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the patient’s 

remains at the clinicians’ discretion.



–

•

•
•

•
•
•
•

Patient’s demographics (age, gender), 

• ged ≥18 
•
•

•

as the patient’s 



–

•
’s

•

•
•



–

applying a method of “Tests for 
Randomised Design”.





–

, sites will access the patient’s local medical record 
and/or contact the patient’s GP to determine the outcome data status at Week 

known prescription from the patient’s record for the 



–



–



–

•
•
•

the LLT ‘prior to admission’ form which captures LLT therapy in the month prior to admission.



–

•

•
•
•
•

▪
▪

•

therapy on the ‘prior to admission’, ‘discharge’ and ‘follow up’ forms. 
classified as ‘escalated monotherapy’, ‘initiated combination therapy’ or ‘
combination therapy’ or ‘unchanged/de intensified’ (Appendix A)

d will be classified as ‘Yes’ in  
‘escalated monotherapy’, ‘initiated combination 

therapy’ or ‘escalated combination therapy’ at any time and ‘No’ if they 
‘unchanged/de intensified’ throughout follow up. 



–

Proportion of patients’ reaching target LDL

been identified in the anticipated AE’s

AE’s



–

(e.g. the patient’s clinical condition, other 

(e.g. the patient’s clinical condition, other concomitant treatments).



–



–

–

–



–

–

–



–

undertaken on an ‘ treat’



–





–

An additional category of ‘very 
high intensity’ is included starting at 65% LDL

𝑙𝑜𝑔(𝜋𝑖𝑗) =  𝛽0 +  𝛽1𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗  +  𝛽2 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 +  𝛽3 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 + 𝛽4𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗+ 𝛽5𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗 +𝑈𝑗



–

• 𝜋𝑖𝑗: 
• 𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 = 0 𝑜𝑟 1)
• 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 , 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 𝐶𝑂𝑈𝑁𝑇𝑅𝑌𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒1𝑖𝑗 , 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒2𝑖𝑗 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝑈𝑗 ~𝑁(0, 𝜎𝑢2)



–

‘intention to treat’ population.

•

𝑙𝑜𝑔 ( ℎ(𝑡)ℎ0(𝑡)) =  𝛽1𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗  + 𝛽2 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 +  𝛽3 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 + 𝛽4𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗+ 𝛽5𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗+𝑈𝑗

• 𝑙𝑜𝑔 ( ℎ(𝑡)ℎ0(𝑡)) =∶
• 𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 𝐴𝑆𝐶𝐷𝑆𝑆𝑖𝑗 = 0 𝑜𝑟 1)
• 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 , 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 𝐶𝑂𝑈𝑁𝑇𝑅𝑌𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒1𝑖𝑗 , 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒2𝑖𝑗 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝑈𝑗 ~𝑁(0, 𝜎𝑢2)



–

•

𝑦 =  𝛽0 +  𝛽1𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗  +  𝛽2 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 +  𝛽3 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 + 𝛽4𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗 + 𝛽5𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗+  𝛽6𝐵𝑎𝑠𝑒𝑙𝑖𝑛𝑒𝐿𝐷𝐿𝑖𝑗   +𝑈𝑗  

• y: 
• 𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 = 0 𝑜𝑟 1)
• 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 , 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 𝐶𝑂𝑈𝑁𝑇𝑅𝑌𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒1𝑖𝑗 , 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒2𝑖𝑗 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝐵𝑎𝑠𝑒𝑙𝑖𝑛𝑒𝐿𝐷𝐿𝑖𝑗
• 𝑈𝑗 ~𝑁(0, 𝜎𝑢2)
• Proportion of patients’ reaching target LDL



–

𝑙𝑜𝑔(𝜋𝑖𝑗) =  𝛽0 +  𝛽1𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗  +  𝛽2 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 +  𝛽3 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 + 𝛽4𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗+ 𝛽5𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗 +𝑈𝑗

• 𝜋𝑖𝑗: 
• 𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 = 0 𝑜𝑟 1)
• 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 , 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 𝐶𝑂𝑈𝑁𝑇𝑅𝑌𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒1𝑖𝑗 , 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒2𝑖𝑗 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝑈𝑗 ~𝑁(0, 𝜎𝑢2)



–

on the algorithm used to assign the trial’s primary outcome.

•
•
•
•
•

𝑙𝑜𝑔(𝜋𝑖𝑗) =  𝛽0 +  𝛽1𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗  +  𝛽2 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 +  𝛽3 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 + 𝛽4𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗+ 𝛽5𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗 + 𝛽6𝐺𝑒𝑛𝑑𝑒𝑟𝑖𝑗  + 𝛽7𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 ∗ 𝐺𝑒𝑛𝑑𝑒𝑟 +  𝑈𝑗

• 𝜋𝑖𝑗: 
• 𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 𝐴𝐶𝑆𝐷𝑆𝑆𝑖𝑗 = 0 𝑜𝑟 1)
• 𝐶𝑂𝑈𝑁𝑇𝑅𝑌1𝑖𝑗 , 𝐶𝑂𝑈𝑁𝑇𝑅𝑌2𝑖𝑗 𝐶𝑂𝑈𝑁𝑇𝑅𝑌𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒1𝑖𝑗 , 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒2𝑖𝑗 𝑆𝑖𝑡𝑒 𝑡𝑦𝑝𝑒𝑖𝑗 = 0 𝑜𝑟 1) 
• 𝑈𝑗 ~𝑁(0, 𝜎𝑢2)
• 𝐺𝑒𝑛𝑑𝑒𝑟𝑖𝑗



–

friendliness of the DSS tool scored from six options from ‘worst 
imaginable’ to ‘best imaginable’. 

•

•
•

•

respondent’s score is subtracted from 5 for even

•
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Aged <18 to ≥ 80 years old
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https://www.abdn.ac.uk/search/results.php?within=abdn&query=Iccfinal
https://kowapharmaceuticals.eu/wp-content/uploads/Livazo-1mg-2mg-4mg-SmPC-04.12.2020.pdf
https://kowapharmaceuticals.eu/wp-content/uploads/Livazo-1mg-2mg-4mg-SmPC-04.12.2020.pdf


–

–
—

https://database.ich.org/sites/default/files/E9-R1_Step4_Guideline_2019_1203.pdf.
https://database.ich.org/sites/default/files/E9-R1_Step4_Guideline_2019_1203.pdf.
https://doi.org/10.1186%2Fs13063-021-05975-2

