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 What actually happened in the 

pilot cluster RCT (commencing 

in October 2018) 

What was outlined in the original 

trial registration (25th May 2017) 

Explanation for any discrepancy 

Aim/ 

hypothesis 

To examine the feasibility and 

potential clinical impact of the 

DECIDE intervention through a 

pilot cluster RCT. 

To evaluate a complex intervention 

that will identify T2DM patients 

with poor glycaemic and blood 

pressure control and support GP 

treatment escalation where 

appropriate. 

As part of the MRC framework, a pilot study 

should not evaluate effectiveness, but rather 

establish if a study is feasible, prior to 

continuation to a definitive RCT of evaluation/ 

effectiveness. Therefore, we modified the 

language from the trial registration to reflect 

the MRC framework, to the assessment of 

feasibility. 

Patient 

inclusion 

criteria (GPs 

used a bespoke 

Electronic 

Health Record 

‘Finder Tool’ to 

find these 

patients in their 

practice)   

1. Patients with ‘poor control’ of 

T2DM defined as a HbA1c > 

70mmol/mol and/ or BP > 

150/95mmHg.  

2. Age 18 - 75 

1. Patients with ‘poor control’ of 

T2DM defined as a HbA1c > 

70mmol/mol and/ or BP > 

150/95mmHg. 

2. Age 18 - 75 

 

 

No difference between pilot cRCT and the trial 

registration 

Number of GPs 

and patients in 

each cluster 

unit 

14 GPs in total 

10 patients in each practice 

20 GPs in total 

15 patients in each practice 

Before the pilot cluster RCT, it was clear that 

not every practice would have 10 patients with 

‘poor control’ of T2DM in their practice. The 

non-randomised pilot study showed us that 

many patients would not have both elevated 
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HbA1c and blood pressure. We knew that 

there would not be enough patients in each 

practice with raised HbA1c and blood 

pressure. We wanted to include patients if 

they had HbA1c > 70mmol/mol or if they had 

elevated cardiovascular risk factors (especially 

as addressing CV risk factors are associated 

with improved mortality in patients with 

T2DM). 

b) A provisional sample size, as discussed in 

the main paper, outlines that 14 practices, 

with 10 in each practice could potentially 

assess a clinically meaningful reduction in 

HbA1c.   

c) Sequential inclusion of these patients was 

performed in the practices; i) firstly if they had 

significant elevation of both BP and glucose; ii) 

then if they had raised HbA1c alone; ii) lastly if 

they had high BP alone. 

Trial start date 01/10/2018 01/06/2017 There were two main delays to the start date: 

 

a) The study team had to work with the two 

main electronic health record vendors and the 

Irish Primary Care Research Network, to 

develop the ‘IPCRN Finder Tool’, which would 

be used by control and intervention practices 

to ‘find’ included patients. This had significant 

delays which meant the study had to start 

later than planned. 
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b) There were also some delays in the 

development of the DECIDE website which 

housed the clinical decision support system 

and associated material. 

 

Outcomes 

 

 

Primary outcome: Feasibility Primary outcome: HbA1c As we performed a pilot cluster randomised 

controlled trial, the primary purpose is to 

assess feasibility, which we measured though 

pre-defined continuation criteria.  

 

We had to consider retention rates, which 

would be acceptable or provide caution, in 

relation to continuation. The study team 

considered that more than 12 out of 14 

practices would be sufficient for continuation 

(and we had 100% recruitment). We also that 

80% follow up of patients would be acceptable 

(and we had 89% follow up). These retention 

percentages were based on other 

interventions in the Irish General Practice 

setting. 

Intervention 

length 

 

The intervention was performed 

between 0-28 days after 

enrolment into the study and 

collection of baseline data.  

‘The intervention period will take 

place over a 3-month run-in 

period.’ 

 

a) The non-randomised pilot study suggested 

that practices and GPs could perform the 

intervention within one month of enrolment 

 

b) A changing data protection environment 

meant that the overall intervention would 

need to be completed by 1st May 2019. Given 

invitations to GPs were sent out in September 
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2019, we thought a tighter turn-around time 

would be necessary, given the intervention 

length, the tie delay to recruit practices and 

the need for at least four months follow up to 

collect outcomes.  

 

Follow up 

length: 

Collection of 

follow-up 

outcomes, from 

the date of 

baseline data 

collection 

 

4 months 6 months Due to the Irish interpretation of the European 

Union General Data Protection 

Regulation (GDPR) legislation, this created a 

new data protection environment, between 

the acceptance of ethics from the ICGP REC, 

and the commencement of the study. Under 

GDPR, in conjunction with the ICGP REC, we 

were issued with permission to continue the 

trial until 1st May 2019. After that point in 

time, we would need to new consent from 

each patient in the study. As informed consent 

was obtained from the GPs (and not patients), 

this practical reality meant that we had to 

finish the study by May 2019. The changing 

data protection environment meant that the 

overall intervention would need to be 

completed four months after baseline data 

collection.  

 

Status of the 

uncontrolled, 

non-

randomised 

pilot study 

Acknowledged and referenced 

(Murphy ME et al. Pilot and 

Feasibility Studies. 2018) which 

included the results of the non-

We did not mention the non-

randomised pilot study which 

would take place. 

 

We did not sufficiently clarify in the trial 

registration that there would be three steps: 

a) A non-randomised uncontrolled pilot study 

b) A pilot cluster RCT to assess feasibility 
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randomised pilot study and 

study protocol  

The text in the trial registration 

related to performing a ‘pilot study 

and cluster randomised control 

trial.’ 

 

 

c) A definitive cluster RCT to assess 

effectiveness (if the pilot cluster RCT met 

continuation criteria). 

 

By ‘pilot study’, we had meant this would 

include both the non-randomised pilot study 

and also the pilot cluster RCT> 

The linguistic 

effect of the 

phrase ‘poor 

control’  

‘Significant hyperglycaemia and 

elevation of cardiovascular risk 

factors’ 

‘Poor control’ Language needs to engage people with 

diabetes and support their daily self-care 

efforts. Importantly, language that de-

motivates or induces fear, guilt or distress 

needs to be avoided and countered (Diabetes 

Australia, 2011).  

We have discussed this in the manuscript, and 

where possible, aimed to modify our language 

accordingly. 

The 

intervention 

a) GP Training: A training video 

on the DECIDE CDSS and an 

educational folder with 

guidelines on medication 

intensification information (24, 

25). 

b) DECIDE CDSS and website 

which included: 

• Entry of anonymised 

patient-specific data. 

• Treatment algorithms for 

medications relating to 

glycaemic, hypertension and 

1. Finder Tool 

2. The DECIDE CDSS. ‘A web-based 

decision CDSS was created which 

delivers patient-specific 

recommendations to the GP on 

what medication intensifications 

could be recommended, if any. The 

algorithms in the CDSS are based 

on ICGP guidance for management 

of hypertension and T2DM.’ 

3. A training module  

 

A Supplementary Table outlines a more 

detailed description of the intervention in 

accordance with the TIDieR crtieria. 

The ‘finder tool’ was common to both the 

intervention and control practices and was not 

unique to the intervention practices and was 

not part of the formal DECIDE intervention. 
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lipid control. CDSS options 

were triggered by baseline 

patient information, 

matched through decision 

trees in the DECIDE website 

and delivering tailored 

recommendations to the GP.  

• Suggestions for non-

pharmacological actions. 

• Free-text boxes for GPs to 

record why they chose not 

to intensify treatment with  
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