 

ÅCan be used as the intended agreement between 

sponsor and participating NHS sites for non 

commercial studies 

ïIs the Organisation Information Document being 

used as the contract with the study sites. If not, 

what will be used instead? 

 

 

http://www.hra.nhs.uk/
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Organisation Information Document 

conté 

ÅIdentify whether PI, Local Collaborator or CI are 

required 

 

ÅHave the appendices been correctly completed 

(finance, material transfer, data processing, data 

transfer, IP)? 

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


Schedule of Events/SoECAT 

ÅOne per site type 

SoE: 

ÅDetails research activity occurring at participating 

NHS organisations or undertaken by NHS staff 

ÅIncludes cost attributions and timings 

 

SoECAT: 

ÅAs above but includes ETCs 

ÅAuthorised by AcoRD Specialist 
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Information sheet and consent 

ÅAre potential participants being identified and 

approached by their routine care team? 

ÅIs the consent process suitable for the participants 

involved with the study? 

ÅHas the study been explained sufficiently to the 

participant? 

ÅAre the risks clearly explained? 

ÅIs there clarity about samples and data, transfer, 

storage and destruction? 

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

ÅHave the correct certificates been submitted? 

ÅAre there any relevant exceptions? 

ÅAre compensation arrangements detailed in the 

participant information sheet?  

ÅWil the Trust be responsible for the device itself or the 

commercial sponsor? 

 

 

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

ÅFirst approach by member of clinical care team 

ÅIs the appropriate consent in place for data accessed 

or transferred? 

ÅIf personal data is being exported outside of the EEA? 

ÅArrangements and clarity in PIS for data transfer, 

storage and destruction 

ÅGDPR wording 
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Validation and Assessment 

ÅYour named Specialist will validate and assess your 

project within 5 working days from receipt of 

documentation submission. 
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Outputs 

http://www.hra.nhs.uk/
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Å Clarifies: 

ï Site types 

ï Agreement suitability 

ï Funding Information 

ï Person responsible for activities 

at sites 

ï HR Good Practice requirements 

 

Å Applicant provides to sites as part of 

UK Local Information Pack 

 

HRA & HCRW Initial 

Assessment Letter  

http://www.hra.nhs.uk/
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Å Clarifies: 

ï Validation status for REC Meeting 

ï Time slot the study has been 

given 

ïREC Meeting location 

 

 

Validation Letter 

http://www.hra.nhs.uk/
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ÅAttendance at a REC meeting will greatly improve the 

committeeôs ability to offer a robust ethical decision. 

 

ÅQuestions put to applicant will be both ethical and 

legislation based. Therefore, the Chief Investigator and 

research team member who put together the initial 

submission are strongly encouraged to attend. 

 

ÅFeedback from the REC meeting will be sent to the Chief 

Investigator and sponsor contact 

 

REC Meeting 

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

http://www.hra.nhs.uk/
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HRA Approval letter 

No provisional or conditional. 

If approved: 

ÅLists documents approved 

ï including any revised 

documents 

ÅReports outcome of 

assessment ï including 

resolution of issues 

 

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

ÅTime spent at pre-submission stage which benefit the 

speed of approvals. 

ÅRead all study communications from HRA carefully. 

ÅMake sure that all relevant documentation is 

submitted at the point of initial submission. 

ÅInclude version control at initial submission and 

throughout correspondence with HRA Specialist as 

appropriate.  

ÅThere is a medical device learning module available 

via our website 

www.hra.nhs.uk | @HRA_Latest   
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Questions 
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