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Amendment Confirmation of REC Validation, Categorisation and Implementation Information

Dear Professor Foster, 

IRAS Project ID: 202342
Short Study Title: HORIZONS: Understanding the impact of cancer diagnosis and treatment
Date complete amendment submission received: 21 October 2019
Amendment No./ Sponsor Ref: Amendment 11
Amendment Date: 17 October 2019
Amendment Type: Substantial

Outcome of HRA and HCRW Assessment HRA and HCRW Approval for the amendment is pending. HRA and HCRW Approval for the amendment will be 
separately confirmed by email.

Implementation date in NHS organisations in 
England and/or Wales

35 days from date amendment information  together with this email, is supplied to participating organisations 
(provided HRA and HCRW Approval for the amendment is in place and conditions are met)

Implementation date in NHS/HSC organisations 
in Northern Ireland and/or Scotland 25/11/2019

For NHS/HSC R&D Office information
Amendment Category A

Thank you for submitting an amendment to your project. We have now categorised your amendment and please find this, as well as other relevant information, in the table 
above.

Please also find attached a copy of the REC validation letter for the submitted amendment.

What should I do next?

Please read the information in IRAS, which provides you with information on how and when you can implement your amendment at NHS/HSC sites in each nation, and 
what actions you should take now.

If you have participating NHS/HSC organisations in any other UK nations that are affected by this amendment please note that we will forward the amendment 
submission to the relevant national coordinating function(s).

If not already provided, please email to us any regulatory approvals (where applicable) once available. Your amendment will be reviewed by the REC, as per the attached 
letter.

When can I implement this amendment?

You may implement this amendment in line with the information in IRAS. Please note that you may only implement changes described in the amendment notice.

Who should I contact if I have further questions about this amendment?

If you have any questions about the ethical review of this amendment, please do not hesitate to contact me. 

If you have any other questions about this amendment please contact the relevant national coordinating centre for advice:

England – hra.amendments@nhs.net 
Northern Ireland – research.gateway@hscni.net 
Scotland – nhsg.NRSPCC@nhs.net 
Wales – HCRW.amendments@wales.nhs.uk

Additional information on the management of amendments can be found in the IRAS guidance.

Please do not hesitate to contact me if you require further information.

Kind regards

Taimoor Hassan
Health Research Authority
Ground Floor | Skipton House | 80 London Road | London | SE1 6LH 
E.hra.amendments@nhs.net
W. www.hra.nhs.uk 
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Dear Professor Foster, 


 


Study title: HORIZONS: a cohort study to explore recovery of health and 
well-being in adults diagnosed with cancer 


REC reference: 16/NW/0425  


Protocol number: RHM CAN1199  


Amendment number: Amendment 11 


Amendment date: 17 October 2019 


IRAS project ID: 202342 


 


Thank you for submitting the above amendment, which was received on 21 October 2019. I can 
confirm that this is a valid notice of a substantial amendment and will be reviewed by the Committee 
at its next meeting. 


 


Documents received 


 







 


 


The documents to be reviewed are as follows: 


 


Document   Version   Date     


Covering letter on headed paper    17 October 2019    


Letters of invitation to participant [Follow up questionnaire letter - Clean]  v3.0  10 October 2019    


Letters of invitation to participant [Follow up questionnaire letter - 
Tracked Changes]  


v3.0  08 October 2019    


Notice of Substantial Amendment (non-CTIMP)  Amendment 
11  


17 October 2019    


Other [Email from UHSFT (sponsor)]  V1.0  10 October 2019    


Other [GP Status Check Card]  v1.0  10 October 2019    


Other [No status checks available information flyer]  v1.0  10 October 2019    


Other [3-12-month Questionnaire Reminder Letter - Clean]  V4.0  08 October 2019    


Other [3-12-month Questionnaire Reminder Letter - Tracked Changes]  V4.0  08 October 2019    


Other [18 month onwards Questionnaire Reminder Letter - Clean]  v4.0  08 October 2019    


Other [18 month onwards Questionnaire Reminder Letter - Tracked 
Changes]  


v4.0  08 October 2019    


Other [Patient Study newsletter]  v1.0  10 October 2019    


Other [PPI Comments on flyer wording and status checks]  v1.0  10 October 2019    


Other [PPI comments on questionnaire reminder frequency]  v1.0  10 October 2019    


Research protocol or project proposal [Protocol - Clean]  V6.0  10 October 2019    


Research protocol or project proposal [Protocol - Tracked Changes]  v6.0  10 October 2019    


 


Notification of the Committee’s decision 


 


The Committee will issue an ethical opinion on the amendment within a maximum of 35 days from 
the date of receipt. 


 


R&D approval 


 


All investigators and research collaborators in the NHS should notify the R&D office for the relevant 
NHS care organisation of this amendment and check whether it affects R&D approval for the research. 


 


HRA Learning 


 







 


 


We are pleased to welcome researchers and research staff to our HRA Learning Events and online 
learning opportunities– see details at: https://www.hra.nhs.uk/planning-and-improving-
research/learning/ 


16/NW/0425:      Please quote this number on all correspondence 


 


Yours sincerely 


 


 
 


Taimoor Hassan 


 


Email: nrescommittee.northwest-preston@nhs.net 


 


Copy to: Mr Richard Brooks 
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