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World Federation of Societies of Anesthesiologists (WFSA)
» Necesidad de capacitacion adicional de 136.000 proveedores de anestesia

» 5 por 100,000 poblacion

19% de la fuerza laboral quirurgica global vive y trabaja en paises de ingreso mediano bajo

80% de la mortalidad global por enfermedades no transmisibles ocurre en PIMB

Por cada nifio que sufre retraso de atencion quirurgica basica y necesaria, suman 8.4 afos de

discapacidad en sus vidas

. Jonathan Niconchuk and Mark Newton, Curr Opin Anaesthesiol, 2022
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Estimates of number of children and adolescents without access to

surgical care
Bhargava Mullapudi;? David Grabski,> Emmanuel Ameh, Doruk Ozgediz,* Hariharan Thangarajah,? Karen Kling;?
Blake Alkire,* John G Meara® & Stephen Bickler*

Objective To estimate how many children and adolescent worldwide do nat have access to surgical care.

Methods We estimated the number of children and adolescents younger than 19 years worldwide without access to safe, affordable
and timely surgical care, by using population data for 2017 from the United Nations and international data on surgical access in 2015. We
categorized countries by World Bank country income group and obiained the proportion of the population with no access to surgical care
from a study by the Lancet Commission on Global Surgery.

Findings An estimated 1.7 billion (95% credible interval: 1.6-1.8) children and adolescents worldwide did not have access to surgical
care in 2017. Lack of access occurred overwhelmingly in low- and middle-income countries where children and adolescents make up a
disproportionately large fraction of the population. Moreover; 453 million children younger than 5 years did not have access to basic life-
saving surgical care. According to Lancer Commission on Global Surgery criteria, less than 3% of the paediatric population in low-income
countries and less than 8% in lower-middle-income countries had access to surgical care.

C Th psinth urgical services for child particularlyin low-

countries. Future research should focus on developing specific measures for assessing paediatric surgical access, delivery and outcomes
and on clarifying how limited surgical access in the poorest parts of the world affects child health, especially mortality in children younger
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than 5 years.

Introduction

“The Millennium Development Goal period (i.e. 2000 to 2015)
was characterized by an unprecedented decrease in child
mortality.' Even in the poorest areas of the world, mortality
in children younger than 5 years fell dramatically, which led
to predictions that a grand global convergence in mortality in
this age group would be possible by 2035." However, further

Abstractsin (; &, 513, Frangais, Pycowii and Espariol at the end of each article.

to surgical care.** The Commission assessed the availability
of surgical services using a chance tree, probability model, in
which access was evaluated over four dimensions: (i) timeli-
ness, which was assessed from the proportion of people with
serious injuries who were transported by ambulance; (ii) surgi-
cal capacity, which was defined as the proportion of surgical
procedures needed to meet demand that were actually under-
taken; (iii) safety, which was assessed from the proportion of

progress will depend on continued across the
full spectrum of child health services.

Surgical care for children is one area of child health that is
often overlooked, yet can play an important role in preventing
death and disability.” Surgery is vital for the repair of correct-
able congenital anomalies (e.g. congenital heart disease, cleft
lip and pal. d club foot), the oflife-th
injuries and burns, and the diagnosis and treatment of child-
hood cancers. Surgery can minimize the acute and long-term
suffering of children, protect families from substantial financial
loss and increase economic productivity. In addition, surgical
care can play a role in achieving health-related sustainable
development goals and targets, in particular: (i) ending pre-
ventable deaths in newborn babies and children younger than
5 years; (i) reducing death and disability due to road traffic
injuries and noncommunicable diseases; (iii) ensuring univer-
sal health coverage; and (iv) increasing the health workforce.*

In 2015, the Lancet Commission on Global Surgery re-
ported that at least 4.8 billion people worldwide lacked access

P theatres with pul ysand (iv) ility,
which was defined as the proportion of patients undergoing
surgery who were protected from catastrophic expenditure
dueto out-of-pocket payments.® Access to surgical care varied
widely across geographical regions, with more than 95% of the
population in South Asia and central, eastern and western sub-
Saharan Africa having no access. It was not clear, however, how
lack of access affects the paediatric population. Consequently,

World Bank Total  No. of children and adolescents, in millions (% of total population)*  Proportion of No. of children and adolescent with no access to surgical care, in millions (95% Crl)
Duntry PRpsLS, 0-4years 5-9years 10-14years 15-19 <19years L 0-4 years 5-9 years 10-14 years 15-19 years <19 years
income clas-  in millions® with no access
i years 3
sification to surgical
care(95% Crl)*
High 1180.1 65.1 66.8 656 68.6 266.1 14.9 9.7 100 98 10.2 396
(5.5 (5.7) (5.7) (5.8) (22.6) (12.2-17.5) (79-114) 8.1-11.7) (79-115) (8.3-12.0) (32.2-46.6)
Upper-middle 25884 18522 1771 1710 1740 7073 587 1087 1040 1004 1022 4152
(7.2) (6.8) (6.8) 6.7) 273) (49.1-66.5) (909-123.1) (87.0-117.8) (839-113.7) (85.5-115.7) (347.3-470.3)
Lower-middle  2969.9 3198 3088 295.1 2814 1205.0 923 295.1 2850 2724 259.7 11122
(10.8) (104) 99 (95) (40.6) (89.3-945) (285.5-302.2) (2757-2918)  (2635-2789) (2513-2659) | (1076.1-11387)
Low 6419 1034 915 805 69.5 3448 977 101.0 894 786 679 3369
(16.1) (143) (12.5) (10.8) (537) (956-99.5) (98.8-102.9) (87.5-91.0) (76.9-80.1) (664-69.1) (329.6-343.1)
Total 7380.2 673.4 644.2 612.2 593.4 2523.2 67.3 453.2 433.6 412.0 399.4 1698.1
(9.1) (8.7) (8.3) (8.0) (34.2) (64.1-70.4) (431.7-474.1)  (413.0-453.5) (392.4-431.0) (380.4-417.8) (1617.4-1776.3

in our analysis, we sought to answer the specific g
“How many children and adolescents worldwide lack access
to safe, affordable and timely surgical care?”™

Methods

To estimate the number of children and adolescents without
access to surgical care we used population data for 2017 from
the United Nations and previously reported data on access to
surgery from the Lancet Commission on Global Surgery.>”
‘The proportion of the population without access to surgical
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Global Initiative for Children’s Surgery: A Model of Global
Collaboration to Advance the Surgical Care of Children

Global Initiative for Children’s Surgery’
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Abstract

Backg IR q

ions by the Lancet Commission on Global Surgery regarding surgical care in low- and
mldd]e—mcome countries (LMICs) require development to address the needs of children. The Global Initiative for
Children’s Surgery (GICS) was founded in 2016 to identify solutions to problems in children’s surgery by utilizing
the expertise of practitioners from around the world. This report details this unique process and underlying principles.
Methods Three global meetings convened providers of surgical services for children. Through working group
meetings, participants reviewed the status of global children’s surgery to develop priorities and identify necessary
resources for implementation. Working groups were formed under LMIC leadership to address specific priorities. By
creating networking opportunities, GICS has promoted the development of LMIC-LMIC and HIC-LMIC
partnerships.

Results GICS members identified priorities for children’s surgical care within four pillars: infrastructure, service
delivery, training and research. Guidelines for provision of care at every healthcare level based on these pillars were
created. Seventeen subspecialty, LMIC chaired working groups developed the Optimal Resources for Children’s
Surgery (OReCS) document. The guidelines are stratified by subspecialty and level of health care: primary health
center, first-, second- and third-level hospitals, and the national children’s hospital. The OReCS document delincates
the p 1, equip facilities, p d training, and quality imp p at all levels
of care.

Conclusion Worldwide collaboration with leadership by providers from LMICs holds the promise of improving
children’s surgical care. GICS will continue to evolve in order to achieve the vision of safe, affordable, timely
surgical care for all children.

Defining the need

Surgical burden of disease

Collaborating members are listed in the Acknowledgments.

Since the conclusion of the United Nations” Millennium
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D ) Goals (MDGs) and through the ongoing
work toward Sustainable Development Goals (SDGs),
tremendous progress has been made toward reducing
childhood mortahty [1, 2]. However, the care of children
with surgical d remains an and
underfunded area in health care, despite congenital
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Global

Both sexes, Under 5 years, Percent of total deaths

1990 rank

2015 rank

|1 Lower respiratory infect

1 Neonatal preterm birth

|2 Neonatal preterm birth

2 Neonatal encephalopathy

| 3 Diarrheal diseases

~|3 Lower respiratory infect

|4 Neonatal encephalopathy

- {4 Diarrheal diseases

|5 Measles

5 Congenital defects

|6 Malaria

6 Malaria

|7 Congenital defects

7 Neonatal sepsis

|8 Protein-energy malnutrition

8 Other neonatal

|9 Other neonatal

= {9 Protein-energy malnutrition

[10 Neonatal sepsis

10 Meningitis

|11 Meningitis 11 STDs

[12 Tetanus 12 HIV/AIDS

| 13 Drowning 13 Hemoglobinopathies
[14 sTDs |14 Measles

|15 Whooping cough

- | 15 Drowning

|16 Neonatal hemolytic

- {16 Whooping cough

I 17 Road injuries

17 Road injuries

| 18 Hemoglobinopathies

*| 18 Neonatal hemolytic

| 19 Foreign body

19 Encephalitis

|20 Intestinal infectious

20 Intestinal infectious

[21 Tuberculosis

Ao | 21 Foreign body

|22 Encephalitis 22 Other infectious
| 26 Other infectious . 1 24 Tetanus
[32 HIv/AIDS [ 28 Tuberculosis
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Incidence of severe critical events in paediatric anaesthesia
(APRICOT): a prospective multicentre observational study in
261 hospitals in Europe

Walid Habre, Nicola Disma, Katalin Virag, Karin Becke. Tom G Hansen, Martin ohr, Brigitte Leva, Neil S Morton, Petronella M Vermeulen,
Marzena Zielinska, Krisztina Boda, Francis Veyckemans, for the APRICOT Group of the European Society of Anaest hesiology Clinical Trial Network™

Summary

Background Little is known about the incidence of severe critical events in children undergoing general anaesthesia
in Europe. We aimed to identify the incidence, nature, and outcome of severe critical events in children undergoing
anaesthesia, and the associated potential risk factors.

Methods The APRICOT study was a prospective observational multicentre cohort study of children from birth to
15 years of age undergoing elective or urgent anaesthesia for diagnostic or surgical procedures. Children were eligible
for inclusion during a 2-week period determined prospectively by each centre. There were 261 participating centres
across. 33 Eurupe:m countries. The primary endpoint was the occurence of perioperative severe critical events

respiratory on Aptil 6, 2017,
and further corrections were
added onApril 28, 2017.
See Comment page 365
“Investigators isted inthe.
appendix

Care, University Hospitals of
Geneva, Geneva, Switzertand
(ProfW Habre MDJ; University

of Geneva, Geneva, Switzeddand
(Prof W Habre); Department of

Anaesthesia, stituto Giannina
Gaslini, Genova, Htaly

(M Disma MD); Bolyai Institute
(KViragMSc) and Department
‘of Medical Physics and
Informatics (Prof K Boda PhD),
University of Szeged, Szeged,

di; mtervenhon A severe crmca] event was defined as the occurrence of respiratory, cardiac,
allergic, or logi lications requiring i iate intervention and that led (or could have led) to major
disability or death. Thls sludy is registered with ClinicalTrials.gov, number NCT01878760.

Findings Between April 1, 2014, and Jan 31, 2015, 31127 anaesthetic procedures in 30874 children with a mean age of
6-35 years (SD 4.50) were included. The incidence of perioperative severe critical events was 5-2% (95% CI 5-0-5.5)
with an incidence of respiratory critical events of 3.19% (2-9-3.3). Cardiovascular instability occurred in 1.9%
(1.7-2-1), with an immediate poor outcome in 5-4% (3-7-7-5) of these cases. The all-cause 30-day in-hospital
mortality rate was 10 in 10000. This was ind dent of type of th Age (relative risk 0-88,95% CI 0-86-0-90;
p<0-0001), medical history, and physical condition (1-60, 1-40-1.82; p<0-0001) were the major risk factors for a
serious critical event. Multivariate analysis revealed evidence for the beneficial effect of years of experience of the
most senior anaesthesia team member (0.99, 0.981-0-997; p<0.0048 for respiratory critical events, and 098,
0.97-0-99; p=0.0039 for cardiovascular critical events), rather than the type of health institution or providers.

Interpretation This study highlights a relatively high rate of severe critical events during the anaesthesia management
of children for surgical or diagnostic procedures in Europe, and a large variability in the practice of paediatric
anaesthesia. These findings are substantial enough to warrant attention frem national, regional, and specialist

Hungary: Departmentof  SOCieties to target education of anaesthesiologists and their teams and impl for quality i
A e I medbi F
Care, Cnopfsche:
""“"‘é'"";’.'::::':':““;'“; Funding pean Society of A
(KBecke MD); Department of
Amsesthesiaand intensve  [ntroduction that revealed an incidence of severe critical events in
Care, s n’ ’ﬁ Guidelines for paediatri b and paediatric anaesthesia of 0.14%." This finding is in line
;Tmuuk B ""'“"l structured programmes for specific training have been  with previous reports from single centres or countries,
of Clinical Research, The  developed in Europe during the past decade to standardise  the findings of which show that the rate of major
University of Southem  practice and improve patient safety. The incidence, perioperative complications causing severe morbidity,
?:m"“m":’m nature, and outcome of severe critical events in children mortality, or both, after general or regional anaesthesia,” *
! M.:,Mh}uﬂm during and immediately after anaesthesia in Europe,and is low. Most studies have highlighted respiratory
Kantonsspital, luzern,  the effects of variability in practice are unknown. Most of  complications as the primary cause of severe adverse
Switzerland (MjohrMD):  the literature on paediatric anaesthesia morbidity and outcome following sedation or general anaesthesia in
T""’“‘:’;;; mortality comprises clinical audits focusing on a single children."” Other publications have pointed out a
= m,am institution or country,”* which were not sufficiently significant increase in haemodynamic-related severe
Belgium (BLevamTy;  powered to study rare, severe complications or mortality.!  critical events as a consequence of bleeding or inadequate
Department of Anaesthesia,  Moreover, differences in study design and in the fluid management** Although most of these studies
G;”;m::;m definitions of severe complications make comparisons attempted to identify major risk factors (such as age
Univensity of Glssgow,  Detween the studies problematic. <l year, the presence of comorbidities, and specific
Glasgow, UK(NSMorton);  Int 2014, a large North American register was initiated  surgical procedules] identification of predictable and
Departmentof 35 part of a safety and quality imp P risks is of importance as the basis

www thelancet comyrespiratory Vol § May 2017

LASOS-Peds Slide Set v1.0

Incidence of severe critical events (%)

Age range (years)

16

14+

12

10

3 Cardiovascular 77
[ Respiratory g

B 64

€

g

:

£ 59

T

£

&

g 3

@

<

2

k-]

g

54

=

£

3 Stridor

[ Bronchial aspiration
=1 Bronchospasm
[ Laryngospasm

15-16 -
14-15 4
1314
12-13
11-12 4
10-114
9-10
8-9-]
7-8-
67+
5-6-]
45
3-4-
2-3
12
0-1

3 Cardiovascular

[ Respiratory

Incidence of critical events (%)

Visita de inicio sitios de investigacién LATAM - Protocolo LASOS-Peds 21/12/2023

o

LASOS-Peds

Latin American
Surgical Outcomes
Study in Pediatrics




BJ A British Journal of Anaesthesia, 126 (6): 1157-1172 (2021)

doi: 10.1016/.bja.2021.02.016
Advance Access Publication Date: 1 April 2021
Paediatric Anaesthesia

PAEDIATRIC ANAESTHESIA

Morbidity and mortality after anaesthesia in early life: results of the
European prospective multicentre observational study, neonate and
children audit of anaesthesia practice in Europe (NECTARINE)

Nicola Disma*, Francis Veyckemans”, Katalin Virag®, Tom G. Hansen*®, Karin Becke®,

Pierre Harlet’, Laszlo Vutskits®®, Suellen M. Walker'’, Jurgen C. de Graaff'!, Marzena Zielinska'?,
Dusica Simic*®, Thomas Engelhardt'* and Walid Habre®?, for the NECTARINE Group of the
European Society of Anaesthesiology Clinical Trial Network'

'Department of Anaesthesia, Unit for Research & Innovation, Istituto Giannina Gaslini, Genova, Italy, 2'Département
d"Anaesthésie-Réanimation pédiatrique, Hépital Jeanne de Flandre, CHRU de Lille, Lille, France, *Department of Medical
Physics and Informatics, University of Szeged, Szeged, Hungary, “Department of Anaesthesia and Intensive Care
-Paediatrics, Odense University Hospital, Odense, Denmark, *Department of Clinical Research - Anaesthesiology,
University of Southern Denmark, Odense, Denmark, ®Department of Anaesthesia and Intensive Care, Cnopf Children’s
Hospital/Hospital Hallerwiese, Niirnberg, Germany, "Research Department, European Society of Anaesthesiology,
Brussels, Belgium, *Department of Anaesthesiclogy, Pharmacology, Intensive Care and Emergency Medicine, University
Hospitals of Geneva, Geneva, Switzerland, "‘University of Geneva, Geneva, Switzerland, 1°Depanment of Anaesthesia and
Pain Management, Great Ormond Street Hospital NHS Foundation Trust, London, United Kingdom, *'Department of
Anesthesia, Erasmus MC-Sophia Children’s Hospital, Rotterdam, The Netherlands, **Department of Paediatric
Anaesthesiology and Intensive Care, Wroclaw Medical University, Wroclaw, Poland, "*Department of Pediatric
Anesthesia and Intensive Care, University Children’s Hospital, Medical Faculty University of Belgrade, Belgrade, Serbia
and *Department of Anaesthesia, Montreal Children’s Hospital, Montreal, QC, Canada

*Corresponding author. E-mail: nicoladisma@icloud.com
'Individual names are given in the list of in the y
Abstract

Background: Neonates and infants requiring anaesthesia are at risk of physiological instability and complications, but
triggers for peri-anaesthetic interventions and associations with subsequent outcome are unknown.

Methods: This prospective, observational study recruited patients up to 60 weeks' postmenstrual age undergoing
anaesthesia for surgical or diagnostic procedures from 165 centres in 31 European countries between March 2016 and
January 2017. The primary aim was to identify thresholds of pre-determined physiological variables that triggered a
medical intervention. The secondary aims were to evaluate morbidities, mortality at 30 and 90 days, or both, and as-
sociations with critical events.

Results: Infants (n=5609) born at mean (standard deviation [s]) 36.2 (4.4) weeks postmenstrual age (35.7% preterm)
underwent 6542 procedures within 63 (48) days of birth. Critical event(s) requiring intervention occurred in 352% of
cases, mainly hypotension (>30% decrease in blood pressure) or reduced oxygenation (SpO; <85%). Postmenstrual age
influenced the incidence and threshelds for intervention. Risk of critical events was increased by prior neonatal medical
conditions, congenital anomalies, or both (relative risk [RR]=1.16; 95% confidence interval [CI], 1.04-1.28) and in those

Received: 4 June 2020; Accepted: 21 February 2021

© 2021 The Authors. Published by Elsevier Ltd on behalf of British Journal of Anaesthesia. This is an open access article under the CC BY-NC-ND license
(http/creativecommons. org/licenses/by-ne-nd/4.0/).
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Puntos clave del Editor

Los neonatos y los lactantes tienen una reserva fisioldgica
limitada y estdan en mayor riesgo de complicaciones con la
anestesia general.

Los neonatos prematuros estan en el mayor riesgo.

Este estudio cuantifica las importantes aberraciones
fisiologicas y sus factores de riesgo.

Se requiere un alto grado de capacitacion y habilidad para
la entrega segura de la anestesia en neonatos y lactantes

* Una o mas complicaciones 216.3%
* Respiratoria
e Quirurgica
e Cardiovascular

* Mortalidad general 2 3.2%
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PERIOPERATIVE MEDICINE

ANESTHESIOLOGY

Pediatric Perioperative
Mortality in Kenya

A Prospective Cohort Study from
24 Hospitals

Mark W. Newton, M.D., Savannah E. Hurt, M.D.,
Matthew D. McEvoy, M.D., Yaping Shi, M.S.,

Matthew S. Shatwell, Ph.D., John Kamau, BSc
Susane Nabulindo, M Med., leporahW W. N
Warren S, Sandberg, M.D., Ph.D., Bantayehu Sileshi, M.D.

ANESTHESIOLOGY 2020; 132:452-60

452

EDITOR’S PERSPECTIVE

What We Already Know about This Topic

» The pediatric surgical load in low- and middle-income countries is
growing; more than 50% of the population are children and up to
85% may require surgery.

ABSTRACT

Background: The global surgery access imbalance will have a dramatic
impact on the growing population of the world's children. In regions of the
world with pediatric surgery and anesthesia manpower deficits and pediatric
surgery-specific i pply chain gaps, this expanding popula-
tion will present new challenges. Perloperative mortality rate fs an established
indicator of the quality and safety of surgical care. To establish a baseline
pediatric perioperative mortality rate and facters associated with mortality in
Kenya, the authors designed a prospective cohort study and measured 24-h,
48-h, and 7-day perioperative mortalty.

Methods: The authors trained anesthesia providers to electronically col-
lect 132 data elements for pediatric surgical cases in 24 government and
nongovernment facilities at primary, secondary, and tertiary hospitals from
January 2014 to December 2016. Data assistants tracked all patients to 7
days postoperative, even if they had been discharged. Adjusted analyses were
performed to compare mortality among different hospital levels after adjusting
for prespecified risk factors.

Results: 0f 6,005 cases analyzed, there were 46 (0.8%) 24-h, 62 (1.1%)
48-h, and 77 (1.7%) 7-day cumulative mortalties reported. In the adjusted
analysis, factors associated with a statistically significant increase in 7-day
mortality were American Society of Anesthesiologists Physical Status of Ill or

more, night or weekend surgery, and not having the Safe Surgery Checklist $

performed. The 7-day perioperative mortality rate is less in the secondary
(1.4%) and tertiary (2.4%) hospitals when compared with the primary (3.7%)
hospitals.

Conclusions: The authors have established a baseline pediatric perioper-

+ Data on perioperative mortality rates are sparse and i istently
collected, but some studies indicate high rates in Africa.

What This Article Tells Us That Is New

* In a series of 24 Kenyan hospitals, an innovative, robust data tool
for collecting more accurate mortality rates found cumulative rates
of 0.8% at 24 h, 1.1% at 48h, and 1.7% at 7 days postoperatively.

* In this sample, the 7-day mortality was more than 100 times higher
than in high-resource settings and associated with American
Society of Anesthesiologists Physical Status Il or more, surgery
at night or over the weekend, and not using the Safe Surgical
Checklist. Mortality was also higher in primary hospitals compared
1o secondary or tertiary hospitals.

hildren comprise more than 50% of the overall pop-

ulation in many low- and middle-income countries.
Perhaps 85% of these children will require a surgical oper-
ation before their fifteenth birthday' Surgical admissions
account for 6 to 12% of all pediatric hospitalizations in
Sub-Saharan Affica, although this may be even higher in
urban settings or areas of conflict.>® Surgical capacity in
Sub-Saharan Africa is well below current goals. As such,
pediatric surgical patients likely experience preventable

ative mortality rate that is greater than 100 times higher than in high-income
countries. The authors have identified factors associated with an Increased
mortality, such as not using the Safe Surgery Checkist, This analysis may be
helpful in establishing pediatric surgical care systems in low—middle income
countries and develop research pathways addressing interventions that will
assist in decreasing mortality rate.

(AnesmresioLoay 2020; 132:452-60)

morbidity and mortality. The lack of basic surgery infra-
structure, shortages of pediatric surgeons and anesthesia
providers, and absent or ic monitoring
capability each degrade the safety of the pediatric surgery
ecosystem while making access extremely difficult, or not
affordable, for this large low- and middle-income country
population.**

Against this backdrop, there has been a concerted effort
by global health advocates to increase surgical capacity in
low- and middle-income countries.” To measure the effec-
tiveness of these capacity-building efforts, it is important to
establish a baseline of performance for agreed-upon clinical

This article s featured in “This Month in Anesthesiology,” page 1A. This article is accompanied by an editorial on p. 413, This article has a visual abstract available in the online version.

‘Submitted for publication February 13, 2019, Accepted for publication October 25, 2019,

ine first 3,2019. From iology (MWMN.,

SEH,MDM, WSS, BS), and the Department of Blostatistics (Y.S., M.S.S.), Vanderbift University Medical Center, Nashwille, Tennessee; the Department of Anesthesiology, Africa

Iniand Church (AIC) Kijabe Hospital, Kijabe, Kenya (MWN.,J.K ). and of

Copyright @ 2018, the American Socisty of

Inc. All Rights Reserved.

Universityof Nairobi, Kenyatta Nairobi, Kenya (5., ZWWN).
2020; 132:452-60. DO 10.1097/ALN.0000000000003070
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B J A British Journal of Anaesthesia, 122 (2): 224-232 (2019)

doi: 10.1016/j.bj2.2018.11.015
Advance Access Publication Date: 19 December 2018
Paediatric Anaesthesia

South African Paediatric Surgical Outcomes Study:
a 14-day prospective, observational cohort study of
paediatric surgical patients

A. Torborgi”, L. Cronjei, J. Thomas®>, H. Meyer2'3, A. Bhettay4,

J. Diedericks®, C. Cilliers®, H. Kluyts’, B. Mrara®, M. Kalipa®, R. Rodseth?,
B. Biccard?, on behalf of the South African Paediatric Surgical Outcomes
Study Investigators

!Discipline of Anaesthesiology and Critical Care, Nelson R. Mandela School of Medicine, University of
KwaZulu-Natal, Congella, Kwazulu-Natal, South Africa, 2Department of Anaesthesia and Perioperative
Medicine, Groote Schuur Hospital, South Africa, *Division of Paediatric Anaesthesia, Red Cross War
Memorial Children’s Hospital, University of Cape Town, Cape Town, Western Cape, South

Africa, "Department of Anaesthesia and Pain Medicine, Nelson dela Children's ital, Uni ity of
the Wit d, Jol 3 South Africa, *Department of Anaesthesiology, University of the Free
State, Bloemfontein, South Africa, *Department of Anaesthesiology and Critical Care, Stellenbosch
University, Cape Town, South Africa, ‘Department of Anaesthesiology, Sefako Makgatho Health Sciences
University, Pretoria, South Africa, *Department of Anaesthesia, Walter Sisulu University, Eastern Cape,
South Africa and *Department of Anaesthesiology, University of Pretoria, Gauteng, South Africa

o ding author. E-mail: i m

LASOS-Peds

Latin American
Surgical Outcomes
Study in Pediatrics

Abstract

Background: Children comprise a large proportion of the population in sub-Saharan Africa. The burden of paediatric
surg]c-al r]xsease exceeds avmla'hle resources in Africa, potentially increasing morbidity and mortality. There are few
pe studies, especially in low- and middle-income countries (LMICs).
Me‘thuds ‘We conducted a 14-day multicentre, prospective, observational cohort study of paediatric patients (aged <16

yrs) und surgery in 43 go -funded hospitals in South Africa. The primary outcome was the incidence of
in-hospital postoperative complications.
Results: We recruited 2024 patients at 43 hospitals. The overall incid of ive icat was 9.7% [95%

confidence interval (CI): 8.4-11.0]. The most were infective (7.3%; 95% CI:
6.2—8.4%). In-hospital mortality rate was 1.1% (95% CI: D 6-1. 5), of whlch nine of the deaths (41%) were in ASA physical
status 1 and 2 patients. The preoperative risk factors independ iated with p P tions were
ASA physcial status, urgency of surgery, severity of surgery, and an infective indication for surgery.

Conclusions: The risk factors, frequency. and type of complications after paediatric surgery differ between LMICs and
high-i ies. The in-hospi lity is 10 times greater than in high-income countries. These findings

Editorial dedision: 17 November 2018; Accepted: 17 November 2018
© 2018 British Joumal of Anaesthesia. Published by Elsevier Ltd. All rights reserved.
For sions, please email: com
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Surgical Outcomes

Objectivo principal

« Determinar la incidencia de complicaciones postoperatorias
hospitalarias hasta 30 dias después de la cirugia en pacientes

quirurgicos pediatricos latinoamericanos (menores de 18 anos).
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Objectivos secundarios

1. Determinar la tasa de mortalidad hospitalaria perioperatoria hasta 30 dias

después de la cirugia;
2. Determinar la incidencia de eventos criticos intraoperatorios graves;

3. Determinar la asociacion entre el preoperatorio, el intraoperatorio, y los

factores infraestructurales y las complicaciones postoperatorias y la muerte.
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Latin American
Surgical Outcomes

Diseno del estudio

» Estudio de cohorte prospectivo multicéntrico internacional
latinoamericano de 14 dias de duracion de pacientes

pediatricos sometidos a cirugia.
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. . oo @ Latin-American
Eligibilidad i
* Criterios de inclusion

» Todos los pacientes consecutivos menores de 18 anos admitidos en los hospitals

participantes
» Cirugias electivas y no electivas

» Cirugias ambulatorias y procedimientos quirurgicos fuera de los quiréfanos que

requieran anestesia local o general

e Criterios de exclusion

« Examenes radiologicos sin intervencion/procedimiento (p.ej., RMN)

» Cirugia obstétrica

LASOS_PedS S||de Set VlO Visita de inicio sitios de investigacién LATAM - Protocolo LASOS-Peds 21/12/2023
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Surgical Outcomes

Etica em |a investigacion

» La ética de la investigacion y las aprobaciones regulatorias se

buscaran antes del inicio del estudio en cada local

* Los lideres nacionales se aseguraran de que se obtengan las

aprobaciones éticas y reglamentarias necesarias

LASOS-Peds Slide Set v1.0
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Reclutamiento y recopilacion de datos ™~ s

» Esperamos incluir en el estudio a todos los pacientes pediatricos consecutivos menores de

18 anos sometidos a cirugias electivas y no electivas

» Cada hospital recopilara y registrara individualmente los datos en un formulario de registro
de casos (CRF) electrénico o en papel para cada paciente reclutado

CREF electrénico > REDCap

» Los datos seran pseudoanonimizados mediante la generacion de un cédigo numeérico unico

y transcritos por investigadores locales a un CRF electrénico en la plataforma REDCap.
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Latin American

Resultados Surgical Outcomes

* Resultado primario

« Complicaciones postoperatorias en el hospital hasta 30 dias después de la cirugia.

 Resultados secundarios

1. Mortalidad el dia de la cirugia

2. Mortalidad hospitalaria hasta 30 dias después de la cirugia

3. Factores de riesgo asociados a complicaciones intrahospitalarias
4. Incidentes criticos intraoperatorios graves

5. Nivel de cualificacién de los proveedores de anestesia y cirugia, asi como numero de especialistas

por poblacion pediatrica
6. Admision a cuidados intensivos
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Latin American
Surgical Outcomes

Coordinadores Nacionales

¢ Identificar a los coordinadores locales en los hospitales participantes
e Garantizar la distribucion de manuales y otros materiales de investigacion

e (Garantizar que se cuente con las aprobaciones reglamentarias y éticas

necesarias antes del reclutamiento

e Asegurar una buena comunicacion con los sitios participantes en su pais

LASOS-Peds Slide Set v1.0 Visita de inicio sitios de investigacién LATAM - Protocolo LASOS-Peds 21/12/2023
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Latin American
Surgical Outcomes

Coordinadores Locales

e Proporcionar liderazgo para el estudio en su institucion
e Asegurarse de todas las aprobaciones regulatorias y éticas relevantes para su institucion
e (Garantizar entrenamiento de todo el personal pertinente antes de la recogida de datos

e Supervisar la recopilacion diaria de datos y el reclutamiento en el sitio, asi como la gestion

del seguimiento
e Actuar como garante de la integridad y calidad de los datos recopilados

e Garantizar la cumplimentacion puntual de los CRF electronicos
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Latin American

Plan de publicacion Sl e

El grupo sera conocido como "Los investigadores de LASOSPeds"

Se prevé que se realizaran varios analisis secundarios

Los investigadores de LASOS-Peds tendran prioridad para conducir analisis secundarios

Las oportunidades de participacion y autoria se basaran en las contribuciones al estudio

primario
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AFAT — Anesthesia Facility Assessment Tool

LASOS-Peds

Latin American
Surgical Outcomes
Study in Pediatrics

Smile

Smile Train Potential Partner Anesthesia Facility Assessment Tool (AFAT)

e unsure of t wer b 1 ROt IO ANs W please leave it blank

GENERAL QUESTIONS

Date of data collection (dd/mm/yy):

Contact information of staff completing this assessment
(Name, phone and email).

Country (location of heaithcare facility being surveyed):

Healthcare facility name:

Healthcare facility region/district:

Healthcare facility address, including city/town:

‘Which of the following lefms best describes this healthcare facility? (Select one)

0O Health Centre/Clinic
O District HospitalFirst Referral Hospital
O Provincial or yRegi Hospital

O Tertiary or National Referral Hospital

Which of the following terms bes! describe this healthcare facility?
(Select all that apply)

OPublic OPrivate 0O NGOMission/Charity facility O University hospital

What is the profession of the person completing the questionnaire?
O Physician (specialist) anesthesiologist

[ Non-physician anesthesia provider

O Surgeon

O Nurse

(] Hospital Administrator

O Other:

LASOS-Peds Slide Set v1.0
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Formulario de recogic

a de datos

Sestre Burd Bt

bler DL
Protocolo LASOS Peds
Registro Intraoperatério
Registro hospi do paciente:
Data de Nascimento (DD/MM/YYYY): ___ Sexo:[] Masculino ] Feminino
Idade: (campo auto calculavel)
Peso: kg
Altura: cm
IMC: (campo auto calculavel)
Data de admissdo neste hospital: I} ]

Data da cirurgia: / /

Classificagdo ASA(J I O Om OJwvQOv

k g/L (ndo mais de 28 dias antes da cirurgia)

Paciente apresenta alguma comorbidade: (] Sim [JN3o

Caso sim, por favor assinale:

[J Doenca cardiaca [] Doenca Respiratéria Cronica [] Doenga neurolégica [] Doenca
infecciosa [J Cancer [J Infecgdo vigente do trato respiratério [J Alteracdo congénita/ Nao
Cardiaca

Urgéncia da cirurgia: [] Eletiva [ Urgéncia [J Emergéncia

Porte da cirurgia: [J Pequenoporte [ Médio porte [ Grande porte

Indicagdo priméria para cirurgia:

[ Doenca ndo transmissivel [ Lesdo traumatica [Jinfecciosa [J Congénita

Tipo de cirurgia:

1 Neurologica [ Cirurgia cardiaca (exceto transplante) [ Cirurgia ginecolbgica

[ Cirurgia toracica [ Olhos — Nariz - Garganta [ Fissura Labial [JFissura palatina
[ cirurgia hepatobiliar [] Cirurgia ortopédica [ Cirurgia Maxilofacial ou Craniofacial [] Cirurgia

Gastrointestinal [ Cirurgia Dental [J Rins/ Uroldgica [ Oftaimolégica

[ Piastica/Cutanea ] Quei O hepatico [] Transplante renal

OTr lant i [ Procedi fora do Centro Cirdrgico ] Implante de cateter vascular
[ Outra

Se outra cirurgia, descreva:

Horario de indugdo da anestesia: ___:
Horario do final da cirurgia: 2
Duragdo da cirurgia: min (campo auto calculavel)
Fora do horario padrdo? [J Sim [JNao

P

Checklist de cirurgia foi utilizado (ex. WHO checklist)? [J] Sim JN&o e wouw

Equipe - o professional mais i p na sala de cirurgia
Anestesista: [] Especialista [ Médico ndo especialista (] Enfermeiro [0 Nao-médico
Cirurgiao: [ Especialista [] Médico ndo especialista [] Enfermeiro  [] N3o-médico

Event graves intra-op orios:
[ Laringc O sror no [ Dificuldade com a ventilagdo com mascara facial
[ Falha na intubagdo [J] Temperatura <36°C [J ia [

O Aspiragdo [JHipoxemia [] Dificuldade naintubagdo [JAnafilaxia [] Ero de medicagdo
[ Hipoglicemia [ Parada cardiaca

Registro Pés-operatério

Nivel de cui no pés-op ioir
[CJEnfermaria [] Unidade Semi Intensiva [] Unidade de Terapia Intensiva

Complicagdes pos-operatorias:

Infeccao

Infecgao superficial do sitio cirtrgico [J Leve [] Moderada [] Grave [J Nenhum
Infecgao profunda do sitio cirurgico []Leve [] Moderada [ Grave [] Nenhum
Infecgao de cavidade abdominal [JLeve [] Moderada [] Grave [J Nenhum
Infecgdo sanguinea [JLeve [] Moderada [] Grave [J Nenhum

Pneumonia [JLeve [] Moderada [] Grave [] Nenhum

Outra i ¢ao [JLeve J [ Grave [J Nenhum

Complicagéo Cardiovascular
Arritmia JLeve [J Moderada [J Grave [J Nenhum
Parada cardiaca (]

Outras complicacoes

Sangramento [JLeve [J Moderada [] Grave [] Nenhum

Lesdo renal aguda [JLeve [] Moderada [] Grave [] Nenhum

Outras [OLeve [] Moderada [] Grave [J Nenhum

Reoperagio []

Data da alta hospitalar: ___ /[

Horas de internagao apos a cirurgia: (campo auto calculavel)

Duragdo da internagéo: (campo auto calculavel)

Status na alta hospitalar ou 30° dia de internagéo apés a cirurgia [ Vive [J Obito

LASOS-Peds

Latin American
Surgical Outcomes
Study in Pediatrics
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Empezando en REDCap para recogir los e
datos

Study in Pediatrics

*E DC a @ Estudo latino-americano de resultados cirdrgicos em pacientes pediatricos

p (LASOS-Peds) e c2s
& Logado como alexandra.vieira
. Saif o .. - -

: 8 Adicionar / Editar Registros

Meus Projetos
B REDCap Messenger Para editar ou visualizar um registro que ja foi cadastrado, utilize a op¢do "Selecionar um registro” disponivel no camp
= Contacte o Administrador do REDCap Para adicionar um novo registro, clique no botdo "Adicionar um novo Registro”.

Ll i D =l ) AVISO: Este projeto estd atualmente em estado de Desenvolvimento. Dados reais NAO devem ser

A Pagina Inicial do Projeto - 7= Project inseridos até que o projeto tenha sido movido para o status de Producdo.
Setup
@ Designer - @ Dictionary - B Codebook
W Status do pr : Desenvolvimento Ndmero total de registros: 2
Coleta de Dados =) Selecione um Record ID Selecionar um registro v 2 °

B Painel de Status dos Registros

) = :
1 . 2 us da coleta de dados de todos os + Adicione um novo registro

lection instruments consuitar REg[Stros
Funcionalidades =]
= £.f:colha um campo para consultar . Todos os campos v
o (ndo € possivel consultar campos de multipla escolha)
Project Dashboards

A Alerts & Notifications
& Multi-Language Management Comece a digitar para consultar os dados de interesse.
a Calendar Clique em um item da lista para acessar esse registro.
B Relatérios de dados & Gréficos

L B cmail | noging

Mecanismo de busca

LASOS-Peds Slide Set v1.0 Visita de inicio sitios de investigacién LATAM - Protocolo LASOS-Peds 21/12/2023



Llenado de 2 formularios por cada paciente:
datos intraoperatorios y postoperatorios

< c 23 redcap.redcapbrasil.com.br/redcap_v13.7.22/DataEntry/index.php?pid=629&id=38event_id= 19938 page=dados_intraoperatorios&auto=1

2 formularios =}

LASOS-Peds

Latin American
Surgical Outcomes
Study in Pediatrics

R REDCap Trials &R Plataforma Brasil

REDCap

o como alexandra.vieira

@ Sair

[E Meus Projetos
W REDCap Messenger
& Contacte o Administrador do REDCap

Pagina Inicial do Projeto e Design

& Pagina Inicial do Projeto - #Z Project
Setup

W5 Desenvolvimento

Recogida de datos

de recopilacién de da od

B Agregar/ Editar registros

Dados Pés-Operatérios

Funcionalidades

Project Dashboards

A Alerts & Notifications

@ Multi-Language Management
B Calendar

B Relatérios de dados & Gréficos
& Email Logging

& Repositério de arquivos

& User Rights and 3% DAGs
®, Resclver problemas

External Modules oM

Ajuda & Informacdes

@ Help &FAQ
S, i

& Designer - @ Dictionary - B Codebook

B8 Panel de control de estado de registro

Conversor mg/dL — R rencap @ zooM

Estudo latino-americano d
(LASOS-Peds)

= Dados Intraoperatorios

@ Agregar nuevo ID de Registro 3.

ID de Registro
Registro hospitalario
i=} del paciente

Fecha de ingreso en
este hospital

510 | Anora

Peso

N '.' Meodify instrument ‘ -: Descargar PDF de instrumenta(s)

ARO

B Rede Pesquisa - EBS.. R REDCap - o

e resultados cirlirgicos em pacientes pediatricos

@ spanish Vincular o

Portugues

so @ SGP - Sistem

B Video: Entrada de datos basica

tro de pesquisa? | - selecta group -

e - (s Opciones en espanol y portugués

DATOS DEL PACIENTE

Sexo O Masculine O Femenino

Fecha d | :
ec.av = = Edad del paciente
nacimiento Hoy| D

Altura IMc

restablecimiento

Mirar ia ecuacion

Mirar ia ecuacién

No hemos eloborodo definiciones para todos estos enfermedodes. Simplemente queremos que los médicos proporcionen lo que creen
que son las respuestas mds opropiadas. Si el paciente probablemente tiene la enfermedoad, marque "Si". Si probablemente no tiene la

= enfermedad, morque "No". Definimos lo siguiente:

Enfermedad cardiaca: cuclguier enfermedad cardiaca, inciuida lo hipertensién pulmonar.

Enfermedad respiratoria crénica: cualquier enfermedad cronica de los pulmones/vias respiratorios.

Infeccion actual del tracte respii

io: oc entr

0 presenta signos activos de una infeccion del tracto

respiratorio superior o inferior, por ejemplo, amigdalitis, sinusitis, resfriado comin, neumonia, bronguitis, bronconeumonic

Enfermedad cardiaca

Enfermedades respiratorias crénicas

s& =Miewlogs |=|

Enfermedad neurolégica

Enfermedad infecciosa

No | Si
(®) )
restablecimiento cancar

rEstableckierio Infeccién actual de las vias respiratorias
restabieciriento Alteracion congénita

restablecimiento

No | Si
restablecimiento
restablecimiento

restablecimiento
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Definicion de Eventos Adversos e Complicaciones @

LASOS-Peds Slide Set v1.0

REDCap

@ Logado como alexandra.vieira

@ Sair

Meus Projetos

B8 REDCap Messenger

& Contacte o Administrader do REDCap

Pégina Inicial do Projeto e Design =]
& Pagina Inicial do Projeto - 7= Project

Setup
@ Designer - @ Dictionary - B Codebook

W Status do projeto: Desenvolvimento
Coleta de dados =

BB Painel de Status dos Registros

- Visualize o s s da coleta de dados de todos os
registros

B Adicionar/Editar Registos

- Adicione novos registros ou edite/visualize o3
existentes

M Record ID 3
Instrumentos de recoina de dados:

Dados Intraoperatorios

Funcionalidades =

[E8 Project Dashboards

A Alerts & Notifications

& Multi-Language Management
BB Calendar

B Relatérios de dados & Gréficos
& Email Logging

% Repositorio de arquivos

& User Rights and # DAGs

®, Resolver problemas

External Modules @ Manage = Viewlogs |-
Ajuda & Informagoes =
@ Help & FAQ

BB videos Tuteriais
[® Sugerir uma nova funcionalidade

Contacte do REDCap

Estudo latino-americano de resultados cirtrgicos em pacientes pediatricos
(LASOS-Peds)  rm 29

Aces: | S Modificar instrumento ‘ % Descarregar PDF dofs) instrumento(s) © ‘ B video: Introducio d o5 basicos

= Dados Pés-Operatérios
& Portugues =
@ Adicionando novo Record ID 3.

Record ID 3

DO POS OPERATORIO

O enfermaria
O unidade Semi-intensiva

Nivel de cuidados no pés-operatério imediato
O Unidade de Terapia Intensiva

reset

MPLI 2

LASOS-Peds leve: Quaiquer desvio do curso pds-operatdrio normal sem a necessidade de tratamento farmacoldgico ou intervencdes
cirdrgices, endoscdpicas e radioldgicas. O tratamento para complicacdes leves inciui: medicamentos como antieméticos, antipiréticos,
analgésicos, diuréticos e eletrdlitos, aiém de fisioteropia. Esta categoria também inclui infeccbes de feridos abertos no leito.

LASOS-Peds moderado: Exige tratamento farmacologico com medicamentos diferentes dos permitidos para complicagdes leves.
Transfusdes de sangue e nutricdo parenteral total também estdo incluidas.

LASOS-Peds grave:

1. Requer intervencdo cirtrgico, endoscdpica ou radioldgica (com ou sem anestesia geral).

2. ComplicacGo que coloca a vida em risco exigindo internagdio em unidode de cuidados intensivos.
3. Disfungéo de um Gnico 6rgdo ou disfuncdo de miltiplos 6rgdos.

4. Morte.

Infeccdo superficial do sitio cirargico Infeccdo profunda do sitio cirargico

OnNenhum OlLeve Omoderado O Grave OnNenhum Oleve OModerado O Grave

reset reset
Infecgo envolvendo openas a inciséo cirirgica superficial, gue otende 00s Uma infeccdio que envolve tanto os partes superficiols quanto profundas da
seguintes critérios: incisdo cirirgico € atende oos seguintes critérios:

1. Infeccdo ocorre dentro de 30 dias apds o cirurgio;
2. Envolve openas a pele e 05 tecidos subcuténeos da incisdo;

1. A infeccdo ocorre dentro de 30 dios opds a cirurgio se ndo houver nenhum
implante cirjrgico deixodo no local; e

3. O paciente apresenta pelo menos um dos seguintes: 2. A infeccdo porece estar relocionada ao procedimento cirdrgico e envolve
tecidos profundos da inciso (por exemplo, comadas fasciais e musculores);
a. Drenagem purulenita do incisdo superficiof; €

b. Orgonismos isolodos de ume culturo obtida de forma asséptico de fluido ou | 3. O paciente opresenta pelo Menos urm dos seguintes:

tecido do incisdo superficiol; e pelo menos um dos seguintes sinais ou sintomas
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-Cl'y FAl —rubrica en todas las paginas y firma en

a Ultima

PADRES

Ninos 7 a 12 ainos

LASOS-Peds

Latin American
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Study in Pediatrics

Ninos 13 a <18

OOOGOAOOOOCOONE XX KX XK XK

TERMO DE CONSENTIMENTO LIVRE E ESCLARECIDO

DADOS DA PESQUISA

Titulo da pesquisa - Estudo latil
Peds)

Pesquisador principal - XXXOO0OO0OOCOCOOXXX
Departamento/lnstituto - XXOOCOOCOOOCOOCOOCXX

de tados cinlirgicos em pacientes pediatricos (LASOS-

Seu(ua) filho(a) esta sendo convidado(a) a participar de um projeto de pesquisa com criangas que serdo
submetidas a um procedimento cinirgico. Trata-se de um estudo cbservacional, que vai registrar os
dados da cirurgia e da anestesia e as complicacdes ndo esperadas durante a intemac3o hospitalar até o
momento da alta. Caso seu(ua) filho(a) permaneca intenado por mais de 30 dias, ele(a) sera
:acompanhado(a) somente até 30° dia apés a cirurgia. Nenhum exame ou procedimento sera realizado
fora da rotina hospitalar prevista para seu(ua) filho(a), o estude vai apenas registrar os dados sem fazer
nenhum contato com vocé ou com ele(a). A participacdo de seu(ua) filho(a) no estudo LASOS-Peds &

muito importante para nés, pois todas as criangas que por p durante

14 dias e concordarem em participar, tero seus dados coletados e ao final os dados de todas as

criancas deste hospital @ de muitos outros no Brasil e América Latina serdo analisados em conjunto.
Essa andlise trard muitas informacdes a respeito de como as criangas se recuperam das cirurgias nos
diferentes hospitais do pais e como podemos melhorar o atendimento das criancas nos hospitais. Este &
© primeiro estudo no pais que vai reunir dados de pos-cirurgias em criangas.

Justificativa e objetivos do estudo
O objetivo do estudo & inar a é de des int i apos o

procedimento cirirgico até o momento da alta de seu filho(a) ou até 30 dias apés a cirurgia, o que
‘©coITer primeiro.

A justificativa para iniciarmos esse protocolo é ds inar a i incia das Bes em pacientes

cirirgicos pedidtricos na América Latina e os fatores de risco e o tipo de complicacdes, uma vez que

dados sobre essa l sdo . Estamos realizand I

o para sermos capazes de

direcionar intervencées para melhorar os resultados cinirgicos para criangas na América Latina.

Hiome resumico do projeto: LASOS-Peds =

Termode C: 1.0 de 23 de Marco de 2033 Ceafidencial

Nome do pesquisador: 1000CO0CC0000K Tobrica dos pas on

Hogital I0CC00OCODOO00CO0 Rubrica do Respomsivel

Pigmalde3

TERMO DE ASSENTIMENTO LIVRE E ESCLARECIDO PARA CRIANCAS DE 7 a 12 ANOS

Titulo da pesquisa - Estudo latino-americano de resultados cirirgicos em pacientes pediatricos
(LASOS-Peds)

Pesquisador principal —

Departamento/Instituto -

Estamos convidando vocé que ird fazer uma cirurgia ou um exame no JXOOCKXXXXXX
para participar de uma pesquisa. Outras criangas que irdo fazer a mesma cirurgia também
serdo convidadas. Seus pais ja izaram a sua
quer fazer parte dessa pesquisa.

‘Vamos te explicar como funcionara nossa pesquisa. Caso vocé tenha alguma divida ou
ndo entenda alguma palavra, pode pedir ajuda para um de nos ou para seus pais

Um médico da equipe de pesquisa vai anotar os dados da sua cirurgia e acompanhar a
sua intemagdo através do seu prontudrio do hospital, sem entrar em contato com vocé. Nos
queremos saber se apds a cirurgia vocé tera complicagdes ou ndo. O médico vai anotar dados

¢do, mas & vocé quem decide se

sobre sua anestesia, sua cirurgia, seus eas ¢bes, se
de papel, que depois sera transferida para uma ficha no computador. Seus dados serdo

ak o > da sua alta ou até o 30" dia apds a cirurgia, 0 que
acontecer primeiro. O (nico contato que a equipe de pesquisa fara com vocé é para a

, em uma ficha

assinatura deste documento, nenhum outro contato ou exame sera feito a mais por causa da
pesquisa.

Vocé ndo terd riscos ao participar da pesquisa, apenas o risco de quebra da sua
identificagdo, ou seja, o risco de outras pessoas saberem que os dados s3o seus, porém na sua
ficha da pesquisa ndo tem campo para colocar seu nome, endereco, telefone e nimero do seu
documento, de forma que ficara muito dificil saberem que aguela ficha & sua.

Vocé ndo precisara gastar nada para participar da pesquisa. N3o falaremos para outras
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Estamos convidando vocé que ird fazer uma cirurgia ou um exame no Hospital das
Clinicas para participar de uma pesquisa. Outros adolescentes que irdo fazer a mesma cirurgia
também serdo convidados. Seus pais ja autorizaram a sua participagdo, mas € vocé quem
decide se guer fazer parte dessa pesquisa.

Vamos te explicar como funcionara nossa pesquisa. Caso vocé tenha alguma duvida ou
n3o entenda alguma palavra, pode pedir ajuda para um de nds Ou para seus pais.

Um médico da equipe de pesquisa vai anotar os dados da sua cirurgia e acompanhar a
sua intemacdo através do seu prontudrio do hospital, sem entrar em contato com vocé. Nos
queremos saber se apos a cirurgia vocé tera complicagdes ou ndo. O médico vai anotar dados
sobre sua anestesia, sua cirurgia, seus exames e as complicagdes, se houverem, em uma ficha
de papel, que depois sera transferida para uma ficha no computador. Seus dados serdo
acor até o da sua alta hospitalar ou até o 30" dia apos a cirurgia, o que

acontecer primeiro. O Unico contato que a equipe de pesquisa fard com vocé é para a
assinatura deste documento, nenhum outro contato ou exame sera feito a mais por causa da
pesquisa.

Vocé ndo tera riscos ao participar da pesquisa, apenas o risco de quebra da sua
identificacdo, ou seja, o risco de outras pessoas saberem que 0s dados s30 seus, porém na sua
ficha da pesquisa ndo tem campo para colocar seu nome, endereco, telefone e nimero do seu

pessoas que vocé estd participando desta pesq e n3o d suas informagdes a documento, de forma que ficara muito dificil saberem que aquela ficha é sua.

Os da pesquisa serdo publicados, mas sem identificar as criangas que Vocé ndo precisard gastar nada para participar da pesquisa. Ndo falaremos para outras

pessoas que vocé esta partici desta isa e ndo suas informagdes a
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N LASOS-Pec

Latin American
Surgical Outcomes
Study in Pediatrics

Mi sitio esta aprobado, iy ahora quée?
ARO-InCor confirmara los datos de aprobacion (cartas)

TCLE (FCl) y TALE (FAI) — valerse de acuerdo con su local de investigacion
Investigador eligira 14 dias para |la recogida de datos: Dic2023 a Dic2024
Eligir el periodo que contenga mas cirugias

Investigador enviara su nombre completo, e-mail e Institucion para acceso al REDCap

Llenar el formulario AFAT

Empezar la recogida de datos — se puede hacerlo prospectivo o retrospectivo
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\ LASOS-Ped

Latin American
Surgical Outcomes

Contactos

* Alexandra Vieira

* Research associate
e Teléfono: +55 11 2661-5795 or +55 11 99960-0922 Academic Research I]r'ganizatinn

* aro@incor.usp.br

* Vinicius Quintao
e movil: +55 11 97127-3950

* Gabriel Soares
* movil: +55 21 98742-9183

InCor - HCFMUSP

Visite: www.lasospeds-study.org
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