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ing patients’ interests and 
provide overall supervision regarding the trial’s progress, adherence to the protocol and patient 
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, and there will be a DMC chairperson’s 
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for DR. The Royal College of Ophthalmologists suggests its ‘consideration’



healthcare repositories, central to which is the use of each person’s Community Health Index (CHI) 

. Each participant’s dosing regimen will 
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No features ≤2 disc diameters from the centre of the fovea 

below within a radius of >1 but ≤2 disc 


†

Lesions as specified below within a radius of ≤1 disc 
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If a participant’s DR 
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 Medical history that might limit the individual’s ability t
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the trial, or the participant’s ability to participate in the trial
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 out by the Health Informatics Centre (HIC; University of Dundee) Safe Haven’s 
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th recruitment in LENS. A few weeks after a patient’s retinal screening visit, 

https://www.dundee.ac.uk/hic/patientrecruitment/
https://www.ctsu.ox.ac.uk/lens


HIC’s recruitment service. (For some boards such as NHS Tayside, HIC already holds SCI

HIC’s recruitment service will

clinician for that patient’s health board

individuals who don’t respond to the initial mailing.

participant’s details unless that i

http://adaptdiabetes.org/in-brief-2/


details, details of patient’s GP and GP practice, date of birth, sex

(using the NHS board’s 
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s’ time

’s local 

oard’s 



health board’s clinical portal 
patient’s care to be aware of, and gain further information about, the trial
use paper records, the detailed PIL will be filed in the patient’s case notes.

’

below) (also termed an ‘order supply’)

delegated doctor’s electronic

‘order supply’ will be an inbuilt part of the eCRF.

the patient’s GP by the informing them of their patient’s interest and likely participation in the 
and providing the GP with an opportunity to exclude their patient if they feel that the patient’s 
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eGFR ≥60mL/min/1.73m

this. A letter will also be sent from the CCO to the participant’s GP advising that the individual is 

ccess to the CCO’s 24 hour Freeph



each participant’s GP and/or hospital doctor ‘real time’ 

≥

’s 

‘order to supply’ to record 

‘ ’

’

Scotland’s electronic Data Research 

https://www.ctsu.ox.ac.uk/lens
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The ‘end of study’ is defined as the date on which the 



UK to treat “mixed hyperlipidaemia if statin contra

risk”
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ties to the trial’s contract 








≥60mL/min/1.73m

eight weeks’ 



≥

required to electronically sign an updated ‘order to supply’ to 

− hepatic insufficiency (including biliary cirrhosis), renal insufficiency, chi

≤



of combination therapy with a statin is underlined by the UK’s lic
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file:///C:/Users/davidp/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/2B68E5WE/n=15,000%20randomised%20to%20aspirin%20or%20placebo;
file:///C:/Users/davidp/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/2B68E5WE/n=15,000%20randomised%20to%20aspirin%20or%20placebo;
file:///C:/Users/davidp/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/2B68E5WE/;%20n=5,700%20to%20assess%20the%20cardiovascular%20safety%20of%20feboxustat
https://www.dtu.ox.ac.uk/GLINT/
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Other ‘important medical events’ may also be considered serious if they 
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refuted by information from the participant’s health records or health registry lin
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the option of more frequent meetings. There will also be a chairperson’s review every 6 months.



indicate DR progression rates (limited to patients with at least 3 years’ follow

to ‘referable’ DR would be

As described in LENS’ inclusion criteria, patients with R1 



individuals who are likely to remain adherent to trial procedures, thereby maximising the trial’s 



done according to the “intention treat” principle (i.e. participants will be analysed in 



http://www.ndc.scot.nhs.uk/National-Datasets/index.asp
http://www.isdscotland.org/Health-Topics/Finance/Scottish-National-Tariff/


) will constitute the ‘source documents’ for the trial. The 



registries is entirely dependent on use of each participant’s CHI number and data 

Monitoring will be based on the study’s risk assessment 

https://www.ndph.ox.ac.uk/about/richard-doll-centenary-archive


(subject to the participant’s verbal agreement)

’s responsibility to produce the annual reports 

experts, and the trial’s design 



is the sponsor’s responsibility to decide whether an amendment is substantial or non

permission from the site’s NHS Research & Development (R&D) department. 

A “serious breach” 

It is the CI’s responsibility to contact the Sponsor without delay. 

Underwriting Management Ltd, at Lloyd’s of Lon





https://www.rcophth.ac.uk/wp-content/uploads/2021/08/2012-SCI-267-Diabetic-Retinopathy-Guidelines-December-2012.pdf
https://www.rcophth.ac.uk/wp-content/uploads/2021/08/2012-SCI-267-Diabetic-Retinopathy-Guidelines-December-2012.pdf
http://www.nice.org.uk/guidance/cg66
https://www.sign.ac.uk/assets/sign116.pdf
http://clinicaltrials.gov/show/NCT01320345
http://www.sdrn.org.uk/


https://www.medicinescomplete.com/mc/bnf/current/PHP1686-fenofibrate.htm
https://www.diabetesinscotland.org.uk/wp-content/uploads/2019/12/Diabetes-in-Scotland-website-Scottish-Diabetes-Survey-2014.pdf
https://www.diabetesinscotland.org.uk/wp-content/uploads/2019/12/Diabetes-in-Scotland-website-Scottish-Diabetes-Survey-2014.pdf
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‘referable’ 
‘clinically significant’ or ‘significant’ 


