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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 

reproduced below.   

 

ARTICLE DETAILS 

TITLE (PROVISIONAL) Falsified medicines in Peru: A Retrospective Review (1997-2014). 

AUTHORS Medina, Edwin; Bel, Elvira; Suñé, Josep María 

 

VERSION 1 - REVIEW 

REVIEWER Joel Lexchin 
York University  
Canada 

REVIEW RETURNED 06-Nov-2015 

 

GENERAL COMMENTS The authors have identified a significant public health problem in 
Peru that needs to be addressed but at present there are a large 
number of places where this manuscript could be improved.  
 
Page 3, lines 18-22:  
 
Based on the definition of falsified medicines, could a medicine 
contain the correct amount of the active ingredient but be considered 
falsified because the label lists the wrong manufacturer?  
 
Page 3, line 42:  
 
The authors need to expand on what is meant by saying that 
medicines were subjected to the free market.  
 
Page 3, line 44:  
 
What consequences are the authors referring to?  
 
Page 4, line 5:  
 
The authors need to define the term “linear agency”.  
 
Page 4, line 6:  
 
What “work” are the authors referring to?  
 
Page 4:  
 
The authors need to explain the process by which safety issues are 
identified and evaluated in Peru and what the various methods are 
to communicate these concerns.  
 
Page 4, Method:  
 
Was extraction done by a single author or by multiple authors. If by 
multiple authors how were differences reconciled? If it was by a 
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single author what precautions were taken to guard against bias?  
 
Page 6, line 3:  
 
What do the authors mean by “origin” - geographic origin, the 
company of origin, etc.?  
 
Page 6, line 4:  
 
What does “identical illegality” mean?  
 
Page 6, lines 8-10:  
 
All of four of the types of pharmaceutical establishments should be 
defined in the text as well as in the Table so that readers can 
understand what they are.  
 
Page 7, lines 3-7:  
 
I would like to see the data about the location presented as number 
of cases per size of population, e.g., 100,000 inhabitants to see if 
there is any correlation between population size and the number of 
falsified medicines.  
 
Page 7, lines 22-29:  
 
The information in this paragraph relates back to the need to explain 
how falsified medications are detected.  
 
Page 9, line 15:  
 
When the authors say “different content” does that mean a different 
weight/volume than authorized?  
 
Page 9, line 29:  
 
What “objectives” are the authors referring to?  
 
Page 9, lines 34-35:  
 
What do the authors mean by “high health surveillance”?  
 
Page 9, lines 52-54:  
 
Who are “pharmaceutical professionals” and how would granting a 
leading role to them represent a cornerstone in dealing with the 
problem?  
 
Page 10, lines 41-50:  
 
It’s not clear to me if the author is proposing the implementation of 
improved technology in Peru as the reason for detecting more 
falsified medications.  
 
Page 10, line 54:  
 
Measure to do what?  
 
Page 11, lines 9-15:  
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The sentence starting “Due to the magnitude...” is very long and 
hard to follow. 

 

REVIEWER Salvador Cassany Pou 
Head of Pharmaceutical Control Unit  
Ministry of Health. Generalitat de Catalunya  
Spain 

REVIEW RETURNED 19-Nov-2015 

 

GENERAL COMMENTS It's a good analysis of the commercialization of falsified medicines in 
Perú during the period analyzed. I have not comments about.  

 

REVIEWER Maurizio Bonati, MD 
IRCCS Mario Negri Institute, Milan, Italy 

REVIEW RETURNED 20-Nov-2015 

 

GENERAL COMMENTS The main aim of the work was to show the extent of the problem of 
falsified medicines in Perù.  
The topic is wellknown, in particular in Perù, where it was largely 
documented and discussed over the last decades, both in national 
and international papers, reports, and documents also by national 
and international Agencies. Perù is one of the top countries in the 
world for the counterfeit of drugs. Details concerning the different 
steps of drug counterfeit also in Perù were evaluated. Thus, the first 
and main question is "what the present study adds?".  
In the practice, what can be do according the reported findings, 
discussion, and suggestions?  
In the present form the manuscript is reporting a list of drug alerts 
related to falsified medicines. Tables and figures are excessive, and 
uninformative.  
Involved drugs are not reported and discussed in terms of utilization 
rate, clinical relevance, side effects, costs, etc.  
References are update to august-september 2014 emphasizing poor 
editorial attention, and respect. Furthermore, references have to be 
improved for pertinence, completeness, and update.  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer 1:  

Reviewer Name: Joel Lexchin  

 

Thank you very much for your time in going over the manuscript and your valuable comments.  

 

 

Page 3, lines 18-22:  

Based on the definition of falsified medicines, could a medicine contain the correct amount of the 

active ingredient but be considered falsified because the label lists the wrong manufacturer?  

Answer: It is correct, but not only because a bad direction of the manufacturer; there are cases in 

Peru where for instance the falsifier erases with solvents the blister information of a generic medicinal 

product (cheaper) to later print the information of a brand name drug (more expensive), leading to a 

manipulated product, falsified and without any kind of guarantee.  
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Page 3, line 42:  

The authors need to expand on what is meant by saying that medicines were subjected to the free 

market.  

Answer: We refer to the move from a controlled pharmaceutical market towards an open model 

consistent with a neoliberal economic model, where for instance the pharmacy property is liberalised 

and a less regulated and more permissive marked is promoted. Accordingly, we have changed the 

sentence structure; see Page 3, lines 44-50.  

 

Page 3, line 44:  

What consequences are the authors referring to?  

Answer: We refer to the consequences of the opening of the pharmaceutical market without adequate 

guarantees, leading for instance to a disorderly growth of the number of pharmacies and the 

impossibility of making and effective control of the same by the health authorities. In this respect, we 

have changed the structure of the sentence; see Page 3, lines 50-54.  

 

Page 4, line 5:  

The authors need to define the term “linear agency”.  

Answer: It is a terminology to define a direct dependency of DIGEMID from the Ministry of Health of 

Peru. A qualification that we are going to remove since it does not provide more information and can 

mislead the reader, indicating that DIGEMID is an institution dependent from the Ministry of Health of 

Peru. See Page 4, line 18.  

 

Page 4, line 6:  

What “work” are the authors referring to?  

Answer: To avoid confusions the structure of the sentence is changed. See Page 4, line 20-23.  

 

Page 4:  

The authors need to explain the process by which safety issues are identified and evaluated in Peru 

and what the various methods are to communicate these concerns.  

Answer: On the basis of the point raised a paragraph is added explaining the identification, 

assessment and communication of a case related with a falsified medicinal product. See Page 4, lines 

25-38.  

 

Page 6, line 3:  

What do the authors mean by “origin” - geographic origin, the company of origin, etc.?  

Answer: It refers to the type of establishment where the falsified medicinal product was seized; we 

have moved the explanation of the scope in that connections to the paragraph corresponding to the 

method and we focus on describing the result. See Page 7, lines 32-36.  

 

Page 6, line 4:  

What does “identical illegality” mean?  

Answer: We mean that all of them are falsified medicinal products; we have moved the explanation of 

the scope in this connection to the section corresponding to the method and we focus on describing 

the result. See Page 7, lines 36-44.  

 

Page 6, lines 8-10:  

All of four of the types of pharmaceutical establishments should be defined in the text as well as in the 

Table so that readers can understand what they are.  

Answer: In “Method” section we add the detail of said definitions. See Page 5, lines 54-58 and Page 

6, lines 4-26.  

 

Page 7, lines 3-7:  
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I would like to see the data about the location presented as number of cases per size of population, 

e.g., 100,000 inhabitants to see if there is any correlation between population size and the number of 

falsified medicines.  

Answer: The recommended information is added in the results section and in the Table 2. See Page 

9, lines 5-43.  

 

Page 7, lines 22-29:  

The information in this paragraph relates back to the need to explain how falsified medications are 

detected.  

Answer: Most of the falsified medicinal products are detected by inspectors by means a visual 

revision of the products in the inspection processes; in the event of any possible alteration or 

inconsistency with respect to the packaging, the information that they contain or the organoleptic 

characteristics of a pharmaceutical form it is seized to its later verification by the Holder of the 

Marketing Authorisation, the observed anomalies are checked by a physico-chemical analysis of the 

product in a control laboratory. This information is complemented in the “Introduction” section. See 

Page 4, lines 25-38.  

 

Page 9, line 15:  

When the authors say “different content” does that mean a different weight/volume than authorized?  

Answer: Refers to the contents of active substance, we complement the sentence for is better 

understanding. See Page 12, lines 15-17.  

 

Page 9, line 29:  

What “objectives” are the authors referring to?  

Answer: We refer to the objectives that DIGEMID-alerts have. The structure of the sentence is 

changed in this regard. See Page 12, lines 28-30.  

 

Page 9, lines 34-35:  

What do the authors mean by “high health surveillance”?  

Answer: It is a terminology used by the health authority to refer to countries with a modern legislation 

and procedures and demanding in the field of pharmaceuticals, and that are taken into account to 

reduce some requirements in the registration procedures; to this day are considered countries of high 

health vigilance in Peru: France, Holland, United Kingdom, USA, Canada, Japan, Switzerland, 

Germany, Spain, Australia, Denmark, Italy, Norway, Belgium, Sweden, Korean Republic and 

Portugal. We add the reference to the regulation currently applicable, amended in September 2015. 

See Page 12, lines 35-37.  

 

Page 9, lines 52-54:  

Who are “pharmaceutical professionals” and how would granting a leading role to them represent a 

cornerstone in dealing with the problem?  

Answer: As “pharmaceutical professional” we refer to the pharmacist as professional of the medicinal 

product in all fields of activity, among them the community pharmacy, hospital care and 

pharmaceutical industry; which will have to take a more active role in the control of the legal 

distribution channel. We change the structure of the sentence in this regard. See Page 12, lines 55-58 

and Page 13, lines 3-12.  

 

Page 10, lines 41-50:  

It’s not clear to me if the author is proposing the implementation of improved technology in Peru as 

the reason for detecting more falsified medications.  

Answer: This is the intention; therefore the sentence is changed in this regard. It is recommendable to 

the study the option of implementing a traceability system in order to ensure a more effective control 

of the medicinal products and contribute to eradicate the circulation of illegal products in the legal 
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distribution channel. See Page 13, line 53-55.  

 

Page 10, line 54:  

Measure to do what?  

Answer: The sentence is completed including as examples, a standard terminology internationally 

accepted which allows a better handling of information, transparency and identification of brokers or 

of commercial intermediaries, legislative and regulatory harmonisation, promote the implementation of 

the traceability systems, etc. See Page 14, lines 10-14.  

 

Page 11, lines 9-15:  

The sentence starting “Due to the magnitude...” is very long and hard to follow.  

Answer: The paragraph is restructured for its better understanding. See Page 14, lines 24-30.  

 

Reviewer 2:  

Reviewer Name: Salvador Cassany Pou  

 

Thank you very much for revising our manuscript and provide concurrence on it.  

 

 

Reviewer 3:  

Reviewer Name: Maurizio Bonati, MD  

 

Thank you so much for reviewing of our manuscript and your valuable comments.  

 

The main aim of the work was to show the extent of the problem of falsified medicines in Perù.  

Answer: It is correct.  

 

The topic is well known, in particular in Perù, where it was largely documented and discussed over 

the last decades, both in national and international papers, reports, and documents also by national 

and international Agencies. Perù is one of the top countries in the world for the counterfeit of drugs. 

Details concerning the different steps of drug counterfeit also in Perù were evaluated. Thus, the first 

and main question is "what the present study adds?".  

Answer: It is true that the falsification of medicinal product in Peru is known, but as you rightly say, 

quite fragmented between news at public level and reports at institutional level. There are no 

consolidated public data which permit to create a public discussion space on the problem of the 

falsification of the medicinal products in Peru; it becomes evident the lack of sensibility on the part of 

some authorities to the disaggregated data at the moment of taking regulation decisions, for instance, 

enabling “door-step selling made online, phone or other similar means” of medicinal products with or 

without prescription (Peru, Supreme Decree No. 002-2012-SA) in spite of the existing problem, 

without establishing the necessary conditions for the adequate control and guarantee the health of 

people in front of the risk of acquiring falsified medicinal products through these means. This work is a 

modest contribution in this regard, reflecting at the country level the magnitude of the problem of the 

falsification of medicinal products publishing the results in a prestigious publication as BMJ open.  

 

In the practice, what can be do according the reported findings, discussion, and suggestions?  

Answer: Many thanks for the question which allow us to extend the section of discussion and 

conclusions. It is important to recognise first of all the complexity of the problem; because of its 

particular characteristics the fight against falsification of medicinal products must be developed on two 

fronts clearly defined, the global and the regional. In the area we are discussing (Peru), the first step 

to face the problem with minimal guarantees of success by means of a risk management is to have a 

precise knowledge of its magnitude and characteristics, to make an analysis of the scope of each one 

of its variables and to assess in detail all the possible elements of causal factors; from this moment 
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take the opportune decisions for the adoption of consistent measures in each one of the identified 

fields of causality, get to participate as far as possible all the involved stakeholders (patients, 

consumers, health professionals, public and private institutions, etc.) and assess on a regular basis 

the efficacy of the impact of the adopted measures. All this process must be circumscribed as part of 

a National Plan of fight against falsification of medicinal products, that to date does not exist in Peru.  

 

In the present form the manuscript is reporting a list of drug alerts related to falsified medicines. 

Tables and figures are excessive, and uninformative.  

Answer: The present work has as fundamental basis all the DEGMID-alerts published in the period of 

study and we have wanted to reflect the most outstanding results by means of 3 tables and 3 figures, 

which we have revised to include the information proposed by the reviewers.  

 

Involved drugs are not reported and discussed in terms of utilization rate, clinical relevance, side 

effects, costs, etc.  

Answer: We would love to work these details on the basis of revised alerts, but it is impossible or 

barely consistent since we do not count with all the necessary information to this purpose, for 

instance, details of the total volumes of seized falsified medicinal products, adverse event reports or 

individualised health problems, etc. To address said approaches in later work will most certainly be 

interesting.  

 

References are update to august-september 2014 emphasizing poor editorial attention, and respect. 

Furthermore, references have to be improved for pertinence, completeness, and update.  

Answer: It is true, since the work was practically over in the first months of year 2015, time has caught 

up with us. Thanks to your comments and suggestions as reviewers we have updated the references 

on the basis of the included information, for what we are deeply grateful. 

VERSION 2 – REVIEW 

REVIEWER Joel Lexchin 
York University, Canada 

REVIEW RETURNED 04-Jan-2016 

 

GENERAL COMMENTS The authors have successfully answered all of my initial concerns. 
There are still a few relatively minor points that need to be 
addressed.  
 
Page 3, lines 49 and 52:  
 
Later on the authors define the terms pharmaceutical office and 
pharmaceutical establishment but the definition should occur when 
these terms are first used.  
 
Page 6, line 33:  
 
State which ATC level is being used.  
 
Page 6, line 36:  
 
Explain what the PERUDIS database is.  
 
Page 12, Discussion:  
 
The Discussion should begin with the second paragraph that 
summarizes the result.  
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Page 12-13:  
 
Are the pharmacists trained to fulfill the various new activities that 
the authors are recommending that they undertake? 

 

VERSION 2 – AUTHOR RESPONSE 

Page 3, lines 49 and 52:  

Later on the authors define the terms pharmaceutical office and pharmaceutical establishment but the 

definition should occur when these terms are first used.  

Answer: We agree with his suggestions; we added the definition of the pharmaceutical offices in Peru: 

“store dispensing and retailing pharmaceuticals and related products; with the same function, can be 

pharmacies, where the owner is a pharmacist; or boticas, where the owner is not a pharmacist”. See 

Page 3, lines 48-51.  

 

Page 6, line 33:  

State which ATC level is being used.  

Answer: We specify the three ATC levels used: “The first level classifies medicine according to the 

system or organ on which it acts; the second level classifies medicine according to its therapeutic 

subgroup and the third level classifies medicine according to its pharmacological subgroup”. See 

Page 7, lines 15-22.  

 

Page 6, line 36:  

Explain what the PERUDIS database is.  

Answer: PERUDIS is the database of the registration of pharmaceutical products of the regulatory 

authority of medicinal products of Peru. We complement the sentence for is better understanding. See 

Page 7, lines 23-25.  

 

Page 12, Discussion:  

The Discussion should begin with the second paragraph that summarizes the result.  

Answer: We agree with his suggestions; the Discussion begins with the second paragraph that 

summarizes the result. See Page 13, lines 24-30.  

 

Page 12-13:  

Are the pharmacists trained to fulfill the various new activities that the authors are recommending that 

they undertake?  

Answer: We believe that pharmacists are trained to assume those responsibilities; in any case, we 

added: “The pharmacists must be prepared to succeed in confronting the challenge of the falsified 

medicines”. See Page 14, lines 20-21. 
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