
PEER REVIEW HISTORY 

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 

reproduced below.   

 

ARTICLE DETAILS 

TITLE (PROVISIONAL) Medication reconciliation as a medication safety initiative in Ethiopia: 
a study protocol  

AUTHORS Mekonnen, Alemayehu; McLachlan, Andrew; Brien, Jo-Anne; 
Mekonnen, Desalew; Abay, Zenahbezu 

 

VERSION 1 - REVIEW 

REVIEWER Mr. Woldesellassie Bezabhe (PhD Candidate) 
School of Medicine, University of Tasmania  
Australia 

REVIEW RETURNED 14-May-2016 

 

GENERAL COMMENTS 1. The introduction section is quite extensive better to shorten it 
under one page.  
2. The Hospitals need to be identified by name including the 
hospitals you are are going to carry out pharmacy-led reconciliation.  
3. Given that medications in Ethiopian hospitals are mainly 
prescribed and documented by physicians, the role of other 
healthcare providers in medication reconciliation process needs to 
be clear provided that your final study focused on pharmacy-led 
reconciliation.  
4. The number of questions in your interview guides for the 
qualitative part of your study may be shortened if possible as it 
recommended not to have more 6-8 questions. 

 

REVIEWER Jennifer Shiu 
Alberta Health Services. Canada 

REVIEW RETURNED 27-Jun-2016 

 

GENERAL COMMENTS - Suggest correction in title to "Medication reconciliation as a 
medication safety initiative in a resource limited setting: the case of 
Ethiopia - A study protocol" OR shorten title to "Medication 
reconciliation as a medication safety initiative in Ethiopia - A study 
protocol".  
- Consider correcting through text "resource limiting" to "resource 
limited" (some other minor grammar errors in text - e.g. line 39, line 
61-62, line 67-68, line 79-80, line 103, line 365 - 366, line 374 - 375)  
- Consider consistency of terminology throughout text - e.g. 
unjustified discrepancies versus unintentional discrepancies. 
Unintentional is used more commonly in literature.  
- Methods: many close-ended questions being used for focus groups 
may limit information gathered. However, authors state will prompt 
for more details where needed.  
- Methods (phase 3 - line 328): may need to elaborate on how 
medication reconciliation will be done at discharge. It is not clear 
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what will be compared and would usually be the BPMH, current 
medications, and discharge medications.  
- Methods (phase 3 - line 330): Could potentially define intentional 
and unintentional discrepancies.  
- Methods (phase 3 - line 332): Cornish et. al. criteria will help to 
classify potential clinical outcomes only. Clinical consequences are 
not being measured in this study directly. 

 

REVIEWER Josh Pevnick 
Cedars-Sinai Medical Center, United States of America 

REVIEW RETURNED 06-Jul-2016 

 

GENERAL COMMENTS This manuscript needs review and revision by a native English 
speaker before the content can be fully assessed.   
 
There are several grammatical errors throughout the paper – needs 

to be reviewed and revised by a native English speaker 

 

ABSTRACT 

Prefer ‘medication-related adverse events’ or something signifying a 

negative quality to ‘medication-related events.’ 

Consider period after ‘care transitions.’ 

Consider ‘medication reconciliation has been adopted as a patient 

strategy…’ 

Consider ‘resource-limited’ instead of ‘resource-limiting’ 

In study aims, need to at least mention doing this in a resource-

limited setting 

Fix ‘we are being conducting’ 

Explain (at least in the abstract) what the ‘theoretical domains 

framework’ is 

What is the ‘prospective investigation?’  would provide at least a little 

more detail, even in abstract 

INTRODUCTION 

The sentence ‘patient safety is usually compromised due to medical 

harms’ should be fixed – I’m unable to make a suggestion because 

I’m not sure what you’re trying to say here. 

The 3
rd

 intro sentence should be changed to specify US only.  Also 

better to reference the original citation instead of the entire IOM 

report. 

The first sentence in the ‘medication safety in African hospitals’ 

section needs fixing. 
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Submitted manuscript should be provided to reviewers if it is 

referenced. 

Discussion of literature on African inpatient ADEs should at least 

mention that heterogeneity across African countries.  This 

discussion seems overly detailed in citing specific papers – maybe 

address the question of why African hospitals might be different from 

the other existing literature.  If it’s about the 3
rd

 world, does South 

Africa apply? 

Citations 37 and 38 don’t seem to relate to ‘drug-related 

readmissions.’ 

METHODS 

Why do investigators assume that 50% of respondents will rate the 

patient safety culture as excellent? 

Need more specification of independent variables.  Will you adjust 

for clustering within hospitals?  How will you choose respondents?  

Unclear even who the target responders are. 

Patients are invited by ‘participants?’ – does this mean study 

subjects or investigators? 

Need to spell out ETB first time it’s used 

Unclear why TDF was the best choice to address perceived barriers 

and facilitators 

Table 1: 

What about knowledge of evidence for medication 

reconciliation? 

What about site-specific knowledge – how do conditions in 

your hospital make interpretation of current evidence 

different from the developed world or less relevant? 

What are hospital guidelines?  Guidelines about policies 

within the hospital, or guidelines for hospitals to follow? 

Re: capability and consequences, what about the effect on 

patient outcomes? 

Since phase 3 is a quantitative evaluation, it should be described as 

such in the section heading 

What does the 55% prevalence refer to - # of patients with at least 1 

medication error, or # of medication errors among all medications 

used?  If the former, will any methods be used to distinguish 

between 1 error in a given pt and multiple errors?  also, if the total # 

of meds is used as the denominator, isn’t this a problem because 

errors of omission are not within this denominator. 

Will any methods be used to distinguish the lowest severity errors 
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from life-threatening errors?  I understand that clinical consequences 

will be judged, but I would make the primary outcome robust to 

errors of low significance if possible (e.g. power only on serious and 

life-threatening errors if possible).  Otherwise even if there’s a 

difference in the more serious errors, it will only be a post-hoc 

comparison since it’s not spelled out as an a priori comparison. 

Since you’re able to accumulate the necessary sample size 

relatively rapidly, consider putting aside some pts as a control group.  

A before/after study w/ controls would be a much stronger design, 

and wouldn’t require more resources to do the intervention.  Just a 

little more time, perhaps, and more sophisticated statistics. 

DISCUSSION 

Small sample size doesn’t necessarily limit generalizability if power 

is adequate. 

If the major challenge of med rec in resource-limited settings is staff 

workload, this should drive some of the survey questions.  You 

should also consider prior reports in how best to address this issue.  

In some centers, pharmacy directors have been able to reduce other 

pharmacist staffing to improve medication reconciliation because if 

the orders are better in the 1
st
 place, then less effort is needed to 

correct them.   

also, consider more focus on HIV if those drugs are likely to 

constitute a large % of the meds patients are taking 

 

VERSION 1 – AUTHOR RESPONSE 

Above all, we would like to thank the reviewers for your valuable comments. As to our view, the 

reviewers have looked the manuscript extensively and much of the concerns are the ones we shared 

too; might be due to problems in English usage or need more details. Point-by-point responses are 

appended below for you to review.  

Reviewer 1: Mr. Woldesellassie Bezabhe  

Thank you very much for your comments. We tried to accommodate your comments point-by-point as 

listed below.  

1. Given the scope of the study, we did believe that stating the subject of matter will aid readers of the 

manuscript to get rid of confusions that would hopefully arise in the methods of the protocol; this is the 

only reason why much information is available in the introduction. As we stated in the introduction, the 

protocol consists of three different studies though inter-related, and thus, readers will be benefited 

from each of the subsections. We shared your idea, in the other instance, and removed some 

statements which seemingly redundant or less relevant.  

2. Comment accepted and revised accordingly. It should be noted that the pharmacist-led medication 

reconciliation interventional study will be carried out in a single hospital, and this was already stated in 

the original manuscript.  

3. Comment accepted. It is good point to add some statements regarding the roles of other HCPs 

before implementing a new pharmacy service in an area where hospital pharmacists were not 

previously working in an ED. Some statements regarding this is placed in the methods section. 

Currently, Lines 340-46 state this one.  

4. We agreed with you, but we included as much questions as possible because we fear that the 
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points we raised are from various points of views, and that would hopefully aid us not miss any of the 

points to be discussed. Yet, we tried to merge some of the interview questions.  

Reviewer 2: Jennifer Shiu  

Thank you very much for reviewing our manuscript. From the comments given, we understand that 

the problem with the manuscript is largely on English usage. The issues with consistent use of 

terminology, grammar and punctuation are refined again, and hopefully your concerns are resolved at 

this time. Regarding to your specific queries in the Methods, we addressed the comments as below.  

Comment 1: many close‐ended questions being used for focus groups may limit information gathered. 

However, authors state will prompt for more details where needed.  

Answer 1: If you look each of the domains, there are a mix of both open and close ended questions. 

The major aim of TDM, as applied in our study, is to explore the major psychological construct that 

greatly impact the behaviour of pharmacists in carrying out a medication safety activities, that would 

finally geared a successful intervention. It was, thus, many closed ended questions were listed to pick 

some specific details of major importance in assessing all of those domains. It should be noted that 

too, closed-ended questions are not always closed here. We will forward them more questions 

following close ended questions.  

Comment 2: Methods (phase 3 ‐ line 328): may need to elaborate on how medication reconciliation 

will be done at discharge. It is not clear what will be compared and would usually be the BPMH, 

current medications, and discharge medications.  

Answer 2: Thank you very much for the question. Unfortunately, because of resource limitations we 

are obliged to exclude medication reconciliation service at discharge. We are targeting only admission 

at the moment. Accordingly, we revised the methods part of phase 3.  

Comment 3: Methods (phase 3 ‐ line 330): Could potentially define intentional and unintentional 

discrepancies.  

Answer 3: Comment accepted and some distinctions and clarifications are now provided. In the 

revised version, lines 355-57 state this.  

Comment 4: Methods (phase 3 ‐ line 332): Cornish et al criteria will help to classify potential clinical 

outcomes only. Clinical consequences are not being measured in this study directly.  

Comment 4: Comment accepted, and revised accordingly.  

Reviewer 3: Josh Pevnick  

We would like to extend our appreciation for extensively looking the whole manuscript. Much of the 

concerns are related to English usage, and this has been revised in the current manuscript. For ease 

of addressing the issues raised, we outlined your concerns as below.  

ABSTRACT  

1. Comment: Prefer ‘medication-related adverse events’ or something signifying a negative quality to 

‘medication related events.’  

Answer: Comment accepted, and revised accordingly.  

2. Comment: Consider period after ‘care transitions.’  

Answer: Comment accepted.  

3. Comment: Consider ‘medication reconciliation has been adopted as a patient strategy…’  

Answer: We have reworded that statement again  

4. Comment: Consider ‘resource-limited’ instead of ‘resource-limiting’  

Answer: Comment accepted and consistently used throughout the manuscript.  

5. Comment: In study aims, need to at least mention doing this in a resource-limited setting  

Answer: Sorry that it is unclear what your query is. If the intention was to put some statements why 

we are conducting this research, there is some briefing in the introduction about that.  

6. Comment: Fix ‘we are being conducting’  

Answer: Comment accepted and revised.  

7. Comment: Explain (at least in the abstract) what the ‘theoretical domains framework’ is  

Answer: Comment accepted, and TDF is defined in the abstract.  

8. Comment: What is the ‘prospective investigation?’ would provide at least a little more detail, even in 

abstract  
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Answer: Comment accepted, and more detail is now available in the main body of the manuscript. 

Because of word limits, we couldn’t put this in the abstract.  

INTRODUCTION  

9. The sentence ‘patient safety is usually compromised due to medical harms’ should be fixed – I’m 

unable to make a suggestion because I’m not sure what you’re trying to say here.  

Answer: Comment accepted. We make some changes in the statement here.  

10. Comment: The 3rd intro sentence should be changed to specify US only. Also better to reference 

the original citation instead of the entire IOM report.  

Answer: Comment accepted, and revised. Reference is also fixed.  

11. Comment: The first sentence in the ‘medication safety in African hospitals’ section needs fixing.  

Answer: Comment accepted, and revised.  

12. Comment: Discussion of literature on African inpatient ADEs should at least mention that 

heterogeneity across African countries. This discussion seems overly detailed in citing specific papers 

– maybe address the question of why African hospitals might be different from the other existing 

literature. If it’s about the 3rd world, does South Africa apply?  

Answer: This part of the manuscript focused on assessing medication safety literature in the African 

hospitals overall, and does not come up on assessing only low income countries of Africa. That is why 

literatures from South Africa appeared here, and of course the major contributor of medication safety 

literature. We thought the confusion arise as a result of some linking statements at the middle of this 

section. Here, we removed some of the statements which are less relevant or made readers 

distracted. It is worth mentioning why African hospitals are different from the reset of the globe when 

medication safety issues are concerned. We have put some statements in this section to complement 

your argument.  

13. Comment: Citations 37 and 38 don’t seem to relate to ‘drug-related readmissions.’  

Answer: We are sorry for that mistake. We notice that there are missing references in the middle. It is 

now fixed.  

METHODS  

14. Comment: Why do investigators assume that 50% of respondents will rate the patient safety 

culture as excellent?  

Answer: During the conception of the study, there was no study that assessed patient safety culture in 

the hospital setting in Ethiopia, and we were advised from a statistician that in such cases, assuming 

P=0.5, gave an adequate sample for determining the outcome of interest. It is from this point of 

attaining the maximum sample size that we employed this proportion.  

15. Comment: Need more specification of independent variables. Will you adjust for clustering within 

hospitals? How will you choose respondents? Unclear even who the target responders are.  

Answer: As per your suggestion, we clarified the covariates, and add two more covariates here; i.e., 

type of hospital (teaching/referral, district) and departments within a hospital. The respondents in our 

study include any healthcare professionals, including physicians, nurses, pharmacists and 

paramedics (e.g., technicians). The contact details of all these healthcare professionals (both phases 

1 and 2) were retrieved from the Human Resource office or related office of the respective hospitals, 

and we distributed all of the questionnaires based on the lists, and only available HCPs, at the time of 

data collection, were contacted.  

16. Comment: Patients are invited by ‘participants?’ – does this mean study subjects or investigators?  

Answer: This is meant that study subjects or healthcare professional participants. We made it clear in 

the methods that patients were contacted after we contacted healthcare professionals. After we told 

them the aim of the study and inclusion criteria, we made healthcare professionals participated in the 

in-depth interview to invite patients for our in-depth interview. We simply did that for ease of inviting 

patients for the in-depth interview.  

17. Comment: Need to spell out ETB first time it’s used  

Answer: Comment accepted, and revised.  

18. Comment: Unclear why TDF was the best choice to address perceived barriers and facilitators  

Answer: We are sorry that it is unclear to you why we chose to adopt the TDF in our study. The first 
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two paragraphs in the phase 2 are all about why we intended to use this theory as compared to the 

ordinary qualitative analysis. As our major aim is to implement a new pharmacy practice in an area 

where resources are scarce, it is very crucial to assess the behaviour of hospital pharmacists in 

accepting this role. Thus, from the perspective of behavioural determinants to intervention 

implementation, TDF is widely used in the health services research. For a successful implementation 

of an evidence based practice in a given healthcare setting, it is TDF that would pick which domain of 

the psychological construct that is the driver of change, and very much important to target which 

behaviour to be modify for a given intervention to be accepted in the medical community.  

Table 1  

19. Comment: What about knowledge of evidence for medication reconciliation?  

Answer: It is worth asking the participants about the evidence for medication reconciliation, and now 

included in the revised version.  

20. Comment: What about site-specific knowledge – how do conditions in your hospital make 

interpretation of current evidence different from the developed world or less relevant?  

Answer: As far as initial evidences are emerging from the developed world, it is less relevant to ask 

and interpret site specific available evidences.  

21. Comment: What are hospital guidelines? Guidelines about policies within the hospital, or 

guidelines for hospitals to follow?  

Answer: Hospital guidelines might be either drafted by each specific hospital or adopt nationally. For 

example, Ethiopian Hospital Reform Implementation Guideline is one of the nationally endorsed 

document to be implemented by every in hospital in the country. Chapter 4 of this guideline is all 

about pharmacy services, and there is a great deal of information about pharmacists’ role in 

medication safety activities. However, the level of implementation varies from hospital to hospital, and 

that is what we intended to collect. Additionally, hospitals have their own policies to follow. In either of 

the cases, we are trying to explore what those guidelines are saying, and what is on the ground.  

22. Comment: Re: capability and consequences, what about the effect on patient outcomes?  

Answer: There is a general question requesting participants to discuss the likely benefits of delivering 

medication reconciliation and review. We will further made participants to explore the benefits at the 

level of patient, institution and country level.  

23. Comment: What does the 55% prevalence refer to - # of patients with at least 1 medication error, 

or # of medication errors among all medications used? If the former, will any methods be used to 

distinguish between 1 error in a given pt and multiple errors? also, if the total # of meds is used as the 

denominator, isn’t this a problem because errors of omission are not within this denominator.  

Answer: The 55% refer to the prevalence of prescribing errors out of the total number of prescriptions. 

It was thus, it is free from either of your concerns. It should be noted that, in our study, medication 

reconciliation interventions consider only the single point of care, and compare what is prescribed at 

admission with the home medications a patient was taking; that is, it only consider a single 

prescription.  

24. Comment: Will any methods be used to distinguish the lowest severity errors from life-threatening 

errors? I understand that clinical consequences will be judged, but I would make the primary outcome 

robust to errors of low significance if possible (e.g. power only on serious and life-threatening errors if 

possible). Otherwise even if there’s a difference in the more serious errors, it will only be a post-hoc 

comparison since it’s not spelled out as an a priori comparison.  

Answer: What we intended to collect is actually the potential clinical impact of identified medication 

discrepancies. For this, we will employ a tool, adopted from Cornish et al, for characterising the 

potential clinical severity of medication discrepancies. This tool characterises medication 

discrepancies into three classes: mild, moderate and severe. On top of comparing the incidence of 

medication discrepancies between the baseline and intervention, we will also compare the incidence 

of severe errors between the groups. Accordingly, we revised the last statement (under phase 3).  

25. Comment: Since you’re able to accumulate the necessary sample size relatively rapidly, consider 

putting aside some pts as a control group. A before/after study w/ controls would be a much stronger 

design, and wouldn’t require more resources to do the intervention. Just a little more time, perhaps, 
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and more sophisticated statistics.  

Answer: Thank you very much for your advice. We believe that the design you suggested is, in fact, 

generate a strong evidence. But, what we feared is resource limitations, including time and financial 

constraints. We are sorry that not to include a control group.  

DISCUSSION  

26. Comment: Small sample size doesn’t necessarily limit generalizability if power is adequate.  

Answer: Comment accepted, now that statement is deleted.  

27. Comment: If the major challenge of med rec in resource-limited settings is staff workload, this 

should drive some of the survey questions. You should also consider prior reports in how best to 

address this issue. In some centers, pharmacy directors have been able to reduce other pharmacist 

staffing to improve medication reconciliation because if the orders are better in the 1st place, then 

less effort is needed to correct them. also, consider more focus on HIV if those drugs are likely to 

constitute a large % of the meds patients are taking.  

Answer: The issue of staffing will be explored well in both the survey and qualitative studies. There 

are many questions regarding this. Even, strategies to overcome workload among the staffs will be 

assessed. Although patients with HIV consumed a large share of medicines, we are not quite sure 

whether HIV/AIDS patients are more likely admitted, and included in our study than other 

counterparts. 

 

VERSION 2 – REVIEW 

REVIEWER Woldesellassie M Bezabhe 
Australia 

REVIEW RETURNED 27-Aug-2016 

 

GENERAL COMMENTS I am satisfied with revision. 

 

 

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2016-012322 on 24 N

ovem
ber 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/

