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BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 
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VERSION 1 - REVIEW 

REVIEWER Dr Victoria Allgar 
University of York, England 

REVIEW RETURNED 03-Sep-2015 

 

GENERAL COMMENTS The statistical methodology section should firstly focus on the 
recruitment and retention outcomes of this feasibility study, followed 
by a description of completion rates for outcome measure, followed 
by a descriptive summary of the outcome measures. For each 
primary and secondary feasibility outcome, the paper should then 
report the point estimate of effect and its precision (e.g., 95% 
confidence interval [CI]). This is not a fully powered study, so the 
significance tests should be treated with caution. See Thabane et 
al.: A tutorial on pilot studies: the what,  
why and how. BMC Medical Research Methodology 2010 10:1.  
 
It was proposed that 160 patients would be recruited in total (80 in 
each of intervention and control arms). Of 792 patients approached 
by letter, 133 (16.8%) consented and were randomised to control 
(n=66) or intervention (n=67). Hence the recruitment rate was very 
low and the required number of patients were not achieved.  
 
In the final sample a higher proportion of consented patients were in 
the final analysis in the control (n=64/66 = 97% ) compared to the 
intervention (n=58/67, 87%). Reasons for this should be discussed.  
 
I am not clear on the base sizes in Table 3. It was stated that 58 
completed the level 3 medication review (intervention) yet the 
numbers are higher for the post-intervention outcome measures. 
This needs to be clarified.  
 
A table with completion rates for the post-intervention outcome 
measures would be useful as feasibility outcomes, to inform a larger 
study.  
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REVIEWER Prof Larry Goodyer 
De Montfort University UK 

REVIEW RETURNED 10-Sep-2015 

 

GENERAL COMMENTS This is a very well designed and conducted study, the authors 
providing a clear report of the findings. There are very few points in 
which this study could be criticised. It is designed as feasibility work 
that will inform a larger fully powered RCT to assess the outcomes 
of pharmacy student led interventions in patient care. To this end it 
has achieved its aims admirably and will be a useful and relevant 
piece of work for those wishing to develop similar pharmacy student 
led clinical activities that both enhance student learning and are of 
benefit to patients. As far as I am aware there are very few UK 
based studies looking at pharmacy student involvement in patient 
care, and certainly not to the rigour evident in this work. A few points 
of clarification could be considered by the authors as detailed below.  
 
• One important point that I believe could be made is in the 
relevance of this work in the medium term. The Modernising 
Pharmacy Careers agenda should be implemented in Schools of 
pharmacy by 2018. In this scheme greater clinical placement activity 
is envisaged within a new integrated five year programme. Activities 
of the type described in this paper would fit very well into such a 
format and the authors could emphasis this point  
• Some further detail of how the whole scheme fitted into the student 
timetable and discuss the comments made by the students 
regarding those issues  
• May be interesting to look at the performance in pharmacy practice 
assessments as well as the whole curriculum  
• Was the supervising pharmacist present during patient level 3 
medication review? I would have thought that he would have been 
initially to ensure competence  
• How and why were particular practices selected  
• The effect size of outcomes in a full RCT might be improved by 
selecting patients with the highest HbA1c and the lowest 
SIMS/MARS. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: Dr Victoria Allgar  

The statistical methodology section should firstly focus on the recruitment and retention outcomes of 

this feasibility study, followed by a description of completion rates for outcome measure, followed by a 

descriptive summary of the outcome measures. For each primary and secondary feasibility outcome, 

the paper should then report the point estimate of effect and its precision (e.g., 95% confidence 

interval [CI]).  

Table 2 in the results updated to comply with this requirement.  

It was proposed that 160 patients would be recruited in total (80 in each of intervention and control 

arms). Of 792 patients approached by letter, 133 (16.8%) consented and were randomised to control 

(n=66) or intervention (n=67). Hence the recruitment rate was very low and the required number of 

patients were not achieved.  

Our target rate was 20% and we just about achieved this, except in one practice which sent out 

recruitment packs in at least some cases without stamped addressed envelopes. We have amended 

our results and discussion accordingly.  

Amended results: Figure 1 summarises the patient recruitment process which achieved a 16.8% 

consent rate. Recruitment rates within the five medical practices were 17.2%, 19.6%, 20.1%, 18.5% 

and 9.4%. The research team received a number of contacts from patients who had been approached 
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by the medical practice with a 9.4% response rate to complain that they had received recruitment 

letters without stamps. …………  

Amended discussion: participate in a subsequent RCT. Medical practices were purposively selected, 

and no problems were experienced with recruitment, though recruitment rates were relatively low 

(17%). Nevertheless, future recruitment for a full RCT would be possible and may display a better 

response without postal issues experienced at one medical practice.  

 

In the final sample a higher proportion of consented patients were in the final analysis in the control 

(n=64/66 = 97%) compared to the intervention (n=58/67, 87%). Reasons for this should be discussed.  

Reasons for these numbers are stated in Figure 1. We have however changed the discussion as 

follows:  

The drop-out rate from the intervention group was higher than in the control group and this was due to 

logistical issues which did not apply to patients in the control group who did not have to attend an 

additional clinic. Main reasons were forgetting or illness prior to meeting a student for a medication 

review. We have therefore amended the discussion accordingly.  

Added in discussion: The logistics of patients having to attend an additional clinic within the 

intervention group resulted in the loss of patients due to illness and bereavement, which were 

unavoidable losses to the study, and two due to forgetting to attend. A longer period to allow for 

rebooking and reminders closer to the time of the appointment may have prevented these drop-outs.  

I am not clear on the base sizes in Table 3. It was stated that 58 completed the level 3 medication 

review (intervention) yet the numbers are higher for the post-intervention outcome measures. This 

needs to be clarified.  

The reason for this is that an intention to treat analysis was performed. We have therefore changed 

both the method and results to make this clearer.  

Amended method: Intention to treat analysis was performed.  

Table 3 Data used to calculate sample size. Patients were included in the intention to treat analysis 

even if they did not complete questionnaires  

A table with completion rates for the post-intervention outcome measures would be useful as 

feasibility outcomes, to inform a larger study.  

Table 2 amended to display rates of completion of questions.  

Reviewer: Prof Larry Goodyer  

• One important point that I believe could be made is in the relevance of this work in the medium term. 

The Modernising Pharmacy Careers agenda should be implemented in Schools of pharmacy by 2018. 

In this scheme greater clinical placement activity is envisaged within a new integrated five year 

programme. Activities of the type described in this paper would fit very well into such a format and the 

authors could emphasis this point  

Amended discussion: Implementation of student activity described within this study is in line with 

current government agenda for pharmacy education (Modernising Pharmacy Careers).  

• Some further detail of how the whole scheme fitted into the student timetable and discuss the 

comments made by the students regarding those issues  

Amended method: All student activities connected with this trial were undertaken outside the 

university curriculum with students donating their time.  

• May be interesting to look at the performance in pharmacy practice assessments as well as the 

whole curriculum  

Agree with the reviewer and are currently preparing a second paper focussing on educational element 

of the trial. An additional statement to this effect within the discussion: The education element of this 

study was not considered within this paper as this is the focus of a future submission.  

• Was the supervising pharmacist present during patient level 3 medication review? I would have 

thought that he would have been initially to ensure competence  

Amended method. The presence of a supervising pharmacist will be ensured during all student-led 

medication reviews to ensure competence.  

• How and why were particular practices selected  
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In Results we have added : “ All five medical practices which responded to recruitment requests were 

consented to join the study.  

• The effect size of outcomes in a full RCT might be improved by selecting patients with the highest 

HbA1c and the lowest SIMS/MARS  

Following text inserted into the discussion:  

It may be more appropriate to focus the intervention on those with greatest HBA1C or lowest reported 

satisfaction with information or adherence, however this may affect the recruitment rate and would 

require careful consideration prior to implementation in a full RCT if using the results from this study 

for its basis. 
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