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SUMMARY: Regardless of the subject area and design used, it has been verified that between 40% and 60% of the studies
published in biomedical journals are articles about therapy or therapeutic procedures (TP). Anyone writing a manusctipt related
therapy or TP or reading an article of this type must demand at the very least a clear, precise and concise objectigetwudtithessp
research conducted, explicit mention of the design used with the respective inherent methodological details, and thel resdtiatiosn
of statistical tools and the measures of association, or at least the numbers needed to calculate these values. Tmeaaiosofiftis
to present a synthesis of the fundamental elements for the correct writing, reading and assessment of such articlexyfrégardless
disciplinary area in which the research originated.

KEY WORDS: "Therapeutics"[Mesh]; "therapy "[Subheading]; "Risk"[Mesh]; "Clinical Trial "[Publication Type];
"Cohort Studies"[Mesh]; "Meta-Analysis "[Publication Type].

INTRODUCTION

Clinical research articles can be grouped accordingndomized clinical trials (RCT), and controlled, masked
to the type of scenario addressed or of the research questiod with narrow confidence interval RCT; designs that
to answer. Thus, we have articles about therapy, preventiggpresent evidence levels 1a and 1b respectively and degree
harm and etiology, prognosis, diagnosis, prevalence aoflrecommendation A (Manterokt al, 2006a; Manterola
differential diagnosis as well as economic analysis articles al, 2006b; Manterola & Grande, 2010; Mantereial,
(Manterola, 2009; Manterokt al, 2014). 2014). However, the reality is quite different, and the

publications on therapy and TP include a wide variety of

It seemed relevant to us to write this paper considerifigrms and depth: forms due to the diversity of existing
the high frequency of publications related to therapy or Tdesigns that range from the classic observational to the ex-
because, regardless of the subject area and design usegkeiimental, and depth because in spite of finding a greater
has been verified that between 40 % and 60 % of the studig@sesser approach to a design in most publications, it is also
published in biomedical journals are articles about this tygeequent to find weaknesses that threaten the validity and
of scenario (Manterolet al, 2006a; Manterolat al, 2006b;  reliability of their results. Thus it has been determined that
Manterola & Grande, 2010), a more than good enough reasimound 80 % of articles referring to therapy or TP are studies
to substantiate their correct reading and assessment.  with evidence level 4 (reports and case-series and poor

quality cohort studies or retrospective cohorts) of low

Ideally, reporting results from studies on therapy omethodological quality that contain serious methodological
TP should arise from valid and reliable studies with a goaghortcomings (Manterolat al, 2006a; Manterolat al,
level of evidence and a degree of recommendation; i.e., fr@@006b; Manterola & Grande, 2010). These data reinforce
systematic reviews (SR) of individual with homogeneitgven more the idea of assessing scientific articles
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appropriately through a critical reading for which specific tool€ausing Biliary Obstruction” (Caballero-Mategisal,
are available. 2017): in both cases the title is a mere description of a
phenomenon so there is no way to suppose what type of
The key points of a manuscript related to therapy or Tdesign was used. In the first example at least the word
are the title, the research question, the aim of the study, the desiganagement is mentioned, without specifying to what
used and the respective level of evidence, the statistical tolsefers; but in the second it is impossible to even
and the measures of association used. suppose that this is an article about therapy or TP.

The aim of this article is to provide basic methodologicdRESEARCH QUESTION AND OBJECTIVES
concepts that must be considered when a study on therapy or TP

is assessed and interpreted. When it is time to decide whether the study is
about therapy or TP, the research question, when the
THE TITLE author provides it, gives the suitable information. Not

being indicated (the most common), the aim of the study
It is essential to have a suggestive title that piques than help to understand the nature or clinical scenario of
reader's curiosity so as to motivate them to read the abstract Hraarticle.
then the text. Its main function is to accurately describe the content
of the manuscript. With the fewest words possible it must be With respect to the clinical question, it must be
able to outline the existing uncertainty with respect to the subj@cinsidered that a structured approach to its concept is the
matter while simultaneously explaining the type of studijrst step to designing a study. Above all it must be precise
(Manterolaet al, 2007). and focused on the issue raised. The best way to do this is
by ensuring a series of basic components are incorporated
Sometimes the authors select a title that contains théemm the scheme known as PICO: The problem that creates
features. This occurs in particular when the writing is guided luncertainty in a Patient/Population; the Intervention to be
special standards such as CONSORT, QUOROM, STROB&ssessed; the Comparator for the study interventan th
TREND, etc. (Moheet al., 1999; Moheet al, 2001; Des Jarlais must be considered according to the question and the
et al, 2004; Vandenbroucket al, 2007; Zwarensteiet al, design used, and the Outcome that will be meadrord
2008); for example, “Surgery for morbid obesity: selection dhe intervention applied (Fisterra.com, 2017). For example,
operation based on evidence from literature review” (Manterolathe case that the effectiveness of the gastrectomy and
et al, 2005a) or “Open versus laparoscopic resection in noB41 regional lymphadenectomy with adjuvant
complicated colon cancer. A systematic review” (Manteebla chemoradiotherapy for the therapy of resectable gastric
al., 2005b). In both cases, the research question and the ainsasfcer is to be assessed, we will have to describe the study
the study are set forth more or less implicitly as well as the desigppulation, the intervention, the comparator or alternative
used (a SR). “One- and ten-year outcome of laparoscopic arterapy, and the period of time if necessary in sufficient
rior 120° versus total fundoplication: a double-blind, randomizedetail (Table ).
multicenter study” (Djerkt al, 2016): this example expresses
the aim of the study as well as the design used (a RCT). In this situation, the question could be written
as: What is the best therapy for resectable gastric cancer
On other occasions, the authors opt for a title that contaiimsterms of 5-year survival between a gastrectomy and
these characteristics only partially. “Efficacy of Nissemi2 regional lymphadenectomy and gastrectomy and D1
fundoplication versus medical therapy in the regression of lomegional Ilymphadenectomy with adjuvant
grade dysplasia in patients with Barrett esophagus: a prospectiiemoradiotherapy?
study” (Rosset al, 2006) or “Intra-oesophageal acid suppression
in complicated gastro-oesophageal reflux disease: esomeprazole The lack of clarity and precision of a question is
versus lansoprazole” (Frazzaatial, 2006): in both examples, among others things associated with a high probability of
the question and the aim of the study are expressed more or &sar in calculating the sample size needed for the study
precisely, but not however the design used, which could beaad therefore also with the certainty of the sample
SR, a RCT, a prospective or even a retrospective cohort studystimation, the precision of the inference, the statistical
power or the ability to detect differences if they exist, etc.
But the most common is when a simple title is chosen
which does not clarify what the authors are trying to report. For On the other hand, the objective is the axis around
example, “Multivisceral echinococcosis: concept, diagnosisihich the structure of the study is constructed. If this is
management” (Grozawt al, 2014) or “Hepatic Hydatid Cysts not clear, precise and concise, it will be difficult to
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= g discern the type of study; furthermore, in such a situation
5 2 E (unfortunately very frequent), the writing of the
g 2 ‘é» ® objective will only add greater uncertainty and doubts
E Z g = with respect to the selection of the study population,
— [>) . .
§0 = 2 i the sample size needed, the study variables and the
s £ 2 z g subsequent statistical analysis. A frequent problem in
s £ 2 2 g q y q
8 ¢ & 2 51 biomedical articles is that the research aims are usually
= 3 a, Q . .
2 £ E = = § vague and inexact, or sometimes they do not even feature
g % :o § 3 ::; in the manuscript (Manterokt al, 2006a; Manterola
£S5 o B g g etal, 2006b). Thus, imprecise aims such as, “To evaluate
- g Q > P . .
oL % ° g - the short- and long-term outcomes of liver resection for
—_ .4 < : " (g
222 s & E g caudate lobe hepatocellular carcinoma” @fial, 2010)
SIEE Z = 2 L 3 £ 39w ose the disadvantage of not making it clear what results
£/ ¢© & > g = 5 > 2 P .
oo o 8 8% = é o %% 8 ‘Q: are going to be evaluated (overall or disease-free
=]A N NN & E %E £ § 2B = 2 g g3 survival? recurrence? morbidity? etc.); nor is it about
— S 3% = gtE23 % ¢ atients with hepatocellular carcinoma in general or
1) = 368 < ®s55%58 38 P p .
§ xSU B ASS<ex0U 2 some subtype or advanced stage of the disease, or even
- g S SN § SN NS SN % about the type of resection_that was performed.(par_tial,
o = g E = total or extended). One option to improve this situation
g 2 k= S S could be: “to evaluate the results of the total lobectomy
E & % 2 g of the caudate lobe in patients with stage Il and Child-
£ : 2 z Pugh A hepatocellular carcinoma in terms of overall
- |93 . ” . . .
=7 D s & = survival and recurrence”. This is because, in this
s o s 8 o it example, patients are routinely assessed with different
ﬁ - O o} 8 E s p p . .
Slc N = o g ot types of histology, stages, hepatic functional reserve,
2o = © > © =1 =z . . . .
Eg & 2 -2 g ® z B type of resections, etc., and despite all this, conclusions
2] (] .
p S/ % § 9 e 2 S - are drawn that can apply to some scenarios but not all.
c ~ S 2 =) > 3 N
9 >< & 3 E 8 =
@ = g S €3 3 TYPES OF DESIGN AND THEIR LEVEL OF
() @n
3 25 % g T - | EVIDENCE
< 8 < < g g
3] o — 9 O = 1
§ i:; E == Zna % Considering the primary standpoint of the
0 5 3 2 25 «» &| question on therapy or TP, how does the therapy change
o= o— o .. .
© s é o % o g g ©| the clinical course of the disease? It may be supposed
s T;m S g 4 = | that responding to it involves a series of variables to
IS s 2 s 8 E . é. consider, in addition to the time, i.e., the follow-up
2| & g 8 g F 2 5| period, from when the study therapy is administered until
o 5 g < o T s P
o |2 B < £ .2 ° 2| achange occurs in the clinical course of the disease.
Q| 2 g c B TEE 2 8
S| g2 S g 2 S 5 5 &
- | .2 2] S 5 S . .. .
5| €& w 2 =3 = g = Any article must declare explicitly the design
=5 © = o £ g2 é‘ i y . :
3 e g = 7 g 239% 2 used in the study, and articles referring to therapy or TP
Dl 518 2 = S 9 E§ 5 .
= 8|5 g 2 &8 8 §| are not an exception.
C | = g g
=S E 8 < = B EZQ2 8 >
Z o < g 020 8 &
S 0 o S Lo e - B The study designs that involve a follow-up time
T S 5 wE » 3 € g i i i
o S & o s 5 S 7 are cohort studies (among the observational studies) and
2 £5, g < bl & ®  the RCT (among the experimental studies), both with all
5 éozg % 5 g = < §| their respective variants (Manterola & Otzen, 2014;
i g2 = = g £ _ 7 & Manterola & Otzen, 2015; Manterokt al, 2009).
g— ;’ & ?0 8 5 3 § § . = 3 Nevertheless, it has been verified that between 70 % and
8 2 g 2 £% 5% =2 § 2 g 80 % of articles on therapy or TP are reports and
"'_J. 2 g % 2 g 2 g- S 2 2 § 2 g| prospective and retrospective case series (Mantetola
28 § £ EZS3E E 2% & E| al.,2006a; Manterolat al, 2006b; Manterola & Grande,
Slal 228 23452 & &5 = 5| 2010).
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However, if we return to the question, how does theith a 95 % confidence level (Riegelman, 2013). The 95 %
therapy change the clinical course of the disease? T@éof a measure of association contains the real value of this
following question is asked implicitly: is the study therapyneasurement with a 95 % certainty. It should be borne in
the cause of the change in the clinical course of the diseasethd, however, that the information given by the p value
In other words, is there a causal association between @red 95 % CIl is complementary. It is also important to
therapy and the disease? This is therefore about the Caresaember that the p value and the 95 % CI are dependent
and Effect relationship. In this respect, a connection can bpon the sample size such that the smaller the sample, the
defined as the statistical dependency between two or mgmater the p value and the wider the interval (Dawson &
factors, where the occurrence of one factor increases {aapp, 2005; Manterola & Pineda, 2008).
decreases) as the other varies. But its presence does not mean
that the relationship is necessarily cause-effect, then the  Another concept worth noting is observational and
primary aim when assessing a study on therapy or TP isitwoluntary errors. These appear when the compared
judge when a therapy -disease relationship is causal. = components are not sufficiently similar. Therefore, they can

occur at any stage of the process of evaluating an association,

A causal association is one where the change in teenphasizing selection, measurement and confounding biases
frequency and quality of a therapy or TP results in @letcheret al, 2002; Manterola & Otzen, 2015).
corresponding change in the frequency of the disease. This
way, judging when the association is causal extends beyond In short, the effects of chance and bias on the
the validity of the results of any study and includes thevaluation of an association are related to the methodological
consideration of the epidemiological data as well as thgality of the study. The types of bias considered bring about
biological credibility of the hypothesis. a distorted comparison within the cause-effect reasoning

model. Despite a good internal comparison, the results may

If in a study on therapy or TP it is determined thamot be generalizable or extrapolated to a different scenario;
chance, bias and confounding are unlikely to explain thkis occurs when the study groups have a distorted selection
change in the course of the disease, then it may be concludéthe population they supposedly represent.
that there is a valid statistical association. It is therefore
necessary to consider whether the relationship is cause and  For all these reasons, it may be said that the level of
effect, since the presence of a statistically valid associatiemidence of clinical research designs is directly related to
does not imply causality. the force and size of the causal association on the

understanding that these tell us about the proximity to the

There are criteria that can help in the causalitseal value of the estimation. From this point of view, the
judgments, including the force of association, the biologichlest level of evidence for studies on therapy or TP are found
credibility of the hypothesis, the consistency of the findings SR with or without a RCT meta-analysis (Manterola, 2009;
as well as other data related to the time sequence and Nenterolaet al, 2014), followed by the individual RCT with
presence of a dose-effect relationship (Hennekens & Buringarrow Confidence Interval and observational studies (cohort
1987; Feinstein, 1995; Kelsagt al., 1996). The basic studies, case-control studies, case-series, etc.) (Manterola
reasoning to establish a causal relationship is the sequeatal, 2014).
of events, i.e., that the cause is present before the effect is
produced. However, prior to establishing that two or more So, it is essential that RCT be planned with random
factors have a cause-effect relationship, it must be shoahlocation and masking. The advantage of the random
that the link between them is valid; this means that a valalocation process is that the variables related to prognosis,
association is a real or true association, where the effectkmown and unknown, are distributed similarly among the
chance and bias is minimal. study groups in such a way that any difference recorded can

be attributed to the different therapy modalities received by

Consideration must also be given to random error @mne group or another. The advantage of the masking process
chance because this is inherent to all observations and ¢athat it allows for a more objective measurement in such a
be assessed by applying a test of statistical significance, thay that neither the researcher nor the study subject know
objective of which is the p value (Manterola & Pineda, 2008)vhat the intervention is that has been assigned to each group,

thereby avoiding a bias by either of these two. This is a

Another instrument to assess the influence of chanséuation that in many cases is not possible as a result of
is the determination of the 95 % confidence interval (95 %ither ethical problems or feasibility. A typical example is
ClI). In statistical terms, this is the interval of numerical valueshen an attempt is made to compare results of laparoscopic
in which the population value that is being estimated is foursdirgery and conventional surgery. In these cases the
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researcher cannot avoid informing the patient that orikere is a “central thread” that will always begin with the
technique or another was applied. description of the study sample, i.e., applying the so-called
descriptive statistics with a calculation of percentages,
On the other hand, in the case of analyticaheasures of central tendency (average, median, mode) and
observational studies, such as cohort studies and case-abigpersion (range, variance and standard deviation),
trol studies (Manterola & Otzen, 2014), since the researchagtermination of prevalence, estimation of 95 % ClI, survival
does not control the variables as in an experimental situatiauyves, etc. Later, the bivariate analyses are applied, using
it is not possible to be ensure that other factors do not diffire well-known Pearson’s Chand Fisher’s exact test for
between one study group and another. Therefore, tttee comparison of the values of frequency between
estimation of the effect of the therapy could be biased lmategorical variables, parametric tests like the t-test or
prognostic factors, which is why the level of evidence dftudent’s t and ANOVA among others for the comparison of
such studies is lower (Manter@agal, 2014). However, with averages, non-parametric tests for the comparison of varia-
these studies it must be emphasized that the main differemdes of skewed distribution, and multivariate analyses using
between cohort studies and case-control studies does notitiear, logistic or ordinal regression models as appropriate.
in the time sequence of the investigation, but rather in the
selection criteria of the study populations; nevertheless, and  All this will depend on the type of design, the
given that part of the existence of an “event of interest” @haracteristics of the population and the variables with which
of a disease, there is difficulty in ensuring a logical timéhe research group is working.
sequence where the exposure precedes the effect (Manterola
& Otzen, 2014). Both designs have the disadvantage of being  Yet it seems fundamental to stress the notion that a p
subject to several biases, including selection, interviewealue that is statistically significant or not must be assessed
and memory biases, among others. in each context, because it is nothing more than a value that
may be “statistically significant” or not and is not necessarily
In addition, we can find the evaluation of therapy oassociated with the multi-factor dynamics of the clinic. It is
TP performed with descriptive observational studies; i.enot unusual to observe in some articles that a p value of
those designs in which there are no control groups 6r045 is considered “statistically significant”, which strictly
reference groups with which to compare (some crosspeaking it can be. However, before ensuring it, the
sectional studies, correlational studies, case series and gasaulation characteristics, the sample size used for the study,
reports). These types of studies are, as previously mentionetijch statistical tools were used, etc., need to be assessed.
the most common in scientific journals (Manteretaal, Subsequent to all the above, and if dealing with RCT, cohort
2006a; Manterolat al, 2006b). Cross-sectional studiesstudies and case-control studies, the magnitude of the effect
provide a snapshot of the coexistence of exposure and effettthe study therapy or TP must be assessed in terms of the
and have the same methodological limitations as the caséandard in use or another one, for which there are some
control study; in addition, they have greater difficultytools to compare the risk to the group receiving the
demonstrating the time sequence of cause and efféatiervention vs. the risk to the control group. These are the
(Hernandez & Velasco, 2000). Finally, the case series asd-called measures of effect (based on the quotient) and the
case report are useful for describing the results observedrneasures of impact (based on the difference).
a patient or a group of patients with a similar health problem,
considering that they deal with experiences limited to the The measures of effect are the estimation of the
observations made by a researcher or a group of researchesiative risk” (RR) and the “odds ratio” (OR). The use of
deprived of a control group or comparison, a situatioone or the other will depend on the study design; thus, ifitis
associated with a very high likelihood of every type of bias case-control study, OR should be applied; and if it is a
this gives such studies a low level of evidence in all tHeCT or a cohort study, RR should be applied (Manterola &

classifications in use today (Manterola, 2014). Otzen, 2015).
APPLICATION OF STATISTICAL TOOLS AND The OR is the quotient between the likelihood that
MEASURES OF ASSOCIATION the event will occur and the probability that it will not (odds);

therefore, it indicate how likely the event will occur than
It does not seem necessary at this point to enter imot occur. It does not have dimensions, so its range goes
detail about all the statistical tools available and which cdrom 0 to infinite and in brief it functions as follows: when
be used in articles related to therapy or TP. the OR is equal to 1, it means there is no association; when
the OR has a value greater than 1, it means the association is
Nevertheless, it seems reasonable to remember thasitive (i.e., the presence of the factor is associated with a
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more frequent occurrence of the event); and when the OR  The RR is a quotient between the risk in the group
has a value less than 1, it means the association is negativh the study factor and the risk in the reference group. Itis
(i.e., the presence of the factor is associated with a lessatio between the risk of a certain event occurring in the
frequent occurrence of the event). See Figs 1 and 2. group exposed or operated on compared to the control group.
It does not have dimensions, so its range goes from 0 to

Muerte No muerte Total infinite and in brief it functions as follows: when the RR is
equal to 1, it means there is no association; when the RR has
DrotAA 210 | _~ 640 850 a value greater than 1, it means the association is positive
(i.e., the presence of the study factor is associated with a
Placebo 259 581 840 more frequent occurrence of the event); and when the RR
Total 469 1221 1690 has a value less than 1, it means the association is negative

(i.e., the presence of the factor is associated with a less
frequent occurrence of the event). See Fig. 3.

OR_ 210x581 _ 0.736

640 x 259 Muerte | No muerte Total
| DrotAA 210 640 850
OR < 1—> The association is negative (protective factor?)
Placebo| 259 581 840
Fig. 1. OR calculation.
Total 469 1221 1690
Muerte | No muerte Total AR of DrotAA= 210/ 850 = 0.247
AR of placebo= 259/ 840 = 0.308
DrotAA 210 640 850 RR = 0.247/ 0.308 = 0.8019 (80.19%)
Placebo 259 581 840 RR <1 The association is negative
ARR 0.308 — 0.247 = 0.061 (6.1%)
Total 469 1221 1690 ARR >0 The association is negative
RRR = 1-0.8019=0.198
AR of DrotAA= 210/ 850 = 0.247 NNT = 1/0.061 =16.39
QE Ef placeho = 35294{,?400;02'§0088019 80.19% Fig. 3. RR, ARR and NNT calculation diagram. Severe community-
RR; 1 T‘h AR (, -13%) acquired pneumonia as a cause of severe sepsis: data from the
ARR 0 S%SSSC(})CET‘I/DT g’ gg?aé“‘:ﬁ PROWESS (Recombinant Human Activated Protein C Worldwide
ARR > 0 'fhe as_sor-:iatio; ié neg.’fxti;fe/") Evaluation in Severe Sepsis) study, to evaluate the effect of
RRR = 1—-0.8019 = 0.198 drotrecogin alfa (activated) (DrotAA) (Latere¢ al., 2005).
NNT = 1/0.061 =16.39

Fig. 2. OR calculation. Severe community-acquired pneumonia as

a cause of severe sepsis: data from the PROWESS (Recombinant

Human Activated Protein C Worldwide Evaluation in Severe The measures of impact on the other hand are the

Sepsis) study, to evaluate the effect of drotrecogin alfa (activaté@bsolute risk reduction” (ARR), the “relative risk

(DrotAA) (Laterreet al, 2005). reduction” (RRR), the “number needed to treat” (NNT)
and the “number needed to harm” (NNH).

On the other hand, the risk expresses the likelihood =~ The ARR expresses how much the study
of an adverse result. It is expressed in units that go from Oifgervention reduces the risk compared to the subjects
1 (i.e., with no risk to a risk of 100 %). It requires a periotVho do not receive it. In other words, this is the difference
of reference and reflects the accumulated incidence ofogtween the risk in the control group and the risk in the
disease or event of interest in that period of time. From th@goup with the study factor. It has no dimensions and its
emerges the concept of absolute risk (AR), incidence 6&nge goes from -1 to 1 because it calculates by subtracting
incidence rate that corresponds to a proportion that can e RR from the value 1 that represents 100 % of the
defined as the number of people who present the eventsefbjects. In brief it functions as follows: when the ARR
interest at a certain time (new events) over the numberigfequal to 0, it means there is no association; when the
people at risk at that point. Then, the incidence rate or ARARR has a value less than 0, it means the association is
always calculated for a period of time. positive (i.e., the presence of the factor is associated with
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a more frequent occurrence of the event); and when thieplest to the most complex. As most of the articles
ARR has a value greater than 0, it means the associatinantion descriptive and analytical statistical tools, both
is negative (i.e., the presence of the factor is associatedperform bivariate and variable analyses, it is not
with a less frequent occurrence of the event). uncommon to mention the use of tools to assess the
magnitude of the effect of the study therapy or TP
The RRR, also call the attributable fraction ocompared to the standard in use or another one with its
relative risk difference, is the quotient between theespective 95 % CI. In the case of comparative studies,
absolute decrease of the risk and the risk of the conttbe reporting of such tools is indispensable, or at least
group or, which is the same, the difference between ttieat the authors publish the numbers with which a reader
risk of the group in which the experimental therapy aran obtain the values of impact and measures of effect.
testis applied minus the risk of the control group or stan-
dard therapy divided by the risk in the control group. Thus, the most appropriate ways to represent the
RRR = RAR / Rc = (Rc — Re) / Rc has the sameesults in a clinical trial are the OR, AR, RR, ARR, RRR,
characteristics as the ARR. However, it has omeNT and NNH (Laupacist al; Cook & Sackett, 1995;
shortcoming: it does not differentiate the very great risk&ackettet al, 2000), and the statistical significance is
or benefits from the very small ones and does not vanpthing more than that, “the statistical significance”,
according to the sample size (Manterola & Otzen, 2015yhich can sometimes be positive and clinically irrelevant,
or negative, without that necessarily meaning that there
The NNT is a term introduced by Laupaetsal.  are real differences between the study variables.
(1988). It was proposed in the context of RCT to evaluate
the impact of a therapy. It is defined as the number 8CORING SYSTEMS AND CHECKLISTS
individuals to treat with the experimental therapy in order
to produce, or to avoid, an additional event comparedto  The following deals with initiatives by different
what would occur with the control therapy. It is easilgroups that study research methodology, which have
calculated, since it is the inverse of the ARR, or 1/RARontributed different tools to help in the general and
(Manterola, C.; & Otzen, 2015). specific assessment of the methodological quality of
articles.
The NNH is the opposite of the NNT. This means
that a negative NNT indicates that the therapy hasGONSORT:“Consolidated Standards of Reporting
detrimental effect (the experimental therapy is of lesgrials”. This was developed to guide authors to improve
benefit than the control or the standard), or that thibe publication quality of randomized CT. It is checklist
adverse effects inherent to the therapy are greater in that consists of 5 domains (Title and summary,
experimental group. In other words, the NNT represent#roduction, methods, results and discussion) that include
the number of people needed to try to produce an eff@& items, in which the description of a series of variables
in 1 of them; and the NNH is the number of people needatherent to a CT are evaluated. Among the items, it asks
to try to produce harm in 1 of them. The lower the NNTauthors to create a flow chart to describe the steps of the
the greater the magnitude of the therapy effect at issstudy participants, from selection and recruitment,
When the NNH is higher, the risk of causing harm witldistribution of the therapy, follow-up and analysis. It is
the new therapy or TP is lower. These calculations makae of the most commonly used tools and is constantly
it possible to evaluate not only the magnitude of thapdated (Moheet al, 2001; Zwarensteiat al).
effects but also the cost-benefit of the intervention. If
the NNT of a drug has a value close to the NNH, th@UORUM:“Quality of Reporting of Meta-analyses”. It
possibilities of improving the patient are similar to thevas developed to guide authors to improve the
possibilities of bringing about some harm; therefore, thisublication quality of meta-analyses. Itis a checklist that
drug actually has little chance of being useful. The RC3donsists of 5 domains (abstract, introduction, methods,
conducted well includes the NNT and the NNH, or thesesults and discussion of a meta-analysis) organized into
at least include the data needed to make the calculatio®s. categories and subcategories relating to searches,
There are calculators online that can easily obtain thelection of primary articles, evaluation of validity of
NNT and the NNH with their respective 95 % CI (http:Aarticles, data extraction, study characteristics, synthesis
/www.calctool.org/CALC/prof/medical/NNT). of the methodological quantitative data, etc. Additionally,
a flow chart is required that provides information
Every article must clearly indicate the statisticategarding the CT included and excluded and the reasons
tools used in the analysis process of the study, from tfoe their exclusion (Moheet al, 1999).
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STROBE!Strengthening the Reporting ofObservationabTZEN T- MANTEROLA. C. & MINCIR GROUP. Cémo
Studies in Epidemiology”. This was developed to guld@valuar e interpretar un articulo cientifico sobre tratamiento o pro-

authors to improve the publication quality of observation@kdimientos terapéuticast. J. Morphol., 35(2y76-784, 2017.
studies. This statement consists of 5 domains (Title and

abstract, introduction, methods, results and discussion) that RESUMEN: Independiente del area tematica y disefio em-
include 22 items, 18 of which are of general applicatiopleado, se ha verificado que entre el 40 % y 60 % de los estudios
for cohort, case-control and cross-sectional studies, anguplicados en revistas cientificas del ambito biomédico, corres-
that are specific to each of the three designs. It also requipggden a articulos de tratamiento o procedimientos terapéuticos

that the authors create a flow chart (Vandenbroatit). (£ 1)- Quien escribe un manuscrito relacionado con tratamiento o
PT, o quien lee un articulo de este tipo debe exigir al menos un

Thi d | d id h . objetivo claro, preciso y conciso respecto del escenario de la in-
TREND:This was developed to guide authors to 'mprov\?estigaci()n gue se realiz6; la mencién explicita del disefio em-

the publication quality of studies that use non-randomizgbado con los respectivos detalles metodolégicos inherentes a este;
designs. This statement has 4 domains (Title, abstract gng mencion y ejecucién de herramientas estadisticas y medidas
introduction, methods, results (includes a flow chart afe asociacion, o al menos los nlimeros necesarios para poder cal-
the participants) and discussion) that include 22 items.ciilar estos valores. El objetivo de este manuscrito es presentar una
is meant to assess a non-randomized CT and its guide”ﬁ'@gesis de los elementos fundamentales para una correcta escritu-
emphasize the presentation of the theories used, lrﬁelect_urqy_val_oracién de este tipo _de artl’c_ulos, i_nde_pendiente del
description of the intervention, the conditions Oférea disciplinaria en la que tenga origen la investigacion realizada.
Companson’ the res.earCh. deSIQn used an.d the methods of PALABRAS CLAVE: Tratamiento; procedimientos te-
adJUStm_em for pPSS'b'e biases in the studies that use nﬂﬂ)’éuticos; terapéutica; riesgo; incidencia; ensayo clinico; es-
randomized designs (Des Jarlefsal). tudios de cohorte; revision sistematica.

MInCir: “Metodologia de Investigacion en Cirugia”
(English: Research Methodology in Surgery). This W3SEEERENCIAS BLIOGRAFICAS
developed to assess the methodological quality of studies
with different designs in relation to articles about therapy
orTP. It 'S_ made up of 3 doma'nsl': the firstis related to t_'l%ballero-Mateos, A. M.; Martinez-Cara, J. G. & Redondo-Cerezo, E.
study design, the second to the size of the study populationHepatic hydatid cysts causing biliary obstruction. Clin. Gastroenterol.
and the third to the description of the methodology used Hepatol., pii:S1542-3565(180012-5, 2017. .
in the study (mention of the aims, justification of th&ook, R. J. & Sackett, D. L. The number needed to treat: a clinically useful
. A N . e . measure of treatment effe®. M. J., 310(6977452-4, 1995.
design, sample el|g|b|I|ty C”ter_'a and justification of thq}awson, B. D. & Trapp, R. GBioestadistica Médica4? ed. México, El
sample). Thus, a final score is generated that can varymanual Moderno, 2005.
between 6 and 36 points, assigning 6 points to the stuls Jarlais, D. C.; Lyles, C.; Crepaz, N. & TREND Group. Improving the
of lower methodological quality and 36 points to one of reporting quality _of nonrandomized evaluations of behawpral and public
better methodological quality (Mantercda al, 2006a; health interventions: the TREND statemefin. J. Public Health,
gical quality - , 94(3)361-6, 2004.
Manterolaet al., 2015). Djerf, P.; Montgomery, A.; Hallerback, B.; H&kansson, H. O. & Johnsson,
F. One- and ten-year outcome of laparoscopic anteridr\i28us to-

MINORS: “Methodological index for non-randomized tal fundoplication: a double-blind, randomized multicenter st8dyg.
studies”. This was developed to guide authors to impro Endosc., 30(1).68-77, 2016.

o ) P g . . _p ¥Einstein, A. R. Clinical epidemiology: The architecture of clinical research.
the publication quality of non-randomized studies in the stat. Med., 14(11)263, 1995.
area of surgery, comparative or not. It contains 12 itenrfgsterra.com — Atencion Primaria en la Red. Madrid, Elsevier, 2017. Dis-
the first eight for the non-comparative studies, the ponible en: http://www.fisterra.com/guias-clinicas/

.. . . . Fletcher, R. H.; Fletcher, S. W. & Wagner, E.Epidemiologia Clinica.
remaining items for the comparative studies (Sdiral, Aspectos Fundamentalez® ed. Barcelona, Masson, 2002.

2003). Frazzoni, M.; Manno, M.; De Micheli, E. & Savarino, V. Intra-oesophageal
acid suppression in complicated gastro-oesophageal reflux disease:

In conclusion, anyone writing a manuscript related esomeprazole versus lansoprazblig. Liver Dis., 38(2)85-90, 2006.
Grozavu, C.; llias, M. & Pantile, D. Multivisceral echinococcosis: concept,

to therapy or TP or readlng an article Of_ this type mu.St diagnosis, manageme@hirurgia (Bucur), 109(6)58-68, 2014.

demand at the very least a clear, precise and concifnekens, C. H. & Buring, J. Epidemioloy in MedicineBoston, Little

objective with respect to the research conducted, explicitBrown & Company, 1987. -

mention of the design used with the respective inherel-rlﬁrnandez, B. & Velasco, H. E. Encuestas transversa#sgd Publica
. ) . . Mex., 42(5/147-55, 2000.

metthoIogmal details, and the mention and execution IQéIsey, J. L.; Whittemore, A. S.; Evans, A. S. & Thompson, W&thods

statistical tools and related measures, or at least than Observational Epidemiologgnd ed. New York, Oxford University

numbers needed to calculate these values. Press, 1996.
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