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!E%Pp Quality Assessment Tool for Quantitative Studies

v' EPHPP - Fornecer evidéncias cientificas para orientar e apoiar o Ministério de Saude de Ontario (Canada)

na definicdo de requisitos minimos para os servicos de saude publica

v’ Divulgacdo de revisdes sistematicas da literatura sobre a efetividade de intervencdes em saide em nivel

internacional

v" Desenvolvimento de um instrumento de avalia¢do da qualidade metodolégica de estudos quantitativos

sobre intervencdes em saude
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2. Literature
Searching
e®oe
7. Dissemination of ® [ ]
the Final Report
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3. Establishing
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6. Peer Review
of the Report

4. Relevance and
Quality Assessment

5. Data Extraction and
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Figure 1. Steps in an EPHPP systematic review.
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Evidence for Public Health Nursing Interventions Health Care?
Thomas, B.H,, Ciliska, D., Dobbins, M., & Micucci, S. A process for systematically « Canada Health Act (CHA)
reviewing the literature: Providing the research evidence for public health nursing  « QA Tool
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study quality for systematic reviews: a comparison of the Cochrane Collaboration
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v" Muitos estudos sobre a efetividade de intervencdes para promocdo de satde / saude publica ndo sdo
ensaios clinicos randomizados controlados (RCTs)

v" Desenvolvimento de uma ferramenta de avaliacdo de qualidade metodoldgica apropriada para abranger

uma variabilidade de estudos com diversos delineamentos de pesquisa

v Avaliacdo de oito componentes relacionados ao método dos estudos




Componentes de avaliacao da qualidade metodolégica
Q
Q
a
a
Q
a
a
a

Viés de selecao dos participantes
Delineamento do estudo
Controle de fatores de confusao
. , . = Pontuacao e Classificacao de cada item
Condicao cega dos avaliadores e participantes
Metodologia de coleta de dados

Perda amostral

Integridade da intervencao

Andlise de dados



COMPONENT RATINGS
Please transcribe the information from the gray boxes on pages 1-4 onto this page. See dictionary on how to rate this section.

A SELECTION BIAS STRONG MODERATE WEAK
1 2 3
B STUDYDESIGN STRONG MODERATE WEAK
1 2 3
C  CONFOUNDERS STRONG MODERATE WEAK
1 2 3
D  BLINDING STRONG MODERATE WEAK
1 2 3
Gl STRONG MODERATE WEAK
1 2 3
D AL AN STRONG MODERATE WEAK
1 2 3 Not Applicable
GLOBAL RATING FOR THIS PAPER (circle one):
1 STRONG (no WEAK ratings)
z MODERATE (one WEAK rating)
3 WEAK (two or more WEAK ratings)
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Effective Public\(eallh Practice Project

1 Viés de seleg¢do dos participantes

*»* Os individuos selecionados para participar do estudo sao representativos da populacao-alvo?
Participantes tém maior probabilidade de serem representativos da populacao-alvo se forem
selecionados aleatoriamente de uma lista abrangente de individuos (muito provavel). Eles podem nao
ser representativos se forem encaminhados de uma fonte (por exemplo, clinica) de uma maneira

sistematica (pouco provavel) ou autorreferidos (improvavel)

*¢ Qual porcentagem de individuos selecionados concordou em participar?
Porcentagem de individuos nos grupos intervencao e controle que concordaram em participar do

estudo: (80 a 100%) (60 a 79%) (menos de 60%)



” . ey s .
‘ FipP Quality Assessment Tool for Quantitative Studies

oject

1 Viés de seleg¢do dos participantes

FORTE E muito provavel que os individuos selecionados sejam representativos da populacdo-alvo e hd
mais de 80% de participacao

MODERADO Os individuos selecionados tém pelo menos pouca probabilidade de serem
representativos da populacao-alvo e ha 60 - 79% de participacao

FRACO Os individuos selecionados provavelmente nao sao representativos da populacao-alvo; ou ha

menos de 60% de participacao; ou a selecao nao é descrita e o nivel de participacao nao é descrito
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o
Effective Public Health Practice Project

(] Delineamento do estudo

¢ Indicar o delineamento do estudo

¢ 0 estudo foi descrito como randomizado?

Considere SIM se os autores usarem termos como alocac¢ao aleatéria ou atribuicao aleatoéria

+* Em caso afirmativo, o método de randomizagdo foi descrito?

Considere SIM se os autores descreverem algum método usado para gerar uma sequéncia de alocacao
aleatéria

** Em caso afirmativo, o método de randomizacgdo foi apropriado?

Considere SIM se a sequéncia de randomizacao permitiu que cada participante do estudo tivesse a mesma
chance de receber cada intervencao e os pesquisadores nao puderam prever qual intervencao seria para o

proximo participante



(] Delineamento do estudo

FORTE Ensaios clinicos randomizados controlados ou ensaios clinicos controlados
MODERADO Estudo analitico de coorte, estudo caso-controle, estudo de coorte ou uma série temporal

interrompida

FRACO Estudos com outros tipos de delineamentos ou aqueles que nao indicaram o delineamento

realizado
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Effective Public\(eallh Practice Project

1 Controle de fatores de confusdo

** Houve diferengas importantes entre os grupos antes da interven¢ao?

Os grupos podem nao estar equilibrados com relacao a variaveis importantes antes da intervencao. Os autores
devem indicar se os fatores de confusao foram controlados, ou na analise. Se a alocacao para os grupos de
intervencao e controle for randomizada, os autores devem relatar que os grupos foram equilibrados no inicio
do estudo com relacao aos fatores de confusao (no texto ou em uma tabela)

+* Em caso afirmativo, indique a porcentagem de fatores de confusao relevantes que foram controlados.

(80 a 100%) (60 a 79%) (menos de 60%)



] Controle de fatores de confusdo

FORTE Estudos que controlaram pelo menos 80% dos fatores de confusao relevantes
MODERADO Estudos que controlaram 60-79% dos fatores de confusao relevantes

FRACO Estudos que controlaram menos de 60% dos fatores de confusao relevantes ou o controle de

fatores de confusao nao foi descrito
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Effective Public\(eallh Practice Project

1 Condicdo cega dos avaliadores e participantes

** Os avaliadores estavam cientes da interven¢ao ou status de exposicao dos participantes?

Os avaliadores devem ser descritos como cegos para quais participantes estavam nos grupos controle e
intervencao

** Os participantes do estudo estavam cientes da questao da pesquisa?

Os participantes do estudo ndao devem estar cientes (ou seja, cegos) para a questao da pesquisa
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Effective Public\(eallh Practice Project

(1 Condicdo cega dos avaliadores e participantes

FORTE O avaliador nao esta ciente do status de intervencao dos participantes e os participantes do
estudo nao estao cientes da questao de pesquisa

MODERADO O avaliador nao esta ciente do status de intervencao dos participantes ou os participantes
do estudo nao estao cientes da questao da pesquisa

FRACO O avaliador esta ciente do status de intervencao dos participantes e os participantes do estudo

estao cientes da questao de pesquisa
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1 Metodologia de coleta de dados
** Os instrumentos de coleta de dados possuem validade?
** Os instrumentos de coleta de dados possuem confiabilidade?

Os instrumentos para avaliacao dos desfechos primarios devem apresentar validade e confiabilidade.

A validade e confiabilidade podem ser relatadas no estudo ou em outro estudo referenciado.




 Metodologia de coleta de dados

FORTE Os instrumentos de coleta de dados possuem validade e confiabilidade
MODERADO Os instrumentos de coleta de dados possuem validade e nao possuem confiabilidade

FRACO Os instrumentos de coleta de dados nao possuem validade ou a validade e a confiabilidade nao

sao descritas
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(J Perda amostral
** As perdas foram relatadas em termos de nimeros e / ou motivos por grupo?
+* Indique a porcentagem de participantes que completaram o estudo (se a porcentagem difere por grupos,

registre o mais baixo)

(80 a 100%) (60 a 79%) (menos de 60%)




U Perda amostral

FORTE Taxa de acompanhamento de 80% ou mais

MODERADO Taxa de acompanhamento de 60 a 79%

FRACO Taxa de acompanhamento inferior a 60% ou se as perdas nao foram descritas




ORIGINAL ARTICLE

Effectiveness of Sucrose Used Routinely for Pain Relief
and Neonatal Clinical Risk in Preterm Infants

A Nonrandomized Study

Beatriz O. Valeri, PhD.* Claudia M. Gaspardo, PhD,*
Francisco E. Martinez, MD, PhD,T and Maria B.M. Linhares PhD*

(Clin J Pain 2018;34:713-722)



Sample

The convenience sample consisted of 104 preterm and

A SELECTION BIAS very low birth weight neonates hospitalized in the NICU
Q1) Are the individuals selected to participate in the study likely to be representative of the target population? (level 3) of the Neonatology Service at the Clinical Hospital

(@) Ve ol participa dy likely P getpop of Ribeirio Preto Medical School. The inclusion criteria

My Kty were the following: Pls (gestational age <37 wk), with very

Sumgu.hat likely low birth weight (< 1500 g), postnatal age 14 days or below,
3 Not likely and hospitalized in the NICU with blood collection prescribed
4 Can'ttell and a consent form signed by the parents The exclusion
Lo . criteria were major congenital anomalies, intraventricular
(Q2) What peggentage of selected individuals agreed to participate? hemorrhage (grade [IVIV), hyperglycemia, hypoglycemia, and
B0 - 100% agreement the use of opioid or sedative medication or umbilical catheter
2 60—79% agreement in the first 2 weeks of postnatal age.
3 less than 60% agreement om0 )
4 Not applicable
5 Can'ttell
RATE THIS SECTION STRONG MODERATE WEAK Eigible Eigibie
See dictionary 1 @ 3
Withdrew
Withdraw <ol ot mnhc;r'zr;aac;;mn -
Not authorized = § == ==l M Teancapeme
Mothers under drugsfalcohol = 2

Final sample Final sample
52 52

FIGURE 1. Selection of both groups of study participants. IVH indicates intraventricular hemorrhage; NICU, neonatal intensive care unit.



B)

STUDY DESIGN

Indicate the study design

Randomized controlled trial
Controlled clinical trial
Cohort analytic (two group pre + post}

4  Case-control
5 Cohort {one group pre + post (before and after])
6 Interrupted time series
7 Other specify
8 Can'ttell
Was the study described as randomized? If NO, go to Component C.
Mo Yes
If Yes, was the method of randomization described? (See dictionary)
Mo Yes
li Yes, was the method appropriate? (See dictionary)
Mo Yes
RATE THIS SECTION STRONG MODERATE WEAK
See dictionary 0 2 3

METHODS

Study Design
The study design was a nonrandomized controlled
chinical trial, with a historical control group (CG).




C) CONFOUNDERS

(1)

(02)

Were thgre important differences hetween groups prior to the intervention?
Yes
No
3 Can'ttell

The following are examples of confounders:
1 Race
Sex
Marital status/family
Age
SES (income or class)
Education
Health status
Pre-intervention score on outcome measure

(== NI = e I & R - L ]

If yes, indicate the percentage of relevant confounders that were controlled (either in the design (e.g.
stratificatjon, matching) or analysis)?
80 — 100% (most)
B0 — 79% (some)
3 Less than 60% (few or none)
4 Can'tTell

RATE THIS SECTION STRONG MODERATE WEAK

G) z 3

See dictionary

TABLE 1. Main Meonatal Characteristics, Neonatal Clinical Health Status, and Pain Context in the Groups of Preterm Infants
Sucrose Group (n = 52)

Control Group (n=52)

1 SGHr 2 SGLr 3 CGHr 4 CGLr
(n=25) (n=21T) (n=22) (n=30) P Pt

Meonatal characteristics (mean [SIY, range])

Gestational age {wk) 289 (+24; 25-33) WI(£LT, 27-34) 298 (£ L8; 27-33) 31 (%2, 2533) 0.002 1=2= 47

Postnatal age (d) 75 (14 214) 5.5(%3.4; 1-13) 44 (£32;2-13) 4 (£2.6;1-9) 0.001 153, 4

Birth weight (g) 933 (£ 250) FR0-1.445 1178 (2 169) B90-1.425 269 (+ 2131) 640-1.480 1214 (£ 165) BB0-1.490 <0001 l<le 4m 32 &

Malefemale f [%] 10 (40)/25 (60) 15 (36112 (44) 12 (S5N10 (45) 17 (5TW13 (43) 0.60

SGAIAGA (F[4]) 12 (48313 (32) 9 (33)18 (6T) 15 (68Y7 (32) 18 (6OM12 (40) 0.07 NA
Meonatal elinical health status (mean [SDY range])

CRIB (score) 6% (1226 4-13) LE(X0.75; 1-3) 1.2{*0.75 0-3) < 00001 1=2= 4= 35 2% 4=

Sth min Apgar (soom) T (£24; 1-10) 8.7(%1.6 4-10) 15 0.16

Mechanical ventilation {d) T2({%40-14) 330227 0-100 < 0.0 1 1%2= 3 4=

Intubation {d) IR (236 0-13) L1{%2.4; 0-100 < .01 1> 20 3¢ 4%

Medications altering HR (f %]} 12 (48) 1 {37) [1X:3:3 MNA
Pain context

Mo, painful procedures since 27 (%11; 1257) 18 {£9; 4-10) 24 (£15; 8-T0) 21(%13; 3-52) .06 MNA

birth until assesament
Mo, painful procedures per day§ 43(£17, 29 43{£13 211) 62(+x239) 5,7(£2.8,2-18) 0.002 l<3, 4% 2< 3=
Mo, painful procedures in the 35(2L7 29 32(+1,8 19 65(£252-11) 5.3(%3;0-16) <0.0001 1<3 4 23 4
last 24h

*Omne-way ANOVASS.

tPost hoc Bonferroni.

fAminophylline, dobutamine, furosemide, dopamine, vancomycin, cefepime, ibuprofen, ranitidine, caffeine, terbutaline.

§Sum of painful procedures (vemipuncture, arterial puncture, heellance, intravenous canmulation, endotrachesl tube introduction, endotracheal tube
suctioning, and gavage insertion for feeding) divided by postnatal age.

AGA indicates appropriate for gestational age; AVONA, analysis of variance; CGHr, control group high neonatal clinical rsk; OGLr, control group low
neonatal cinical risk; CRIB, Clinical Risk Index for Babies; f, frequency; HR, heart rate; NA, not applicable; SGA, small for pestational apge; SGHr, sucrose
group with high neonatal dinical risk; $GLr, sucrose group with low neonatal clinical risk.

P03,

TP <0003,

Ep (0001,

The present study had some limitations. First, the study
was not randomized and blinded, as this is an inherent
condition of the historical CG design. Second, the amount
of sucrose that neonates had received from birth to the pain
assessment day was measured indirectly by means of the
number of painful procedures; the sucrose administration
was estimated as there was no prescription documented in
the medicallnursing chart routinely. Third, there was no
control of some confounding variables presented in the 2
different time points of data collection. Fourth, HR was
analyzed based on average HR, which did not show the
variability pattern of the physiological indicator.




D) BLINDING
The present study had some limitations. First, the study
(Q1) Was (wegg) the outcome assessor{s) aware of the intervention or exposure status of participants? was not randomized and blinded. as this is an inherent
d} o condition of the historical CG design. Second, the amount
3 Can'ttell of sucrose that neonates had received from birth to the pain

assessment day was measured indirectly by means of the

Q2) Woere the study participants aware of the research question? : .. .
a2 y particip i number of painful procedures; the sucrose administration

@ Lis was estimated as there was no prescription documented in
Can't tell the medical'nursing chart routinely. Third, there was no
e T R VODERATE WEAK control of some confounding variables presented in the 2

different time points of data collection. Fourth, HR was
See dictionary 1 9) 3 analyzed based on average HR, which did not show the

variability pattern of the physiological indicator.




of the neonates. This instrument has been validated for Pls

E)  DATACOLLECTION METHODS and tested regarding reliability and feasibility.>* The following
(Q1) Woere data collection tools shown to be valid? 7 facial actions were coded: brow hl.l|gﬁ. CYE squetae, naso-
@ Yes labial furrow, open mouth, vertical mouth stretch, horizontal

No mouth stretch, and taut tongue. Each 20-second recording

3 Canttel was divided into ten 2-second segments to be analyzed inde-

pendently by 2 coders as 1 (occurred) or 0 (did not occur). In

{(Q2) Were datg_collection tools shown to be reliahle? the case of >1 attempt for successful puncture for blood
Yes sampling, the NFCS was measured for the first attempt. To

Z No calculate the total score, all 7 faaal actions during the 10,

3 Lanteel 2second segments for each phase were summed, which led

RATE THIS SECTION STRONG MODERATE WEAK to a possible total score ranging from 0 to 70.® A score of 3

o poimnts was the best cut-off value for pain response, according
See dictionary 0] . 3 to the discrimination between PIs undergoing a pain-related




F) WITHDRAWALS AND DROP-OUTS

(1) Were thlrawals and drop-outs reported in terms of numbers and/or reasons per group?
Yes
2 No
3 Can'ttell
4 Not Applicable (i.e. one time surveys or interviews)

(Q2) Indicate the percentage of participants completing the study. (If the percentage differs by groups, record the
lowest). Eligible Eligible
@ B0 -100% &1 &2
Z B0-79%
3 less than 60%
4 Camttell _ Not authozad = 2
5 Not Applicable {i.e. Retrospective case-control) ot Mindrew | _ = =| ®ioacotecteats be;omr;ﬁzs:mnl: 5
Meothers under drugs/alcohol = 2
RATE THIS SECTION STRONG MODERATE WEAK
See dictionary @ 2 3 Mot Applicable

Final sample Final sample
52 52

FIGURE 1. Selection of both groups of study participants. IVH indicates intraventricular hemorrhage; NICU, neonatal intensive care unit.




COMPONENT RATINGS
Please transcribe the information from the gray boxes on pages 1-4 onto this page. See dictionary on how to rate this section.

A SELECTION BIAS STRONG MODERATE WEAK
] @ 3
B STUDY DESIGN STRONG MODERATE WEAK
D) 2 3
C  CONFOUNDERS STRONG MODERATE WEAK
D 2 3
D  BLINDING STRONG MODERATE WEAK
1 O 3
Gl STRONG MODERATE WEAK
D) 2 3
DA AL A0 STRONG MODERATE WEAK
D) 2 3 Not Applicable
GLOBAL RATING FOR THIS PAPER (circle one):
STRONG (no WEAK ratings)
F MODERATE {one WEAK rating)
3 WEAK (two or more WEAK ratings)



Table 4
Methodological Quality Assessment Analysis of the Studies Based on the Effective Public Health Practice
Project Tool

Selection Data collection  Withdrawals — Overall
Reference bias Design  Confounders Blinding methods and dropouts  rating
Lyngstad et al. (2014) 1 RCT Yes Undetermined Yes/Yes Yes Strong
Chang et al. (2002) il RCT Yes Undetermined YesYes Yes Strong
Comaru & Miura (2009) 1 RCT Yes Yes Yes'Yes Yes Strong
J— peychological Associal Mitchell, Yates.
merican talion Williams, & Hall
Ve 1T N S i 1983-3288/1R/81 2,00 httpiidx. do.ocguouﬁﬂ.lpuamomw 2013) 1 ReT Yes Undetermined YesYes Yes Strong
Aita et al. (2013) 1 RCT Yes Yes Yes/Yes Yes Strong
Tt M H Lacina et al. (2015) 1 RCT Yes Yes YesYYes Yes Moderate
Developmental Care Approaches for Mitigating Stress in Preterm B om0 4.
Neonates in the Neonatal Intensive Care Unit: A Systematic Review e T Oher  Yes Undetermined Yes/Yes Yes Moderate
hs ell. Tales,
Williams, Chang, et
al. (2013) 1 CCT Undetermined Undetermined Yes(Yes Yes Moderate
H H H C H ; H H Cone et al. (2013) 1 CCT Yes Undetermined Yes"/Yes No Moderate
Nathdlia de Figueiredo Slh"a, Malfla Beatriz Martins Linhares, Kleberg et al. (2008) . o .- oy, Voo T
and Cldudia Maria Gaspardo Field et al. (2006) 1 CCT  Yes Yes Yes'Yes No Moderate
University of Sio Paulo Hernandez-Reif et al.
(2007) 1 CcCcT Yes Yes No%No Yes Moderate
Bertelle et al. (2005) 1 CCT Yes Undetermined YesYes No Moderate
The aim of the present study was to perform a systematic review of the impact of Dieter et al. (2003) t  CCT Yes Undetermined Yes"/Yes Yes Moderate
developmental care approaches on indicators of stress in preterm neonates who E’_“Ch et al-lizfggzl’j 1 gg$ I“-Sd - :35 ¥E£“ r\';” mﬁf‘me
were admitted to the neonatal intensive care unit (NICU). Twenty-two studies were Fégi‘;ﬂﬂ&aéi el 2:1 1 ndetermi s esves o crate
identified in the PubMed, Web of Science, _PsycINFQ and SciELO databases using (2003) 1 ccC Yes Undetermined Yes/Yes No Moderate
the keywords “preterm neonates,” “stress,” and “developmental care.” The meth- Schwilling et al. (2015) 1 Other Undetermined Undetermined Yes/Yes No Weak
odological quality of the studies was assessed according to the Effective Public Rand & Lahav (2014) T Notstaed Yes Undetermined Yes/Yes No Weak
Health Practice Project tool. Nine developmental care approaches were employed Im et al. (2009) T ccr Yes No Yes/Yes No Weak
for preterm infants similarly to the approaches that are employed in the NICU Whitley & Rich (2008) Tooccr Yes Yes U“S:;;:;"mﬁ"' - Ves Weak
environment. Positive results with regard to physiological and behavioral indicators Semith et al. (2013) t RCT Yes Undetermined Yes/Yes Undetermined Weak

of neonatal stress were identified. However, negative results were also found with
regard to higher levels of stress as a physiological indicator. With regard to the
methodological quality of the studies, 54% were classified as having moderate
quality, and 46% were classified as having either strong (23%) or weak (23%)

Note.  RCT = randomized clinical trial: CCT = controlled clinical trial; C-C = case-control; Other = design not stated
by tool; 1 = very likely; | = somewhat likely.
* Instrument in exploratory stage.

quality. These findings suggest that there 1s growing interest in developing devel- .- . - .l -

opmental care approaches to minimize stress in hospitalized preterm neonates, but Lahav, 2014; bChwmmgrEt al., i{,”‘::" lauch: et Most of the studies reviewed hereln were
no consensus has been reached regarding the measures that are used to assess stress. al., EGIIIE}, and the reporting of this information . .

Most interventions are in the exploratory stage, with little methodological conver- was incumpletﬂ n one S‘tud}r {Sl'l'llth et a|““ classified with moderate or SlI‘Dﬂg ﬂ}&thﬂdﬂlﬂg—
gence. Future studies are needed that integrate the assessment of both physiological . : _
and behavioral measures of neonatal stress and seek to validate developmental care 2013). ) H:ﬂj' ql.lﬂllt“,.". Nﬂtﬂblj’, the authors of t!-'ES'E Stl]d
approaches that are already used in the NICU based on scientific evidence. Most of the studies evaluated herein (54%) 1es performed controlled and randomized clini-
Keywords: neonatal intensive care unit, prematurity, stress, developmental care, sys- pI‘ESEthEd an DH’FI‘.':I“ rating of moderate meth- cal trials. -"imﬂﬂg the CDmPD"EmS of assessment
tematic review D'dﬂlﬂg ical quﬂ.llt}', followed I'.'!}" 23% of the Gf methndglugh:aj q‘uallt}r* cnnﬁ]u ndlng fa.ctcrs

studies with strong methodological quality and

23% with low methodological quality and methods of data collection were the most

contemplated components, and withdrawals and
dropouts were the least considered by the stud-
1es.

Discussion

The studies that were analyzed in the present
systematic review investigated the impact of



