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Original Investigation

The Mass Production of Redundant,

Misleading, and Contlicted Systematic
Reviews and Meta-analyses

JOHN P.A. IOANNIDIS

Stanford University School of Medicine; Stanford University School of
Humanities and Sciences; Meta-Research Innovation Center at Stanford

(METRICS), Stanford Unzversity o
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() Cochrane

Cochrane Handbook for

Systematic Reviews
of Interventions

SECOND EDITION

Edited by
Julian P. T, Higgins
James Thomas
Asroclate [diorn
Jacqueline Chandler - Miranda Cumpston
Tianjing Li - Matthew J, Page - Vivian A, Welch

coursera [

-
..ﬁ
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\

systematic review n

Introduction to Systematic Review and Meta-Analysis

Johns Hopkins University

COURSE

WY fr Ty 48 (2408) | 91K students

Mixed

Understanding Research Methods

University of Londen

COURSE

e vy as sy

Mixed

190K students

Revisao Sistematica e Meta-analise

Universidade Estadual de Campinas

COURSE

T YT VeI 49 (1797) | 29K students

1 Intermediate

https://training.cochrane.org/handbook/current
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AMERICAN JournAL\oF EPDEMIOLOGY Vol. 120, No. 4
Copyright \© 1984 by The Johns Hopkins University School of Hygiene and Public Health Printed in US.A.
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EFFECTS OF THE USE OF UNRELIABLE SURROGATE VARIABLES ON THE
VALIDITY OF EPIDEMIOLOGIC RESEARCH STUDIES

LAWRENCE L. KUPPER'
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internationa!’ Journal of Technology Assessment in Health Care, 12:2 (1996), 238-24
Copyright @ 1996 Cambridge University Press. Printed in the U.S.A.

BEWARE OF SURROGATE
OUTCOME MEASURES

Peter C. Go¢tzsche
The Nordic Cochrane Centre

Alessandro Liberati
Valter Torri
The Italian Cochrane Centre

Luca Rossetti

Clinica Oculistica K
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Invited Review

Neuroepidemiolggy 1999;18:167-173

What Are Surrogate Outcome NMeasures
and Why Do They Fail in Clinical
Research?

Karen C. Johnston

Department of Neurology and Health Evaluation Sciences, University of Virginia,
Charlottesville, Va., USA
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British Journal of Anaesthesia, XXX (XXX): XXX (XXXX
BJA it ot e

doi: 10.1016/j(bja.2019.02.D07
Advance Access Publicatigh Date: xxx
Editorial

EDITORIAL

Patient-important outcomes and core outcome sets:
iIncreased attention needed!

Morten Hylander Mgller"**

!Department of Intensive Care 4131, Copenhagen University Hospital — Rigshospitalet and 2Centre for
Research in Intensive Care, Copenhagen, Denmark
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Gaudry et al. Ann. Intensive Care (2017) 7:28 .
DOI 10.1186/513613-017-0243-Z ® Annals of Intensive Care

REVIEW Open Access

Patient-important outcomes L
in randomized controlled trials in critically ill
patients: a systematic review

Stéphane Gaudry'**", Jonathan Messika'“°, Jean-Damien Ricard'*”, Sylvie Guillo>**”, Blandine Pasque
Emeline Dubief', Tanissia Boukertouta', Didier Dreyfuss'“*~ and Florence Tubach®*/*
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Exemplos de desfechos indiretos

« Pressao arterial;

» Creatinina;

. Indice Bispectral;

» SINAIS e exames vitals.
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Anaesthesia 2020 doi:10.1111/anae.15263 [tpsates

Original Article

False individual patient data and zombie randomised
controlled trials submitted to Anaesthesia

J.B.Carlisle'? ()

1 Consultant, Department of Peri-operative Medicine and Anaesthesia, 2 Consultant, Department of Intensive Care
Medicine, Torbay Hospital, Torquay, UK
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BMRF230011 and NMRPG2C0091 projects

Assessed for eligibility

(n=96)
Randomized ( n = 96) m
Excluded (n=3)
l - Screening failure (n =/3)*

l

Allocated to etaneroépt (n= 48)

Allocated to -:-:urtimsten{[d (n = 45)

L

L

Early termination (n = 6)
= Patient discontinuation (n= 1)
» Investigator decision (n=1)8
« Other (n = 4)°

Early termination (n = 5)
- Patient discontinuation (n = 2)
- Lost to follow-up (n=1)°
- Diagnosis change (n = 2)F

Patient deaths
(n=4)

/[

Patient deaths

Efficacy analysis (n = 38)
+SJS(n=3
» TEN (n = 6)

{(n=T7)
N
Efficacy analysis (n = 33)
+ 8JS (n=28)
*TEN (n=5)
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CONFIRMAR APROVAGAO PELO CAAE OU PARECER

Infarme o ndmero do CAAE ou do Parecer:

MNiamero do CAAE: MNlamero do Parecer:
35931414 9.0000.5558 Fesquisad

Esta consuifa reforna Samente pareceras aprovados. Caso ndo apresente nenhum resuifaco, o nimera do parecer Informado néo é v
Aprovacio.

DETALHAMENTO

Confirmar Aprovagao pelo
CAAE ou Parecer

Titulo do Projeto de Pasquisa:

Ccurvas dose-resposta da lidoecaina venosza em infusdo continua para previnir toscse

" durante a superficializacgic da anestesia em adultos e idescos: ensale clinico
Namero do CAAE: Namero do Parecer:
35931414.9.0000.5558 908100
Gluem Assinou o Parecer: Pesquisador Responsavel:

Diaulas Costa Ribeiro GABRIEL MAGALHAES NUNES GUIMARAES

Data Inicie do Cronograma: Data Fim do Cronograma: Contato Pablico:

03/07,/2014 15/05/2015 GABRIEL MAGALHAES NUNES GUIMARAES
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Statistical Analysis | Data management

Plan

plan

.

COMMITMENT TO
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Study protocol
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https:;//clinicaltnals.gov/ct2/show/NCT03171688

B U.S. National Library of Medicine

ClinicalTrials.gov

Find Studies = About Studies = Submit Studies * Re:

Home >  Search Results >  Study Record Detail

Risk Factors for Nausea and Vomiting After Cesarean

ClinicalTrials.gov Identifier: NCT03171688

The safety and scientific validity of this study is the responsibility of the study sponsor and
Recruitment Status € : Completed

First Posted @: May 31, 2017
Last Update Posted @: January 1, 2019

A investigators. Listing a study does not mean it has been evaluated by the U.S. Federal

Government. Read our disclaimer for details.

Sponsor:

Brasilia University Hospital

Information provided by (Responsible Party):

Gabriel Magalhaes Nunes Guimaraes, Brasilia University Hospital
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https://rpubs.com/gabrielmng/sapGEMA

SAP Maltodextrin Gastric Emptying in Elders and
Adults

Gabriel M N Guimaraes
4 de fevereiro de 2020

Statistical Analysis Plan

This is a statistical analysis plan for our approved trial about gastric emptying in elders and adults. We cannot be 100% precise because some
transformation may be needed after data collection, but we will reuse some code from our previous similar work published about gastric
emptying during labor.

We do not intend to perform interim analysis.

Needed library

We will need openxlsx (and an extra read.xlsx2 function written by me) to load study data. We will need ez for ezANOVA (repeated measures
ANOVA). We will use plyr to help making a summary vector to build graphics. We will use ggplot2 to make graphics (because they are one of
the best nowdays). It's possible that we use additional packages.

library{openxlsx)
librarv{plvr)
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<= DMPTool

Build your Data Management Plan

Welcome to the DMPTool

Create data management plans that meet institutional and funder requirements.
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Regquirament Dataverse Dryad figshare GigaScience Mendeley Data 5F il Zencdo

Data Size and Format
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Data Licensing

SO0 wabvar recommended required recommended required aveilable aveileble aveilable aveilable

Data Attribution and Citation Tools

Aasignment of dataset DOils

Tiered access (e.0. administrator-lewvel,
collaborater-level, curator-level)

Joumakirtograted, aranymous scces (orpoer | @) o o ] o ) & <

Optonel embargo o daa release follwing & o © o o ) e )

Data Access Tools

Comgrehenaive data and metadata search bools ﬁ H ﬂ H ﬂ a ﬁ H

Data accesa via direct download ] [~ ] [~ Q o (] Q Q

Data downloading via AP o -] o (%] o o (%] -]
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Integrated data analysis tools ] (x ] (x] o 8 [ x] o [ x ]
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Conhecimento completo do

Confiabilidade ~
protocolo e razdes

Dados

Maximo interesse na coleta
completos

Detecgdo de Ajustes dinamicos no
falhas formulario

2° Congresso
Virtual de
Anestesiologia
da SBA

o

Baixe os slides em www.Gabriel.med.br o




2° Congresso
Virtual de
‘ Anestesiologia

da SBA

Baixe os slides em www.Gabriel.med.br o



Mais dados
incompletos

Falhas podem ser
detectadas muito

2° Congresso

~ Virtual de

Anestesiologia

* da SBA



a Employee’s social security numbar
gecec L OMS No, 1545-0005
b Empioyer identification number (EIN) 1 Wages, tips, other compansation 2 Federal income tax withhaid

© Empioyers name, address, and ZIF code 3 Soc security wages 3 Social security tax withheid

5 Maodicare wages and tips 6 Medicare tax wi

d Control number

& Employee's first name and initial Last name

NCON

t Em) 217 code & 5 y
15 sime ployer's state 10 rumber 16 Suate wages. tps, st | 17 Staie rcomaiax | 18 Local woges, tpe ete. | 19 Local rcoma tax | 20 Lecaity i

w z Wage and Tax E u l ? Depariment of the Troasury—Irtornal Revenue Service
Fom W = Statement
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-Entendimento errado..
-Erro de preenchimento..
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BJAN  Brazilian Journal of

72 ANESTHESIOLOGY

HOME ABOUT THE JOURNAL EDITORIAL BOARD CURRENT EDITION GUIDELINES AND POLICIES ARCHIVE CONTACT

Guidelines and Policies

Instructions to Authors: before submitting

Before submitting a manuscript, authors should read the present Instructions to au fully and adhere to them. Problems with
submissions should be reported to the Editorial Office. Decisions on submissions 3 d will take place in approximately 8-12
weeks.
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g Mivel © tausea and vomiting (PONY), although not often a threat to life, are one
e Timon complications after anesthesia. PONV prophylaxis decisions must
Nivel & side effects and predicted benefits. After Apfel showed that benefits are
Nivel T k populations,® the Society for Ambulatory Anesthesia stated in their
) elines for PONV that prophylaxis should consider individual patients risks.”
¢ Nivel8 nt's PONY risk are usually estimated using multivariable models, Although
Mivel 9 rmultivariable models available for predicting PONY, Apfel’s heuristic is

Corpo de Texto ar and used worldwide.? However, Apfel’s model may lose discrimination
prw o s w18 OF MOre predictors do not vary in specific populations. One example of
a population inwhich Apfel’s simplified model may lose discrimination power is the
obstetric population, because at least sex will not vary, and smoking will vary less. If we
consider only the specific subgroup of cesarean patients who were submitted to spinal
anesthesia, another of Apfel’s model predictors (prediction of postoperative opioid
need) should not vary significantly.

o PONVincidence is higher in the obstetric population and pharmacological treatment and
prophylaxis’ effects to the fetus (via placental transfer) or to the newborn (during
breastfeading) are not establishad. Chestnut's Obstetric Anesthesia (5th Edition]) cites
Apfel model’s risk factors for PONY, although they have not been studied specifically in
obstetric patients. Our objective was to investigate risk factors for PONV in this specific

population.
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Introduction

ﬁi’ostoperative nausea and vomiting (FONV), although not often a threat to life, are one of the Impartancia PONY

Gabriel Guimaraes

most common complications after anesthesia. PONV prophylaxis decisions must balance costs,
side effects and predicted benefits. After Apfel showed that benefits are lower in low risk
populations,? the Society for Ambulatory Anesthesia stated in their consensus guidelines for

PONV that prophylaxis should consider individual patients risks.?

_____________________________________________________________________________________________________________________________________________ Gabriel Guimaraes
ﬁndividual patient's FONV risk are usually estimated using multivariable models. Although there Importancia de prever PONY ao inves de profilaxia
indiferenciada, ausencia de bons modelos em

. . . . . .. ohstetricia
are many multivariable models available for predicting PONV, Apfel’s heuristic is the most

popular and used worldwide.® However, Apfel’s model may lose discrimination power when one
or more predictors do not vary in specific populations. One example of a population in which
Apfel’s simplified maodel may lose discrimination power is the obstetric population, because at
least sex will not vary, and smoking will vary less. If we consider only the specific subgroup of

cesarean patients whowere submitted to spinal anesthesia, another of Apfel’s model predictors

{prediction of postoperative opioid need) should not vary signiﬂ'Baixe os slides em www.Gabriel.med.br
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