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VERSION 1 - REVIEW  

REVIEWER Md. Aminul Haque 
Dept. of Population Sciences, University of Dhaka  
Bangladesh 

REVIEW RETURNED 13-Jan-2016 

 

GENERAL COMMENTS The paper is written nicely and presented the findings of a timely 
needed issues. Can be published . 
 
The reviewer also provided a marked copy with additional 
comments. Please contact the publisher for full details. 

 

REVIEWER Dr Shazia Jamshed 
Department of Pharmacy Practice, Kulliyyah of Pharmacy, 
International Islamic University Malaysia, Kuantan, Pahang, 
Malaysia 

REVIEW RETURNED 29-Jan-2016 

 

GENERAL COMMENTS It is an interesting and well crafted study. The study is appropriately 
executed.  
 
I have one concern regarding sampling. Is there any specific reason 
to opt for convenience sampling? Is there any sampling frame 
available for the practicing pharmacists in Bangladesh. Your logical 
reasoning in this regard is highly appreciated and needs to be 
incorporated under the methodology section.  

 

REVIEWER Dr Maryam Farooqui 
Universiti Teknologi MARA, UiTM, Malaysia 

REVIEW RETURNED 15-Feb-2016 

 

GENERAL COMMENTS Are the references up-to-date and appropriate?  
Some of the references such as sales of non prescription drugs in 
Saudia Arabia are irrelevant and can be replaced with more latest 
references pertaining to ADR reporting in developing countries.  
 
Are the discussion and conclusions justified by the results?  
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Conclusion can be strengthen by supporting it with the study findings 
rather than comparing it with the previously published studies.  
 
Are the study limitations discussed adequately?  
Limitations can be discussed at the end of the discussion not 
combining it with the strength of the study.  

 

REVIEWER António Teixeira Rodrigues 
Institute for Research in Biomedicine – iBiMED & Health Sciences, 
Aveiro, Portugal. 

REVIEW RETURNED 02-Mar-2016 

 

GENERAL COMMENTS The ADR’s subject is of fully importance in the last two decades. 
Several research have been publish in the field identifying factors 
affecting the report of ADR’s. Also, very interesting and effective 
interventions have been developed and implemented to solve this 
problem.  
The manuscript presented addresses this so important subject. It is 
very well organized and written. The study design in correct and the 
results allows to understand this problem in Bangladesh.  
However, I have some concerns general and specific concerns that I 
believe could improve the quality of the manuscript before 
publication.  
 
Comments:  
Abstract  
1. Methods: the statistical analysis made, name the definition of RI 
should be presented here to help readers understanding the results 
presented later.  
2. Results: “%” symbol is missing in the 69.46.  
 
Introduction  
1. Introduction is very well written. However, I believe it will be 
important to make an in-depth description about the 
pharmacovigilance system in Bangladesh. It will be important to 
know who can report ADR’s (health professionals, patients,...), I can 
they have access to the report forms, and all related informations.  
 
Methods  
1. Validation of the tool: Some aspects regarding the validation 
process is missing. For example, have you assessed the 
reproducibility of the questionnaire (ICC)? And the construct validity 
with factor analysis? If not, please add to the limitations in the 
discussion section referring that it will be important in future use of 
this tool to pre-validate it.  
 
Results  
1. Why most of the participants are male? Is this normal or women 
simply not answered? Please address this also in the limitations of 
the study.  
2. 3rd paragraph: please present the sentences of the questionnaire 
between “ “. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

The paper is written nicely and presented the findings of a timely needed issues. Can be published  
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Reply: Thank you very much for the encouraging remarks. We hope the article would increase the 

ADR reporting in Bangladesh.  

 

Reviewer: 2  

 

Q- I have one concern regarding sampling. Is there any specific reason to opt for convenience 

sampling? Is there any sampling frame available for the practicing pharmacists in Bangladesh. Your 

logical reasoning in this regard is highly appreciated and needs to be incorporated under the 

methodology section.  

Reply: thanks you very much for your expert opinion. The following statement have been added in the 

Method section (Pg 5, Line 135, Clean version):  

“Use of convenience sampling method is one of the cost effective approaches to conduct the 

preliminary assessment of the problem explored in this study. Moreover the sample approached for 

this study was representative of Bangladeshi community pharmacists / pharmacy technicians, 

therefore chance of bias in generalising the results will be less if convenient sampling method is 

adapted. Keeping in view these advantages many researchers prefer using convenient sampling 

method instead of other, more thorough methods.”  

Reviewer: 3  

 

Q- Are the references up-to-date and appropriate?  

Some of the references such as sales of non-prescription drugs in Saudia Arabia are irrelevant and 

can be replaced with latest references pertaining to ADR reporting in developing countries.  

Reply : We have revised the description to (Pg 4, Line 121, Clean version): ADR reporting is crucial 

because two independent studies in India have concluded that use of cardiovascular drugs, infants 

and patients receiving four types or more medications are prone to develop ADR.  

We have revised the text and included a more updated references:  

1. Palaniappan M, Selvarajan S, George M, et al. Pattern of Adverse Drug Reactions Reported with 

Cardiovascular Drugs in a Tertiary Care Teaching Hospital. J Clin Diagn Res. 2015;9(11):FC01-04.  

2. Kurian J, Mathew J, Sowjanya K, et al. Adverse Drug Reactions in Hospitalized Pediatric Patients: 

A Prospective Observational Study. Indian J Pediatr. 2016.  

3. Elkalmi RM, Hassali MA, Ibrahim MI, Jamshed SQ, Al-Lela OQ. Community pharmacists' attitudes, 

perceptions, and barriers toward adverse drug reaction reporting in Malaysia: a quantitative insight. J 

Patient Saf. 2014;10(2):81-87.  

4. McKay AJ, Newson RB, Soljak M, Riboli E, Car J, Majeed A. Are primary care factors associated 

with hospital episodes for adverse drug reactions? A national observational study. BMJ Open. 

2015;5(12):e008130.  

5. Gyllensten H, Rehnberg C, Jonsson AK, Petzold M, Carlsten A, Andersson Sundell K. Cost of 

illness of patient-reported adverse drug events: a population-based cross-sectional survey. BMJ 

Open. 2013;3(6).  

6. Shepherd G, Mohorn P, Yacoub K, May DW. Adverse drug reaction deaths reported in United 

States vital statistics, 1999-2006. Ann Pharmacother. 2012;46(2):169-175.  

7. Davies EA, O'Mahony MS. Adverse drug reactions in special populations - the elderly. Br J Clin 

Pharmacol. 2015;80(4):796-807.  

8. Mouton JP, Mehta U, Parrish AG, et al. Mortality from adverse drug reactions in adult medical 

inpatients at four hospitals in South Africa: a cross-sectional survey. Br J Clin Pharmacol. 

2015;80(4):818-826.  

9. Chen BK, Yang YT. Post-marketing surveillance of prescription drug safety: past, present, and 

future. J Leg Med. 2013;34(2):193-213.  

 

 

Q- Are the discussion and conclusions justified by the results?  

Conclusion can be strengthening by supporting it with the study findings rather than comparing it with 
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the previously published studies.  

Reply : We have revised the conclusions to better reflect the context of the current study (Pg 12, Line 

295, Clean version): “ADR reporting in Bangladeshi community pharmacy settings is not fully 

established and reporting of ADRs in community pharmacy practice is not yet established. Most of the 

respondents disclosed a lack of familiarity with the reporting system implemented by DDA 

Bangladesh, and this was found to be the main factor hindering the effectiveness of ADR reporting. 

DDA needs to consider the results of this study as a basis to improve and simplify ADR reporting in 

Bangladeshi community pharmacy settings.”  

Q- Are the study limitations discussed adequately?  

Limitations can be discussed at the end of the discussion not combining it with the strength of the 

study.  

Reply : We have included a section on Limitation at the end of the discussion (Pg 12, Line 289, Clean 

version).  

Reviewer: 4  

 

Comments:  

Abstract  

Q- Methods: the statistical analysis made, name the definition of RI should be presented here to help 

readers understanding the results presented later.  

Reply : We have added the full detail of relative importance index (RII) (Pg 7, Line 191, Clean 

version),  

 

Q- Results: “%” symbol is missing in the 69.46.  

Reply : We have corrected these (Pg 2, Line 54 and Pg 9, Line 229, Clean version). Thank you  

 

Introduction  

Q- Introduction is very well written. However, I believe it will be important to make an in-depth 

description about the pharmacovigilance system in Bangladesh. It will be important to know who can 

report ADR’s (health professionals, patients,...), I can they have access to the report forms, and all 

related informations.  

 

Reply : We have included a section about the pharmacovigilance system in Bangladesh (Pg 3, Line 

94, Clean version):  

“In 1996, a dedicated ADR department was established under the purview of Bangladeshi Directorate 

General of Drug Administration. In the following year, the Bangladeshi Ministry of Health & Family 

Welfare established an ADR Advisory Committee (ADRAC). The ADR department was entrusted to 

implement a systematic mechanism for ADR monitoring programme. The department’s functions 

include collection, analysis and compilation of ADRs. ADRAC consists of 10 experts that would 

evaluate, analyze and make recommendations for solving problems of medicinal hazards due to 

ADRs. All health care professionals in Bangladesh, regardless in private or governmental institutions 

are encouraged to submit a spontaneous ADR reporting. The medical doctor or hospital pharmacist 

may submit an ADR report. Soon after completing the reporting form they should post the ADR form 

to the ADRM Cell. The printed ADR form is available in Bangladesh National Formulary, Drug Bulletin 

published by Directorate of Drug Administration as well as in the internet.  

To educate the health care professionals on ADR reporting, ADR Monitoring Workshops were 

conducted at several medical colleges and hospitals whereby printed ADR reporting forms were 

distributed. Furthermore, promotional posters on ADR reporting were displayed to remind the health 

care professional to report ADR encountered. However, only 13 ADR cases were reported to ADRAC 

up to 11 November 2010. It was reported the awareness to report an ADR was low, especially the 

existing manual ADR reporting system was not user friendly.”  

 

Q- Validation of the tool: Some aspects regarding the validation process is missing. For example, 
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have you assessed the reproducibility of the questionnaire (ICC)? And the construct validity with 

factor analysis? If not, please add to the limitations in the discussion section referring that it will be 

important in future use of this tool to pre-validate it.  

Reply : Yes, we have considered the reproducibility issues and have cited the references that were 

used to ensure this process. In addition factor analysis was carried out using Bartlett’s test of 

sphericity and Kaiser-Mayer-Olkin measure. The Bartlett’s test of sphericity was 0.0000 and Kaiser-

Mayer-Olkin measure of sampling adequacy was 0.740 (limit should be more than 0.6). (Pg 6, Line 

167, Clean version)  

 

Q- Results  

1. Why most of the participants are male? Is this normal or women simply not answered? Please 

address this also in the limitations of the study.  

Reply : Currently there are very few female pharmacists or technicians practise in the community 

pharmacy in Bangladesh. Inevitably, the female responses are very low. We have included this in the 

Limitations of the study (Pg 12, Line 289, Clean version)  

 

2. 3rd paragraph: please present the sentences of the questionnaire between “ “.  

Reply : We have changed that accordingly. Thank you. (Pg 2, Line 51, Clean version). 

 

 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-2015-010912 on 3 A

ugust 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/

