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Abstract

Introduction: The diagnosis and management of patients with the same medical condition
may vary significantly depending on the treating physician. Clinical practice guidelines (CPG) are
used to reduce this variation and to promote evidence-based managementin clinical practice.
Objectives: To describe the characteristics of the CPGs adopted by public health institu-
tions in Peru from July 2015 to September 2017.

Materials and methods: Cross-sectional, descriptive study. The following quality criteria
were assessed in each CPG: the panel of experts responsible for the development of the CPG;
protocols regarding the evidence identification, collection and assessment systems; and the
level of evidence supporting each recommendation.

Results: 558 CPGs were included, of which 65.8% did not provide information on having
an explicit author or only listed one author. In addition, 81.5% did not have citations, nor
a reference list, and 97.7% did not clearly provide supporting evidence on how the recom-
mendations were reached.

Conclusions: Most of the CPGs did not meet the quality criteria assessed in the present
study, thus it is necessary to improve the skills of Peruvian health professionals to develop
quality CPGs that adjust to their local context.

Keywords: Practice Guideline; Evidence-Based Practice; Practice Guidelines as Topic (MeSH).

Resumen

Introduccion. El diagndstico y el manejo de pacientes con la misma condicion médica pue-
den variar de manera significativa de profesional a profesional. Una manera de controlar
esta variacion y promover un manejo basado en evidencias es mediante el uso de guias de
practica clinica (GPC).

Objetivos. Describir las caracteristicas de las GPC aprobadas por entidades publicas de salud
de Peru entre julio de 2015 y setiembre de 2017.

Materiales y métodos. Se realizd un estudio transversal descriptivo donde se evaluaron
los siguientes criterios de calidad de las GPC: panel de expertos que elabord la guia; proto-
colos respecto a los sistemas de identificacion, recogida y evaluacion de la evidencia, y nivel
de evidencia que sustenta cada recomendacion.

Resultados. Se incluyeron 558 GPC, de las cuales 65.8% no contaba con autor explicito o
solo describia un autory no unalista, 81.5% no contaba con citas ni referencias bibliograficas
y 97.7% no sustentaba de forma clara la elaboracion de sus recomendaciones.
Conclusiones. La mayoria de las GPC no cumplieron los criterios de calidad evaluados en
el presente estudio, por tanto es necesario mejorar las habilidades de los profesionales de
la salud en Per( para elaborar GPC de calidad.

Palabras clave: Guia de practica clinica; Practica clinica basada en la evidencia; Guias para
la Practica Médica (DeCS).
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Introduction

The diagnosis and management of patients with the
same medical condition and similar characteristics can
vary significantly from one professional to another, mak-
ing it challenging to ensure the quality of the services
provided by health institutions.! One way to reduce this
variation and promote evidence-based managementis
through the use of clinical practice guidelines (CPGs),
which Lohr et al. define as “systematically developed
statements to assist practitioner and patient decisions
about appropriate health care for specific clinical circum-
stances”.? Currently, CPGs play a key role in strategies
to improve decision-making in health systems.**

To ensure the quality of the recommendations, CPGs
should be elaborated following specific rigorous method-
ological standards that include the formulation of PICO
questions (population, intervention, comparison, and
outcome), the systematic search for studies to answer
each question, and the assessment of the methodological
quality of those studies by the experts who elaborat-
ed the guidelines.” However, a substantial number of
guidelines do not meet these quality criteria, as has
been reported in studies that evaluate the guidelines
published in MEDLINE® and produced in different coun-
tries such as Argentina,” Canada, USA,¢ and Spain.®

In Peru, 3 studies have assessed the quality of CPGs
using the Advancing guideline development, reporting
and evaluation in health care (AGREE II) instrument,
which allows for an assessment of the methodological
rigor with which the guidelines were prepared and the
transparency of the development process.'? According
to this instrument, a CPG has poor quality when it has
a score of <60%."'! The first of these studies evaluated
the CPGs that address the diagnosis and management
of hypertension and diabetes published by the Ministry
of Health (MINSA) in 2015.**> The second evaluated the
quality of CPGs regarding various health issues such as
obstetric pathologies, infectious diseases and non-com-
municable diseases —available on the website of MINSA's
executive quality directorate for the period 2009-2014.*°
The third evaluated 12 CPGs of gynecological-obstetric
diseases from a hospital in Peru.** In all 3 studies, the
researchers found that the mean score for the AGREE-
IT instrument domains was <60%.

These studies'*!* suggest that the methods used to
elaborate CPGs have shortcomings that could affect the
validity of the recommendations. However, all of them as-
sess the guidelines issued before 2015, when the Norma
Técnica de Salud para la Elaboracion y Uso de Guias de
Préactica Clinica del Ministerio de Salud (Technical Stan-
dards for the Development and Implementation of Clinical
Practice Guidelines of the Ministry of Health)'> and the
technical document Metodologia para la Elaboracién de
Guias de Préactica Clinica del Ministerio de Salud (Method-
ology for the Development of Clinical Practice Guidelines
of the Ministry of Health) were published.'® These doc-
uments establish the methodology for developing CPGs
based on the Grading of Recommendations Assessment,
Development, and Evaluations system to standardize and
homogenize the preparation of the guidelines by provid-
ing a clear methodology. It is therefore expected that,
by using these tools, the methodological quality of the
CPGs developed from that date onwards is better than
those developed before their publication.
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In this context, it is essential to study the CPGs de-
veloped in Peru after the issuance of these regulations,
which would allow evaluating the compliance with the
regulations and proposing strategies to improve the
quality of CPGs. Therefore, the objective of this study
is to describe the characteristics of the CPGs approved
by public health entities in Peru between July 2015 and
September 2017.

Materials and methods
Study design and population

Descriptive cross-sectional study that analyzed the CPGs
approved by public health entities in Peru. The guide-
lines collected by the General Directorate of Insurance
and Benefit Exchange (DGAIN) of MINSA between July
2015 and September 2017 that met the following criteria
were included: 1) being approved through a resolution
issued by the directorate; 2) having consistent infor-
mation, that s, including the name of the CPG and the
number of the approval resolution; 3) being approved
as of July 2015, and 4) being submitted to DGAIN in
physical or digital media.

Procedures

In July 2017, to evaluate the approved CPGs in Peru,
MINSA’s DGAIN requested the submission of the CPGs
regardless of their date of approval. The request was
made to all secondary and tertiary health service pro-
vider institutions (IPRESS) —centers that develop and
approve local CPGs in Peru'>and belong to the Regional
Government (GORE)—, the comprehensive health net-
work directorates (DIRIS), social security (EsSalud),
the Peruvian Armed Forces and National Police health
departments, and MINSA's General Directorate of Stra-
tegic Interventions in Public Health (DIGIESP) (the body
responsible for the production of national CPGs).'” One
month later, a reminder phone call was made to thein-
stitutions that had not responded to the request.

For this study, the CPGs were selected according to
the criteria mentioned above. The variables of interest
were extracted by a reviewer trained to evaluate this
type of guideline. The information was digitized in an
ad hoc database.

Variables
Quality criteria

A tool developed by the Analysis and Evidence Gener-
ation Unit of the National Health Institute of Peru was
used to describe the quality of the CPGs. This instru-
ment took into account three quality criteria suggested
by Carrasquilla-Guitiérrez et al.,'® which were proposed
because they pose fundamental differences between
evidence-based guidelines and guidelines based on ex-
pert opinion or consensus.'° Each criterion was a variable
with three possible categories:

Criterion 1. Persons in the panel of experts making
the CPG: 1) only one author is mentioned or none is
mentioned, 2) the list with the names of the people that
developed the guidelines is available, and 3) the list with
the names of the people that elaborated the guidelines
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is available and specifies who were clinicians and who
were in charge of the methodology.

Criterion 2. The protocols implemented in the systems
of identification, collection, and evaluation of evidence
are presented: 1) CPGs do not include bibliographic ref-
erences, 2) CPGs have bibliographic references, and 3)
CPGs include bibliographic references and assess their
level of evidence.

Criterion 3. The level of evidence that supports each
recommendation is clear: 1) CPGs do not present the
level of evidence or it is not clear, 2) CPGs referrer man-
ual or non-systematic search methods, and 3) CPGs
refer systematic search methods.

Other variables

The following information was collected for each CPG:
region where it was elaborated, year of approval, insti-
tution that elaborated it (MINSA- regional governments
or comprehensive health network directorates, EsSalud
or Armed Forces), level of the healthcare facility (sec-
ondary level: II-1, II-2 or II-E and tertiary level: III-1,
III-2 or III-E), and clinical condition addressed in the
guideline (using its ICD-10 code).

It should be noted that, according to the organi-
zation of the Peruvian health system, the secondary

Clinical practice guidelines in Peru

level consists of healthcare facilities that provide in-
termediate care and that meet 12-22% of the demand
for health care. The tertiary level, in turn, consists of
healthcare facilities that provide highly complex ser-
vices, i.e., highly specialized, and meet 5-10% of the
care demand.?°

Statistical analysis

Frequencies and percentages were used for the de-
scriptive analysis. Moreover, a chi-square test or an
exact Fisher test, as appropriate, was performed to
evaluate the association between CPG characteris-
tics and quality criteria. Stata v14.0 was used for
the analyses.

Results

Atotal of 6 147 CPGs approved in the period 2002-2017
were collected, of which 5 140 were approved using a
resolution, and 5 107 had consistent information. Of the
latter, 1 376 were approved through a resolution from
July 2015, with the most recent CPG being approved in
September 2017. However, of these 1 376 guidelines
only 558 were received by the DGAIN and were, there-
fore, included in the study (Figure 1).

Titles of clinical practice guidelines submitted in response

to the memorandum (n=6 147)

Approved with a

No directorate

resolution from the resolution
directorate (n=5 140) (n=1007)

¢ ‘ ]

Consistent Inconsistent

information information

(n=5107) (n=33)

- Y
N

Approved between

Approved before

July 2015 and July 2015

September 2017 (n=3 731)
J U

— v

N

Received Not received

(n=558) (n=814)

J

Figure 1. Clinical practice guidelines included in the study.

Source: Own elaboration.

Of the 558 CPGs included, 316 were elaborated by
institutions in the department of Lima and 254 were
approved between July and December 2015. DIRIS pro-
duced most of these documents (n=276), followed by
regional governments (n=235). Regarding healthcare
facilities, most of the CPGs were prepared by level I1I-
1 (n=359).

Table 1 shows the characteristics of the CPGs includ-
ed in the study. It is worth mentioning that only 553
CPGs were considered in the analysis of the variable
“institution level”, since 5 guidelines of the General Di-

rectorate of Strategic Interventionsin Public Health did
not have a level assigned.

The 558 guidelines were evaluated using the 3 quali-
ty criteria. Regarding Criterion 1, 65.8% did not specify
explicitly an author or described only one author, and
none listed the elaboration group separating clinicians
from methodologists. As for Criterion 2, 81.5% had no
citations or bibliographic references. Finally, about Cri-
terion 3, 97.7% did not describe any evidence search
method that supported their recommendations. Table
2 shows the evaluation of CPGs.
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Table 1. Characteristics of the clinical practice guidelines included in the study (n=558).
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Department

Year of approval

Institution

Institution
level (for
hospital
guidelines)
(n=553)

ICD-10

Regional governments
(n=235,42.1%)

Comprehensive Health
Network Directorates
(n=276, 49.5%)

Essalud

Armed Forces

General Directorate of Strategic Interventions in Public Health - Ministry of Health

I1-1
II-1

III-E

No ICD-10

ICD-10 code (n=530,
95%)

Source: Own elaboration.

Lima

Loreto

Tumbes

La Libertad

Huancavelica

July to December 2015

2016

2017

Hospital 1 (outside the city of Lima)
Hospital 2 (outside the city of Lima)
Hospital 3 (outside the city of Lima)
Hospital 4 (outside the city of Lima)
Hospital 5 (outside the city of Lima)
Hospital 6 (outside the city of Lima)
Hospital 1 (city of Lima)

Hospital 2 (city of Lima)

Hospital 3 (city of Lima)

Hospital 4 (city of Lima)

Hospital 5 (city of Lima)

Hospital 6 (city of Lima)

Hospital 7 (city of Lima)

Hospital 8 (city of Lima)

Hospital 1 (outside the city of Lima)
Hospital 1 (city of Lima)

A41.9
060.X
J18.8
K85.X
N39.0
000.9
006.X
Other ICD-10 codes

316 (56.6)
170 (30.5)
30 (5.4)
29 (5.2)
13(2.3)
254 (45.5)
223 (40.0)
81 (14.5)
95 (17.0)
51(9.1)
30 (5.4)
29 (5.2)
17 (3.0)
13(2.3)
111 (19.9)
88 (15.8)
36 (6.5)
25 (4.5)
7 (1.3)
4(0.7)
3(0.5)
2(0.4)
24 (4.3)
18 (3.2)
5(0.9)
155 (28.0)
359 (64.9)

39 (7.1)

28 (5.0)
9(1.6)
7 (1.3)
6 (1.1)
6 (1.1)
6 (1.1)
6 (1.1)
6(1.1)
484 (91.3)
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Table 2. Evaluation of the quality of clinical practice guidelines (n=558).

Level of participation

Support of the recommendations

Method for finding evidence that
supported the recommendations

Source: Own elaboration.

After conducting the bivariate analysis, it was found
that the frequency of “supporting the recommenda-
tions with bibliographic references” and “reporting
and conducting a systematic search for the evidence”

A. Individual or without explicit author 367 (65.8)
B. List of the members in the elaboration group 191 (34.2)
C. List of thg members in the elaboration group: clinicians and 0(0.0)
methodologists

A. No citations and/or bibliographic references 455 (81.5)
B. With bibliographic references 54 (9.7)
C. With bibliographic references and evidence level assessment 49 (8.8)
A. Not described/not clear 545 (97.7)
B. Manual / non-systematic 2(0.4)
C. Systematic search 11 (2.0)

were higher in the Lima CPGs published in 2017 and
by MINSA (p<0.05). Table 3 shows the associa-
tion between the characteristics of CPGs and their
indicators.

Table 3. Association between the characteristics of the clinical practice guidelines and their quality indicators.

Variable

Department

Year of
approval

Institution

Level of
center
(n=553)

Lima

Other
departments

2015
2016
2017

Regional
Government

Comprehensive
Health
Network
Directorates

EsSalud

Peruvian
Armed Forces
and National
Police health
departments

General
Directorate
of Strategic
Interventions
in Public
Health.

II-1
I1-1
ITI-E

Source: Own elaboration.

Description of
elaboration group

Reported
n (%)

62 (19.6)
129 (53.3)

86 (33.9)
100 (44.8)
5(6.2)

116 (49.4)

62 (22.5)

13 (54.2)

0 (0.0)

0(0.0)

87 (56.1)
68 (18.9)
36 (92.3)

Description of the support of the
recommendations with bibliographic
references (with or without evaluation

Description of a
systematic search for

of the level of evidence) SUEELER
Reported Reported
p-value n (%) p-value n (%) p-value
85 (26.9) 10(3.2)
<0.001 <0.001 0.028
18 (7.4) 1(0.4)
13(5.1) 1(0.4)
<0.001 45 (20.2) <0.001 0(0.0) <0.001
45 (55.6) 10 (12.3)
18(7.7) 1(0.4)
82 (29.7) 10 (3.6)
0(0.0) 0 (0.0)
<0.001 <0.001 <0.001
0(0.0) 0(0.0)
3(60.0) 0(0.0)
6(3.9) 1 (0.6)
<0.001 78 (21.7) <0.001 10 (2.8) 0.328
16 (41.0) 0(0.0)
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Discussion

A total of 558 CPGs were studied nationwide. Concern-
ing the minimum criteria evaluated, more than half of
the guidelines had no explicit author or described only
one author and had no citations or bibliographic refer-
ences. Also, few referred to or made clear the method of
searching for evidence to support their recommendations.

Quality criteria

Most of the guidelines evaluated, which were approved
as of July 2015, did not meet the minimum criteria for
level of participation, support of their recommendations,
or method of searching for evidence. This is consistent
with previous studies on CPGs in Peru,'*'* which have
reported scores <60% in all domains of the AGREE-II
instrument.

These results reflect the poor methodological quality
of the guidelines, which may lead to inadequate recom-
mendations. Thus, health staff must take into account
that currently approved CPGs do not meet certain mini-
mum quality criteria and, therefore, must carefully assess
the CPGs before applying them to the clinical practice.

The shortcomings of CPGs may be explained by the
lack of human or material resources for a rigorous meth-
odological elaboration, as well as insufficient monitoring
of their methodological quality.

It is worth mentioning that the Norma Técnica de
Salud para la Elaboracién y Uso de Guias de Practica
Clinica del Ministerio de Salud' and the technical doc-
ument Metodologia para la Elaboracién de Guias de
Practica Clinica'® detail the methodology for prepar-
ing CPGs, including the 3 criteria evaluated. However,
the model for the presentation of the CPGs exposed
in Annex 01 of the Norma Técnica does not require
explicitly reporting these criteria, which seems con-
tradictory since evaluating the methodological quality
of the CPG without proper support of how it was elab-
orated is difficult.

Moreover, “reporting the development of a systemat-
ic search for evidence” was found to be more common
in CPGs approved in 2017 than in those approved in
2015 and 2016. This may indicate that the methodol-
ogy or the report of the Peruvian CPGs is improving,
and it may be due to better knowledge of the technical
standard for its elaboration. However, just over 10%
of the CPGs approved in 2017 report conducting a sys-
tematic search for evidence.

Number of guidelines

A list of more than 5 000 CPGs was compiled with con-
sistent information and resolution number; 1 376 of
them were approved between July 2015 and September
2017. Since only the guidelines submitted voluntarily
by the institutions that approve them were collected,
this figure may be below the actual records, so the
number of guidelines approved in the period evaluat-
ed could be higher.

This high number of recently approved CPGs is per-
haps explained by the fact that, since 2006, the Health
and Medical Support Facilities Regulations’! require
IPRESS to have technical policy documents and CPGs
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to start operations. Also, since 2017, the accreditation
of healthcare centers and medical support services
establishes as one of its criteria the existence of CPGs
for the 10 most frequent pathologies in each ser-
vice.?? For this reason, an increase in the number of
guidelines developed in Peru is expected, especially
in institutions whose IPRESS can be developed with-
out the need for approval by an evaluation committee.

In this context, EsSalud established in 2016 that the
elaboration of CPGs in this institution must be supervised
and approved by its Institute for Health Technology As-
sessment and Research (IETSI).* This could be a useful
strategy to guarantee the necessary methodological rig-
or and adequate reporting of the guidelines, although it
needs to be complemented by adequately prioritizing
the documents to be elaborated, as well as providing
appropriate training to clinicians and methodologists
for their development and evaluation.?*

Limitations and strengths

One of the limitations of this study is that an instrument
developed ad hoc and not one used internationally, such
as AGREE-II, was employed to describe the quality of
CPGs. This could have happened because it was not
feasible to apply AGREE-II in all the guidelines evaluat-
ed, and the minimum criteria that all should meet were
used instead. Likewise, the CPGs evaluated are likely to
be the short versions approved by the resolution, which
makes it difficult to conduct proper evaluations given
that, many times, they do not have complete method-
ological information.

Another limitation is that, although all relevant institu-
tions were asked to submit the guidelines, participation
was voluntary, which may have generated a participa-
tion bias considering that those with lower quality CPGs
may have chosen not to submit them. Therefore, the
results could overestimate compliance with the quali-
ty criteria assessed.

Despite the abovementioned limitations, the pres-
ent study is the first to evaluate some quality criteria
in a broad sample of Peruvian CPGs, including the main
health subsystems that produce them in the country.

Conclusion

Most CPGs did not meet the quality criteria assessed
in this study, so there is a need to improve the skills of
health professionals in Peru to produce quality CPGs.
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