F3: To be completed by the CRE 

Radiation Assurance Research Exposure Form

F1: To be completed by the applicant
This section is to be completed by the applicant before submission of the application for Radiation Assurance. 
When completing this document:
· you should give as much information as possible referring to the guidance notes (in italicised text) that’ll help you understand what information you should provide

· if you require additional rows to be provided you should email radiation.assurance@hra.nhs.uk specifying which areas of the form require additional rows and how many are needed


	Short study title
	[bookmark: Text1]     

	IRAS project IDa
	     

	Estimated start date
	     

	Estimated end date
	     

	Median length of participation 
(How long are participants in the study? You should ensure this is consistent with what is entered in IRAS and other study documents).
	     

	Is this submission a pre-regulatory approval submission to Radiation Assurance or an amendment? 
(If it is related to an amendment, provide the sponsor amendment reference as listed in the amendment tool).
	     



Guidance Notes
a If your application is a combined review application (meaning it’s a clinical trial of an investigational medicinal product or a combination trial of a medicinal product and device) the IRAS ID will be obtained from the new part of IRAS, if it’s not a combined review application the IRAS ID will be obtained when you create your application in standard IRAS.



	Prognosis, median life-expectancy and median time-to-progression


	Age (specify numerically for example 21 – 60 years)
	     

	Sex
	     

	Where applicable:

Median time to disease progressiona

Median survival timesb (where relevant)

Maximum time in the studyc
	
     

     

     



Guidance Notes

a The median disease progression for the patient group under standard of care, not what this may be with any study intervention.
b The median survival for the patient group under standard of care, not what this may be with any study intervention. 

c This should relate to the maximum number of scans and frequency in the rest of the form (for example if the maximum time is 5 years the scanning frequency should cover the whole 5 years). For open ended studies give a criteria for participants involvement in the trial ending (for example disease progression). - The information provided here informs the MPE dose calculation and risk assessment for the study.


	Does this study involve:
	Yes
	No

	Radiology? If “Yes”, complete part 1
	[bookmark: Check1]|_|
	|_|

	Radioactive substances? If “Yes”, complete part 2
	|_|
	|_|

	Radiotherapy? If “Yes”, complete part 3
	|_|
	|_|

	Non-ionising radiation? If “Yes”, complete part 4
	|_|
	|_|


F1: To be completed by the applicant 
F1: To be completed by the applicant





Version 1.0 23/02/2018          Note: This document is uncontrolled when printed 	1
Version 3.0 22/08/2024                 Note: This document is uncontrolled when printed	1


	
	Y
	N

	Does the participant facing information have a radiation risk statement?* 
If yes, insert this statement below:
	|_|
	|_|

	     



*If no, the MPE will provide a radiation risk statement for the participant facing information in C1. This should be added to the participant facing information prior to authorisation being requested. The MPE and CRE should not authorise the IRAS form until the participant facing information has been updated accordingly.
F1: To be completed by the applicant


Part 1: Radiology ionising radiation imaging procedures


	1
	2
	3
	4
	5
	6
	7
	8

	Participant cohorta, b
	Procedurec
	Body part / exam protocold
	Frequency / study pointe
	Maximum possible examinations for maximum possible time in studyf
	Maximum examinations for median time in studyg
	Approximate number routine care – including frequency / time pointsh  
	Reporting & copy images requiredi

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     



Guidance Notes
a Each cohort in your study should be clearly identified here in separate rows (for example cohorts 1 – 3), if there are no cohorts ‘N/A’ should be entered. If there’ll be specific patient groups within a cohort that’re having different scanning procedures to the main cohort (for example patients with brain metastases) this should be included in the table. – The MPE needs this information so they know who’ll receive what procedure and what the total dose will be for all the different participants during the study.

b If any imaging procedures involving ionising radiation are associated with radiotherapy you should detail these in part 3 of the research exposure form rather than part 1. This is because these scans would form part of the radiotherapy procedure rather than being a separate imaging procedure.

c Detail what procedures participants will undergo during their time in the study, this should be specific (for example a type of CT scan such as a ‘Triple-phase CT scan’ not just ‘CT scan'), detail whether it involves contrast or not and describe the route of administration (for contrast only). These procedures should be consistent with what is in the protocol. - This information is used by the MPE to calculate dose and by the CRE to justify the exposures. It’s also used to support site set up.

d This should detail the bodily region the scan is imaging (for example ‘Chest, abdomen and pelvis’, avoiding broader terms such as ‘torso’). Where a whole-body scan will be used it should be clear what regions this scan will cover (for example head-to-toe, head-to-pelvis, neck-to-pelvis). - This information is needed by the MPE, as the dose calculations will vary depending on which part of the body is being scanned.

e This should match what is written in the protocol, for example, if the protocol states ‘every cycle’ then it should be written the same way here. If the research will involve cycles the length should be specified here (for example ‘21 days per cycle’, ‘Baseline, then every 8 weeks’). – This being consistent with the protocol is important so the reviewers can assess what is above standard of care and provide detailed information to the REC regarding the dose and risk burden for the study.

f This should be the absolute maximum possible number of scans, as a single whole number (for example 5 and not 4-5), for any participant specified in the participant cohort column (column 1). You should enter the same details in A19 column 1 in standard IRAS and/or B2 question 2 column 4 in the new part of IRAS (if you’re completing a combined review application). For open ended studies you should give the maximum whole number for what the majority of where this cohort will receive, for any participants exceeding this give year on year values in a separate row. Some of these scans may be standard of care, but if the data from these procedures will be used for the study then this should be counted as a research exposure. – The MPE uses this information to determine the total protocol dose for the study and complete the review. This also helps sites undertake capacity and capability checks.

g This should be the maximum number of scans, that the majority of participants in the study will have (for example for participants with a poor prognosis they may be only expected to reach year 2 in a 5-year study, the number of scans they’ll have by year 2 is the number you should enter). If the study has an open-ended design, making it impossible to determine the maximum examinations required by the protocol, you should use a separate row for every year the study will be open. Where there is no year-to-year variation, you can title the information as spans of years (for example ‘Years 3—17’) - This information enables the MPE/CRE to accurately describe the risk to participants in their review. 

[bookmark: _Hlk148539963]h This should detail what a participant would receive as part of their standard care if they were not in this study.  It should be the same number or fewer than the number of examinations in column 5. You should enter the same details in A19 column 2 in your standard IRAS form and/or B2 question 2 column 2 in the new part of IRAS (if you’re completing a combined review application) - The CRE will check this conforms to national standard of care where possible and it’ll be used to inform the additional risk for participants taking part in the study. This information also helps research ethics committees determine if there is an additional burden to participants and if this is ethically acceptable.

i This should detail any specific reporting requirements (for example RECIST (Response Evaluation Criteria in Solid Tumours), RANO (Response Assessment in Neuro-Oncology). This information should also be in the protocol or imaging manual (if applicable). - This information is used by sites to ensure they can report as per the requirements of the protocol and to help with site setup.


	
	Y
	N

	Is a phantom scan/studya required as part of the trial? If ‘yes’ give details in the table below
	|_|
	|_|



	Comments (to include variations between sites):

	     



Guidance Note

a A phantom scan is an initial scan using an object, known as a ‘phantom’ to ensure that the equipment at site is correctly calibrated and can provide the required imaging. Where there is an option for sites to do one scan or another then the number of scans should be the same, for example if sites can either do a CT scan or MRI scan and you have stated 5 CT scans then 5 MRI scans should also be listed.

Part 2: Administration of radioactive substances or brachytherapy (including non-imaging procedures such as GFR)

	1
	2
	3
	4
	5
	6
	7
	8
	9

	Participant cohorta
	Procedureb
	Radioactive substance / Radio-pharmaceuticalc
	Body part / exam protocold
	Frequency / study pointe
	Maximum possible examinations for maximum possible time in studyf
	Maximum examinations for median time in studyg
	Approximate number routine care –including frequency / time pointsh
	Specify any study protocol-specific reporting and / or data processing requiredi

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     




Guidance Notes
a Each cohort in your study should be clearly identified here in separate rows (for example cohorts 1 – 3), if there are no cohorts ‘N/A’ should be entered. If there’ll be specific patient groups within a cohort that are having different procedures to the main cohort this should be included in the table. 

b Enter the detail of what procedures participants will be undergo during their time in the study. This should be specific (for example a ‘MUGA scan, ‘whole body phosphonate bone scan’, ‘GFR test’, amyloid brain PET/CT – not a ‘cardiac scan’, ‘bone imaging’, ‘renal function test’, ‘PET/CT’, ‘brain PET’) and provide details on the administration of any radiopharmaceutical or radioactive substances. These procedures should be consistent with the protocol. Hybrid procedures, such as PET/CT, SPECT/CT, which involve two modalities will need to be split across Parts 1 and 2 of the Research Exposure Form.

c Use the full name of the radionuclide and chemical form (for example 'Technetium Pertechnetate Tc99m', rather than just entering 'Technetium') - This is required by the Administration of Radioactive Substances Advisory Committee (ARSAC). There may also be dose differences between different radioactive substances, therefore this information is required for an MPE to accurately calculate the dosage for participants.

d Detail the bodily region the scan is imaging (for example ‘Chest, abdomen and pelvis’, avoiding broader terms such as ‘torso’). If a whole-body scan will be used you should be clear on what regions this scan will cover (for example head-to-toe, head-to-pelvis, neck-to-pelvis), and this should correlate with the information provided in the protocol and/or imaging manual. 

e This should match what is written in the protocol, for example if the protocol states every cycle then it should be written the same way here. If the research will involve cycles the length should be specified here (for example ‘21 days per cycle’ or ’Baseline, then every 8 weeks’). 

f This should be the absolute maximum possible number of scans, as a single whole number (for example 5 and not 4-5), for any participant specified in the participant cohort column (column 1).  You should enter the same details in IRAS A19 column 1 in standard IRAS and/or B2 question 2 column 4 in the new part of IRAS (if you’re completing a combined review application). For open ended studies you should give the maximum whole number for what the majority of where this cohort will receive, for any participants exceeding this, give year-on-year values in a separate row. Some of these scans may be standard of care, but if the data from these scans will be used for the study this should be counted as a research exposure.

g This should be the maximum number of scans the majority of participants will have. For example, if participants will likely have a poor prognosis and only reach year 2 in a 5 year study then number of scans they’ll have by year 2 is the number you should enter here. If the study has an open-ended design, making it impossible to determine the maximum examinations required by the protocol, you should use a separate row for every year for which the study will be open. Where there is no year-to-year variation, you can title the information as spans of years (for example ‘Years 3—17’). 

h This should detail what procedures a participant would receive as part of their standard care (meaning if they were not on this study). It should be the same number or lower than the number of examinations in column 6. You should enter the same details in A19 column 2 in standard IRAS and/or B2 column 2 in the new part of IRAS (if you’re completing a combined review application).

I This should detail any protocol specific reporting requirements or data processing requirements for the study (for example lesion scoring, SUV (Standardised Uptake Value) analysis, quantification, structured reporting).


	
	Y
	N

	Is there any requirement for pre-trial site validation? For example, submission of phantom study and / or other QA procedure(s), camera system calibration / accreditation, data transfer testing? If ‘yes’ give details in the table below
	|_|
	|_|



	Comments (to include variations between sites):	

	     




Part 2 continued: Administration of radioactive substances

The following questions are duplicated from IRAS (Part B Section 3 - A2 and A3 and the ARSAC form). These sections are expected to be completed prior to MPE/CRE review and they should be consistent with the information in IRAS.

You should only complete these question if you’ve included any procedures in the table at the beginning of Part 2 in this form. If you have not included any procedures in Part 2 then you do not need to complete these questions and you should continue to Part 3 of the research exposure form. 


	
	Y
	N

	Will any of the study participants be patients?
	|_|
	|_|



If yes you should complete the table below for the patient group involved in the study. Where multiple patient groups are involved you should contact radiation.assurance@hra.nhs.uk so that additional tables can be added:


	Details of patients to be studied

	Number (whole study)
	     

	Age range (specify numerically for example 21 – 60 years)
	     

	Sex
	     

	Clinical condition
	     



	
	Y
	N

	Will any of the study participants be healthy volunteers?
	|_|
	|_|



If yes you should complete the table below for the healthy volunteer group involved in the study. Where multiple healthy volunteer groups are involved you should contact radiation.assurance@hra.nhs.uk so that additional tables can be added:

	Details of healthy volunteers to be studied

	Number (whole study)
	     

	Age range (specify numerically for example 21 – 60 years)
	     

	Sex
	     




	What steps will you take to exclude individuals who’re pregnant or who could become pregnant during the study? 

You should give details of screening procedures and advice to be given to women of child-bearing age, which should be copied into your response to A3 in standard IRAS and B2 question 4 in the new part of IRAS form (if your study is a combined review application).

	     





Part 3: Radiotherapy procedures (include number of treatment fractions, all pre-treatment imaging, for example CT, PET/CT, 4DCT and all on-treatment imaging)
Use separate rows as necessary for each treatment phase and/or treatment arm(s), and for each imaging modality whether pre-treatment or on-treatment. 

	1
	2
	3
	4
	5
	6
	7
	8
	9

	Participant cohorta
	Procedureb
	Treatment site and phase
	Dose prescription(s), protocolc
	Technique, protocold or e
	Dose prescription, routine carec
	Technique, routine cared or e
	Number of exposures, protocolf, g, h
	Number of exposures, routine careg, i

	     
	[bookmark: Dropdown1]
	     
	     
	     
	     
	     
	     
	     

	     
	
	     
	     
	     
	     
	     
	     
	     

	     
	
	     
	     
	     
	     
	     
	     
	     

	     
	
	     
	     
	     
	     
	     
	     
	     

	     
	
	     
	     
	     
	     
	     
	     
	     

	     
	
	     
	     
	     
	     
	     
	     
	     



Guidance notes
a Each cohort within your study should be clearly identified here in separate rows (for example cohorts 1 – 3), if there are no cohorts ‘N/A’ should be entered. If there’ll be specific patient groups within a cohort that are having different radiotherapy procedures to the main cohort this should be included in the table. You should ensure that any of the pre-treatment or imaging associated with the radiotherapy is included in part 3 rather than part 1 (as these form part of the radiotherapy procedure rather than being a separate imaging procedure).

b If you select “Pre-Treatment Imaging” or “On-treatment imaging” you should complete columns 1, 3, 8 and 9 in that row. Any columns that aren’t applicable should be completed as ‘N/A’. If you select “Treatment” then you should complete all columns for that row in the table.

c This field should be completed for each phase of treatment or trial arm where the radiotherapy is being used as a treatment procedure (if the radiotherapy is not a treatment procedure you do not have to complete this field). You should ensure the dose and frequency of the radiotherapy is specified (for example 50 Gy in 25 fractions over 5 weeks).

d For example single applied field, electron, 3D conformal, IMRT, volumetric/arc therapy.

e For example 3D or 4D for planning CT; kV, MV or CBCT for verification.

f  This applies to fractions, not treatments. 

g Where this relates to the radiotherapy treatment you should specify the maximum number of fractions, not the number of treatments. Where this relates to pre or on-treatment imaging you should specify the maximum number of exposures.

h You should enter the same details in A19 column 1 in standard IRAS and/or B2 question 2 column 4 in the new part of IRAS (if you’re completing a combined review application).

i This should be the number of examinations in column 8 that could be considered routine care.  You should enter the same details in A19 column 2 in standard IRAS and/or B2 question 2 column 2 (if you’re completing a combined review application).


	
	Y
	N

	Are there any radiotherapy QA requirements for the trial? If yes, give brief details of pre-trial QA for example outlining, planning and / or phantom measurements plus any on-going trial QA and data transfer requirements in the comments box
	|_|
	|_|



	Comments (to include variations between sites):

	     


	
	

Part 4: Non-ionising radiation imaging procedures (to aid feasibility at sites)
Give as much information as possible. Refer to the notes at the end of section F1 which give guidance regarding the level of detail required within the table.

	1
	2
	3
	4
	5
	6
	7
	8

	Participant cohorta
	Procedureb
	Scan extent –body part / exam protocolc
	Frequency / study pointd
	Maximum possible examinations for maximum possible time in studye, f
	Maximum examinations for median time in studyg
	Approximate number routine care – including frequency / time pointsh
	Reporting & copy images requiredi

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     




Guidance Notes
a Each cohort within your study should be clearly identified here in separate rows (for example cohorts 1 – 3), if there are no cohorts ‘N/A’ should be entered. If there’ll be specific patient groups within a cohort that’re having different imaging procedures to the main cohort this should be included in the table. 

b This section should list all non-ionising radiation imaging procedures (for example MRI, ultrasound, ECHO scans, OCT), especially where these are to be used as in place of an ionising alternative. This helps sites understand what is needed for the study and enables them to undertake appropriate capacity and capability checks. 

c This should detail the bodily region the scan is imaging (for example ‘Chest, abdomen and pelvis’, avoiding broader terms such as ‘torso’). If a whole-body scan will be used you should make it clear what regions this scan will cover (for example head-to-toe, head-to-pelvis, neck-to-pelvis). 

d This should match what is written in the protocol, for example if the protocol states that an MRI scan will take place at baseline and then every 8 weeks this should also be detailed here.

e This should be the absolute maximum possible number of scans, as a single whole number (for example 5 and not 4-5) for any participant specified in the participant cohort column (column 1).  You should enter the same details in A19 column 1 in standard IRAS and/or B2 question 2 column 4 in the new part of IRAS (if you’re completing a combined review application).

f For open ended studies you should give the maximum whole number for what the majority of this cohort will receive, for any participants exceeding this, give year-on-year values in a separate row. Some of these scans may be standard of care, but if the data from these procedures will be used for the study then this should be captured here.

g This should be the maximum number of scans, that the majority of participants will have (for example for participants with a poor prognosis, it may be that most will only reach month x in a 5 year study, this number of scans they’ll have by this point is the number you should enter). If the study has an open-ended design, making it impossible to determine the maximum of scans required by the protocol, you should use a separate row for every year for which the study will be open. Where there is no year-to-year variation, you can title the information as spans of years (for example ‘Years 3—17’) .

h This should be the number of examinations in column 6 that could be considered routine care. You should enter the same details in A19 column 2 in standard IRAS and/or B2 column 2 in the new part of IRAS (if you’re completing a combined review application).

i This should detail any specific reporting requirements for example RECIST (Response Evaluation Criteria in Solid Tumours) or RANO (Response Assessment in Neuro-Oncology). This information should also be in the protocol or imaging manual (if applicable). - This information is used by sites to ensure they can report as per the requirements of the protocol.  This detail is needed to capacity and capability, and site set up.


F2: To be completed by the MPE
This section is to be completed by the MPE after the HRA has completed their consistency review of the application. The information reflects that which is presented in IRAS and once it is completed will be transferred into IRAS by the applicant. Additional guidance for information required within the review can be found on the IRAS question-specific guidance and in the MPE review procedure guidance.

If additional tables are required within F2 please contact radiation.assurance@hra.nhs.uk. 

	
	Y
	N

	1. Does the study involve exposure to radioactive materials? If “Yes”, complete part A 
	|_|
	|_|

	2. Does the study involve other diagnostic or therapeutic ionising radiation? If “Yes”, complete part B
	|_|
	|_|



Part A: Radioactive materials (IRAS part B section 3 - A)
Complete the table below for each radioactive substance to be administered (IRAS part B section 3 A1)

Please complete the table below for each radioactive substance administered/procedure undertaken:

	Type of investigation / therapy
	     

	Radionuclide*
	     

	Chemical form
	     

	Proposed activity (MBq)
	     

	Route of administration
	     

	Maximum number of administrations per participant
	     

	Effective dose or target-tissue dose per administration (specify units)**
	     


*Radioactive substance
**Please include references here

Details of study participants (IRAS part B section 3 A2)
	
	Y
	N

	Will any of the study participants be patients?
	|_|
	|_|



If yes, please duplicate and complete the table below for each patient group involved in the study:

	Details of patients to be studied

	TOTAL dose or target tissue dose per individual (specify units)
	     



	
	Y
	N

	Will any of the study participants be healthy volunteers?
	|_|
	|_|



If yes, please duplicate and complete the table below for each healthy volunteer group involved in the study:


	Details of healthy volunteers to be studied

	TOTAL dose or target tissue dose per individual (specify units)
	     



	
	Y
	N

	Is the statement (referenced in F1) regarding pregnancy appropriate? If no, please provide comment below.
	|_|
	|_|

	[bookmark: Text2]     



Part B: Other ionising radiation (IRAS part B section 3 - B)
Details of other ionising radiation (to reflect IRAS part B section 3 B1)

Information about all ionising radiation not listed above, specify the following:

	Type of investigation / procedure
	Number of procedures1
	Estimated procedure dose (per investigation) in mSv2

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


1As stated in Section F1
2Use national diagnostic reference levels, where available. Any references used to calculate estimated procedure dose should be included here and copied in IRAS part B section 3 B1.

Part C: Dose risk assessment (IRAS part B section 3 - C)
Note to applicant – Please ensure that all completed sections below are copied into the IRAS form in part B section 3 question C1.

	What is the total participant dose from all the exposures in A1 and / or B1, and what component of this is the additional dose over and above standard practice? What’re the risks associated with these two doses (total and additional)? (IRAS part B section 3 – C1)

This should be prepared by a Medical Physics Expert (MPE) who is a clinical scientist registered with the Health and Care Professions Council and has expertise relevant to the planned exposures. Where the study involves different types of exposure (for example, both radioactive materials and other ionising radiation, or more than one imaging method), advice may need to be sought from other MPEs with relevant expertise. The lead MPE should produce a combined assessment, giving the names of any other MPEs who have contributed to the assessment.

Consideration should be given as to whether the exposures listed in part F1 of this form as standard of care are appropriate.
Please list all of the reviewers who have contributed to this review.
Please state if any of the reviewers are part of the research team or named in the protocol.


	
     

	Has a risk statement been provided by the applicant for the participant information sheet?
	Y
	N

	
	|_|
	|_|

	If yes, is the risk statement provided acceptable?
	Y
	N

	
	|_|
	|_|

	If either of the above are answered no, please comment below. (IRAS part B section 3 – C1)

Any required changes to the participant information sheet(s) should be noted here and uploaded onto IRAS as part of the review so that REC & governance reviewers can satisfy themselves that the required changes (and no others) have been made post-MPE review to the sections of the participant information sheet(s) relating to research exposures. 

Participant information sheet statement inserted below:

	
     




Details of lead MPE (IRAS part B section 3 – C3):

	Title
	     

	Forename
	     

	Surname
	     

	Organisation
	     

	Address
	     

	Telephone
	     

	Mobile
	     

	E-mail
	     

	Professional position
	     

	HCPC professional registration
	     

	MPE registration number
	     




For the purposes of Radiation Assurance only (not to be copied into IRAS):

	Lead MPE’s HRA registered reviewer number
	     

	If different to the above, e-mail used for IRAS authorisation
	     



F2: To be completed by the MPE 


F3: To be completed by the CRE (IRAS part B section 3 - D)

This section is to be completed by the CRE after the HRA has completed their consistency review of the application. The information provided by the CRE will be transferred into IRAS by the applicant. Additional guidance for information required within the review can be found on the IRAS question-specific guidance and in the CRE review procedure guidance.
	
	Y
	N

	(IRAS part B section 3 D1)
Will the exposure to ionising radiation exceed the exposure that might be received as part of normal care at any proposed research site? If “yes”, complete question below.
	|_|
	|_|




Assessment of additional exposures (IRAS part B section 3 D2)
Note to Applicant – Please ensure that all completed sections below are copied into the IRAS form in part B section 3 question D2.


	What is the total participant dose from all the exposures in A1 and / or B1, and what component of this is the additional dose over and above standard practice? What are the risks associated with these two doses (total and additional)? (IRAS part B section 3 D2)

Explain how the planned exposure compares with normal practice and assess whether it is appropriate, using language comprehensible to a lay person.
Consideration should be given to the specific objectives of the exposure in relation to the study objectives, the characteristics of participants, the potential diagnostic or therapeutic benefits to the participant, the potential benefits to society, the risk to the participant and the availability of alternative techniques involving less, or no, ionising radiation.

Consideration should also be given as to whether the exposures listed in part F1 of this form as standard of care are appropriate.
Please list all of the reviewers who have contributed to this review.
Please state if any of the reviewers are part of the research team or named in the protocol.

	
     

	
Participant information sheet (IRAS part B section 3 D2)

	
	

	
Is the information provided in the PIS suitable for participants with this clinical condition?

	Y
	N

	
	|_|
	|_|

	If no, please comment below.
Any required changes to the participant information sheet(s) should be noted here and uploaded onto IRAS as part of the review in D2 so that REC & governance reviewers can satisfy themselves that the required changes (and no others) have been made post-CRE review to the sections of the participant information sheet(s) relating to research exposures. 


	
     





Details of lead CRE (IRAS part B section 3 D3):

	Title
	     

	Forename
	     

	Surname
	     

	Organisation
	     

	Address
	     

	Telephone
	     

	Mobile
	     

	E-mail
	     

	Professional position
	     

	GMC/GDC registration number
	     



For the purposes of Radiation Assurance only (not to be copied into IRAS):

	Lead CRE’s HRA registered reviewer number
	     

	If different to the above, e-mail used for IRAS authorisation
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