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VERSION 1 - REVIEW 

REVIEWER David Studdert 
Stanford University, USA 

REVIEW RETURNED 25-Mar-2016 

 

GENERAL COMMENTS 1. Study goals. The goals of this study could be more clearly 
articulated. The study compares various descriptive statistics across 
samples of Spanish medical injury claims and US medical 
malpractice verdicts. But why these particular statistics? What 
aspects of the two systems did the authors aim to illuminate?  
 
2. Selection effects and the comparability of samples. The samples 
are going to be different for some obvious reasons. One reason is 
that the types of compensation systems are very different—both in 
institutional form and in the compensability standard. Another reason 
is casemix. The study uses a highly selected subsample of US 
claims—those that reach verdicts (which is typically <5% of all 
medical malpractice claims). I could not tell from the paper what the 
composition of the closed claims was on the Spanish side (more 
than that below). In any case, it is hard to see how these are 
comparable segments of each country’s total claims population.  
The comparability issues are compounded by another layer of 
selection: narrowing the US verdicts to consist only of those where a 
medical error is judged to have occurred. (Again, what additional 
screen, if any, is applied to the Spanish claims sample is unclear.)  
The result is two samples that are fundamentally different, by nature 
and by design. Given this, it is difficult to know what to make of 
some of the comparative statistics, and difficult to know what those 
comparisons are telling us about either system.  
 
3. Terminology. The terminology throughout should be clearer. 
“Case” and “verdict” in particular need to be defined early. It took me 
a while to figure out the make-up of the two samples, and I don’t 
think I ever figured it out for the Spanish claims. The papers states: 
“We identified 370 closed verdicts [in the Westlaw database] 
involving the health system”? What layer of cases/claims the 
Spanish side of the sample included? Was it all reported claims (and 
if so, how comprehensive is Westlaw’s coverage of the Spanish 
system)? Was it only claims that satisfied Spain’s no-fault criteria 
and received compensation? Was it, like the US verdicts, a 
subsample that the investigators independently decided involved 
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medical errors? And if the latter, does that mean, to keep it 
somewhat symmetrical, the investigators automatically accepted that 
a US verdict involved an error if the actual jury verdict was a verdict 
for the plaintiff? How often was a US verdict judged to involve a 
medical error when the case outcome was a verdict for the defense?  
 
4. How was the decision made that a verdict “could have involved a 
medical error”? (p.6, line 36-38) What information was available to 
the researchers from the CRICO files to make this determination? 
Determinations of the existence of an error is notoriously difficult on 
paper records alone. Previous studies have done this using reviews 
of entire malpractice claim files and relevant medical records and 
achieved only moderate inter-rater reliability. It is difficult for one 
investigator reviewing (I am assuming) a precis of the claim file can 
make a reliable judgment. Were there any quality assurance steps in 
the review, or measures of rater reliability to report?  
 
5. p.4, para 2. What is meant by the statement that the US medical 
malpractice “emphasizes the actions of the health staff rather than 
the health setting”. Also, the statement about the contractual 
relationship in the next sentence is also confusing.  
 
6. p.5, line 15. US medical malpractice claims are almost never 
resolved in federal court.  
 
7. p.6, line 28. It is a bit misleading to say that this study follows the 
methods of the 3 studies cited here. Those 3 studies themselves did 
not have a common method. I know the methods used in two of the 
cite studies (Studdert et al & Jena et al) pretty well, and they diverge 
from the methods of this paper in significant ways.  

 

REVIEWER Steven Hong MD 
Meharry Medical College  
Adjunct Professor of Surgery  
United States of America 

REVIEW RETURNED 23-Apr-2016 

 

GENERAL COMMENTS An insightful and original study that compares the medicolegal 
issues and outcomes in two vastly different healthcare and judicial 
systems.  
 
The study is comprehensive and overall strong. There are some 
major limitations of the study which the authors do adequately 
address with the exception of the vast differences in the modes of 
healthcare delivery and judicial resolution in the two models that are 
being compared. The authors should also acknowledge these 
differences in the limitations section to state that finding a strong 
control in comparing these two systems is either difficult or elusive.  
 
Additionally, would also address in the methods section for the 
inclusions about the limitations of the WestLaw database to state 
that, these cases do not represent all the malpractice litigation 
during the time period, but only the ones that are deemed to be 
important in setting precedence for future cases. 
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VERSION 1 – AUTHOR RESPONSE 

Reviewer #1  

 

Comments to the Author:  

 

1. Study goals. The goals of this study could be more clearly articulated. The study compares various 

descriptive statistics across samples of Spanish medical injury claims and US medical malpractice 

verdicts. But why these particular statistics? What aspects of the two systems did the authors aim to 

illuminate?  

 

Thank you very much for your useful comments. We already had included a brief explication about 

how Spain’s system and Massachusetts’ system differ with respect to their health and legal setting. 

For example: Massachusetts has a federal and state court resolving medical malpractice suits in civil 

court. Meanwhile, Spain is using an administrative compensation model or called “no fault system”. 

(p.5). However, we have included more information about the aspects of the two systems that we 

aimed in this study. Please, see below:  

 

“It could know how the civil court in Massachusetts and “no fault system” in Spain resolved medical 

errors according to severity and, main causes of injuries, and the time between medical error and the 

verdict or numbers of patients, health professionals implicated or the economic compensation 

awarded”  

 

Besides, we have included more information in the goal section. Please, see below:  

“The aim of this study was to assess and compare the characteristics and outcomes of medical errors 

leading to lawsuits resolved in court in Spain (“no fault-system”) and Massachusetts (civil court) 

between 2002 and 2012.”  

 

2. Selection effects and the comparability of samples. The samples are going to be different for some 

obvious reasons. One reason is that the types of compensation systems are very different—both in 

institutional form and in the compensability standard. Another reason is casemix. The study uses a 

highly selected subsample of US claims—those that reach verdicts (which is typically <5% of all 

medical malpractice claims). I could not tell from the paper what the composition of the closed claims 

was on the Spanish side (more than that below). In any case, it is hard to see how these are 

comparable segments of each country’s total claims population.  

The comparability issues are compounded by another layer of selection: narrowing the US verdicts to 

consist only of those where a medical error is judged to have occurred. (Again, what additional 

screen, if any, is applied to the Spanish claims sample is unclear.)  

The result is two samples that are fundamentally different, by nature and by design. Given this, it is 

difficult to know what to make of some of the comparative statistics, and difficult to know what those 

comparisons are telling us about either system.  

 

Thank you very much for your useful comments. The aim of this study was to asses and compare the 

outcomes of medical errors leading to lawsuits resolved in court in Spain and Massachusetts. 

Therefore, we showed a low number of medical errors because we are interested to assess how 

different health and legal-justice settings resolved medical errors. There are studies that compared 

medical malpractice claims in US, but the interest of this study is to asses and compare two different 

systems and their impact on health system (for example: in terms of effective resolution, the time 

lapse between the injury and the verdict was excessive and moreover, the compensation system for 

harmed patients in Spain with a “no fault system” varied widely for the same degree of injury.  

However, we have rewritten the section entitled “Strengths and Limitations of this study” including a 

brief summary of the main results of the variables most significant of systems which are compared (p. 

3)  
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3. Terminology. The terminology throughout should be clearer. “Case” and “verdict” in particular need 

to be defined early. It took me a while to figure out the make-up of the two samples, and I don’t think I 

ever figured it out for the Spanish claims. The papers states: “We identified 370 closed verdicts [in the 

Westlaw database] involving the health system”? What layer of cases/claims the Spanish side of the 

sample included? Was it all reported claims (and if so, how comprehensive is Westlaw’s coverage of 

the Spanish system)? Was it only claims that satisfied Spain’s no-fault criteria and received 

compensation? Was it, like the US verdicts, a subsample that the investigators independently decided 

involved medical errors? And if the latter, does that mean, to keep it somewhat symmetrical, the 

investigators automatically accepted that a US verdict involved an error if the actual jury verdict was a 

verdict for the plaintiff? How often was a US verdict judged to involve a medical error when the case 

outcome was a verdict for the defense?  

 

Thank you very much for your useful comments. We agree with the reviewer comment. Therefore, we 

have remove the word “case” and we only used the concept of closed court verdicts. Besides, we 

have included information about the side of sample included in both locations. (p.6).  

“To obtain data on litigation in Spain, we used the Thomson Reuters Aranzadi Westlaw databases, 

which provide records on all closed claims adjudicated in court nationwide. Hence, these data provide 

information on lawsuits resolved in a courtroom setting by “no fault system”. This database includes 

1,041 closed verdicts involving the health system between 2002 and 2012. For Massachusetts, data 

were obtained from the Controlled Risk Insurance Company and Risk Management Foundation of the 

Harvard Medical Institutions (CRICO/RMF) in Cambridge (Massachusetts, USA).CRICO/RMF 

represents the largest medical professional liability carrier in Massachusetts and provides industry-

leading medical professional liability coverage, claims management and patient safety resources to 

the Harvard medical community. We identified 370 closed verdicts in this database involving the 

health system by the civil court.”  

 

4. How was the decision made that a verdict “could have involved a medical error”? (p.6, line 36-38) 

What information was available to the researchers from the CRICO files to make this determination? 

Determinations of the existence of an error is notoriously difficult on paper records alone. Previous 

studies have done this using reviews of entire malpractice claim files and relevant medical records 

and achieved only moderate inter-rater reliability. It is difficult for one investigator reviewing (I am 

assuming) a precis of the claim file can make a reliable judgment. Were there any quality assurance 

steps in the review, or measures of rater reliability to report?  

 

Thank you very much for your useful comments. We agree with the reviewer comment. The test 

reliability is how well observers classify the same individual under different circumstances. The 

reliability includes assessments of the same observer at different times (Intra-reliability) and 

assessments of different observers at the same time (inter-reliability). In our study, one researcher 

reviewed the verdicts so our research has a limitation: possible intra-variability. Months later of this 

study, we assessed if the same researcher identified the existence of an error and we obtained 99% 

of concordance. Hence, in researches like this study, the inter and intra-variability always will exist 

and this is another limitation that should show in the manuscript. For this reason, we have included 

this limitation in this section. Please, see below:  

 

“Fourth, the closed courts verdicts were reviewed by one researcher only which may introduce bias in 

the selection of the files”  

 

Besides, we have included the statement as follows:  

“Verdicts were reviewed by one researcher, firstly to identify those that could have involved a medical 

error and secondly to determine whether a medical error had occurred. If so, the researcher analyzed 
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the characteristics and outcomes of the error”  

 

5. p.4, para 2. What is meant by the statement that the US medical malpractice “emphasizes the 

actions of the health staff rather than the health setting”. Also, the statement about the contractual 

relationship in the next sentence is also confusing.  

 

Thank you very much for your useful comments. According to the reviewer’s comment, we have 

changed this statement as follows:  

 

“This system focuses on the actions of health professionals rather than the health setting, not taking 

into account factors determining the safety of the healthcare system such as institutional context, 

organization and management or work environment.”  

 

6. p.5, line 15. US medical malpractice claims are almost never resolved in federal court.  

Thank you very much for your useful comments. In this line, we have explained the characteristics of 

the negligent medical management, but we have not included data on number of medical malpractice 

claims resolved in federal court. We think that it could be useful to explain that medical malpractice 

suits in US could be resolved under federal or state court. However, if the reviewers consider 

necessary to change this statement, we could remove it.  

 

7. p.6, line 28. It is a bit misleading to say that this study follows the methods of the 3 studies cited 

here. Those 3 studies themselves did not have a common method. I know the methods used in two of 

the cite studies (Studdert et al & Jena et al) pretty well, and they diverge from the methods of this 

paper in significant ways.  

 

Thank you very much for your useful comments. According to the reviewer’s comment, we have 

rewritten this statement as follows:  

“After reviewing the methods used in previous studies related to medical malpractice research,[1,2,14] 

for this study medical errors were defined according to the Institute of Medicine as “the failure of a 

planned action to be completed as intended or the use of a wrong plan to achieve an aim, as an error 

of execution or as an error of planning”.  

 

 

Reviewer #2  

 

Comments to the Author:  

An insightful and original study that compares the medicolegal issues and outcomes in two vastly 

different healthcare and judicial systems.  

 

The study is comprehensive and overall strong. There are some major limitations of the study which 

the authors do adequately address with the exception of the vast differences in the modes of 

healthcare delivery and judicial resolution in the two models that are being compared. The authors 

should also acknowledge these differences in the limitations section to state that finding a strong 

control in comparing these two systems is either difficult or elusive.  

 

Thank you very much for your useful comments. We agree with the reviewer comment, therefore we 

have included additional information on variables studied of two settings (p. 12). Please, see below:  

 

“Third, we evaluated the occurrence of medical errors in two health systems and legal-justice setting 

with vast differences. Therefore, we used different variables related to effective of both settings, as 

related to health system (occurrence, main causes, factors contributing, severity) as variables related 

to legal-justice setting(time interval between medical error and the verdict, numbers of plaintiff and 
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defendants involved or the economic compensation awarded).”  

Additionally, would also address in the methods section for the inclusions about the limitations of the 

WestLaw database to state that, these cases do not represent all the malpractice litigation during the 

time period, but only the ones that are deemed to be important in setting precedence for future cases.  

 

Thank you very much for your useful comments. The WestLaw databases provide records on all 

closed claims adjudicated in court nationwide. Hence, these data provide information on lawsuits 

resolved in a courtroom setting by “no fault system”. These are the type of cases which are interesting 

for this study because we only assed and compared cases from a “no fault system” to compare cases 

from a “civil court”. Therefore, we have included a statement with more information related to the 

WestLaw databases as follows:  

“First, we used different databases to collect information about closed court verdicts. In Spain, we 

used a nationwide database that provides closed court verdicts from “no fault system”, whereas in 

Massachusetts we used a database from an Insurance Company that represented a large proportion 

of all institutional healthcare in Massachusetts which shows closed court verdicts from civil court” 
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