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The golden hour in infants <29 weeks of gestational age

Abstract

Objective. The main goal of this study was to evaluate the impact of the golden hour in
the early neonatal outcomes and mortality, specifically in infants with less than 29
weeks of gestational age (GA).

Methods. Newborns with <29 weeks of GA admitted to our level 111 neonatal intensive
care unit (NICU) between June 2011 and June 2018 were analyzed retrospectively.
Data about demographics, prenatal period, delivery room (DR), NICU and outcomes
were recorded. Logistic regressions were performed to evaluate the predictors of early
neonatal outcomes.

Results. Our study included 101 newborns and showed an association between days of
oxygen in NICU and bronchopulmonary dysplasia (BPD) (odds ratio (OR) 1.50; 95%
confidence interval (95%CI) 1.01-2.24; p=0.045); systolic pressure at admission in
NICU and intraventricular hemorrhage (IVH) > grade 3 (OR 1.37; 95%CI 2.035-4.014;
p=0.019); and continuous positive airway pressure (CPAP) in the NICU and death (OR
0.011; 95%CI 0.101-0.401; p=0.014). We did not find any statistically significant
association between resuscitation in DR, temperature, peripheral capillary oxygen
saturation (SpO2%), heart rate, respiratory rate at admission in NICU and short term
outcomes. The overall mortality in our center was 33.7%.

Conclusions. Overall lower GA and birth weight (BW) are risk factors for mortality
and retinopathy of prematurity (ROP). The first minutes after birth have a big impact in
neonatal outcomes, we have shown in our study that neonates who died required more
mechanical ventilation (MV), epinephrine, and less CPAP in DR; and infants with IVH
> grade 3 compared to IVH < grade 3 had an upper mean (£ SD) systolic pressure. The
administration of post-natal steroids (PNS) was beneficial for the majority of the

newborns.
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Introduction

The term “Golden Hour” of neonatal life, adapted from adult trauma, is defined as the

initial first hour after delivery, in both preterm and term neonates [1].



Recently introduced in the field of neonatology, this concept and his
interventions have already showed good results on previous research. In the initial sixty
minutes of postnatal life, experienced neonatologists and neonatal nurses provide the
best treatments and interventions, using evidence-based protocols, reducing neonatal
complications such as hypotension, hypothermia, hypoglycemia, hypoxemia and
infection. With the stabilization of this golden hour parameters, it is possible to reach
the principal goal: reduce or prevent immediate and long-term outcomes like 1VH,
BPD, ROP, and PDA [1, 2, 3].

Characterization of neonatal outcomes by GA is important, because this is one
of the major determinants with negative impact in neonatal mortality and morbidity, and
having this information it will help clinicians to realize which interventions should have
priority in the first minutes of life of a preterm infant [4].

The objectives of this study were to describe the characteristics, morbidities and
mortality of infants <29 weeks of GA, to identify medical interventions; and to evaluate

the impact of the golden hour variables in early neonatal outcomes and mortality.

Materials and methods

We performed a retrospective observational study with 101 neonates with <29 weeks of
GA born from June 2011 to June 2018 and admitted to our Level 111 NICU.

The inclusion criteria were: newborns with <29 weeks of GA, regardless of BW,
born in our hospital and transferred after birth to the NICU. The transferred newborns to
another hospital after birth, the outborn infants, and those with major congenital
anomalies were excluded.

Data regarding mothers and newborns were collected from medical records.

We recorded perinatal and individual characteristics of the mother: maternal

chronic diseases; maternal pregnancy diseases such as diabetes mellitus; hypertension,



defined as maternal blood pressure >140 mmHg systolic and >90 mmHg diastolic; pre-
eclampsia, defined as hypertension accompanied with proteinuria; Hellp syndrome;
infectious risk; fetal growth restriction (FGR), defined as BW of <10th percentile for
gender and GA; abnormal umbilical flow; placental abruption; premature membrane
rupture, defined as leakage of amniotic fluid for more than 18 h before delivery;
peripartum antibiotics; and steroids.

We have studied peripartum period and early neonatal period and outcomes:
type of delivery; infectious risk; apgar score at 1st and 5th minute; gender; GA
(recorded as completed weeks); BW; multiple gestation; neonatal resuscitation (positive
pressure ventilation, endotracheal tube, chest compression and medication with
epinephrine); ventilation devices (CPAP and MV); oxygen therapy; vascular
catheterization (umbilical artery, umbilical vein, both); and other post-natal drugs
(surfactant, antibiotics, steroids).

The collected laboratory data at admission of the newborn to NICU included:
Sp02%, systolic, diastolic and mean blood pressure (mmHg), temperature (°C),
umbilical cord pH, hemoglobin (g/dL), platelets (10°/uL) and blood glucose level
(mg/dL).

We have selected and recorded some neonatal determinants and outcomes in
NICU: need for surfactant; use and days of (oxygen therapy, MV and parenteral
nutrition); early-onset and late-onset sepsis, diagnosed by a positive blood culture and
clinically; pneumothorax; congenital pneumonia; hyaline membrane disease, diagnosed
according to clinical and chest X-ray criteria; BPD; PDA and treatment (surgical,
medical or both); necrotizing enterocolitis (NEC) if grade >2 according to modified Bell
et al criteria [5]; IVH if grade>3 according to Papile et al [6]; cystic periventricular

leukomalacia (CPVL), more than two small cysts in the periventricular area; ROP if



grade>2 according to the International Classification of Retinopathy of Prematurity [7];
and hydrocephalus with shunt or reservoir.

We have analysed the duration of stay in NICU and mortality.

This study was approved by our institutional ethics committee and the access to

medical records was authorized by the office designated for this function.

Statistical analysis

Statistical analysis was performed using SPSS, version 25. Categorical variables
were analysed by absolute and relative frequencies and continuous variables
were analysed according to their distribution by mean (x standard deviation) for
symmetric distribution or median (minimum-maximum) for asymmetric distribution.
Categorical variables were evaluated by Chi-square or Fisher’s Exact Test and
continuous variables by Independent T Test or Mann—Whitney U Test.

Predictors for BPD, IVH > grade 3, ROP > grade 2, PDA, NEC > grade 2,
CPVL and death, were evaluated by a multivariate analysis using logistic regression. A

p value <0.05 was considered as statistically significant.

Results

A total of 101 infants with <29 weeks of GA were born at our center and included in
this study. Data about mother, prenatal period, newborn demographics, golden hour and

NICU evolution are summarized in Table 1.

Univariate analysis

Comparing neonates with BPD (n=35) to non-BPD (n=65), the univariate analysis
showed statistically significant differences in the respiratory rate [50 (x15) vs 44 (x12);

p=0.034] and diastolic blood pressure at NICU’s admission [24.6 (£11.4) vs 29.8



(x12.2); p=0.047]; in the use of CPAP in NICU [31 (88.6%) vs 43 (66.2%); p=0.015];
the need of transfusions [34 (97.1%) vs 45 (69.2%); p=0.001]; the use of PNS [19
(54.3%) vs 3 (4.6%); p<0.001]; the duration of MV [41 (1-90) days vs 9 (1-71) days;
p<0.001] and in the duration of oxygen therapy [37 (1-109) days vs 2 (1-75) days ;
p<0.001].

Comparing neonates with PDA (n=70) to non-PDA (n=26), the univariate
analysis showed statistically significant differences in blood glucose level at NICU’s
admission [61.8 (x33.3) vs 90.4 (£35.9); p=0.002], the need of transfusions [64 (91.4%)
vs 16 (61.5%); p<0.001] and in nosocomial sepsis IN NICU [38 (55.9%) vs 8 (32%);
p=0.041].

All newborns with NEC > grade 2 needed amines in NEC < grade 2 [3 (100%)
vs 1 (16.7%); p=0.048] and their mothers had pre-eclampsia [3 (100%) vs 0; p=0.012].

Comparing neonates with ROP > grade 2 (n=23) to ROP < grade 2 (n=27), the
univariate analysis showed statistically significant differences in GA [26.0 (x1.0) vs
27.2 (£0.9); p<0.001], BW [814 (x194) vs 984 (£192); p=0.003] and in the used PNS
[13 (56.5%) vs 7 (25.9%); p=0.028].

Comparing neonates with IVH > grade 3 (n=30) to IVH < grade 3 (n=17), the
univariate analysis showed statistically significant differences in FGR [0 vs 4 (23.5%);
p=0.013], abnormal umbilical flow, [1 (3.3%) vs 5 (29.4%); p=0.018], systolic pressure
at NICU’s admission [48.2 (£11) vs 40.46 (+6.78); p=0.017], GA [25.5 (x1.4) vs 26.5
(x1.1); p=0.023], platelets count [208 (£51) vs 151 (x68); p=0.003], nosocomial sepsis
[11 (39.3%) vs 12 (70%); p=0.042] and death [17 (36.7%) vs 3 (17.6%); p=0.014].

Comparing neonates with CPVL (n=10) to non-CPVL (n=88), the univariate

analysis showed statistically significant differences in heart rate at NICU’s admission



[167 (x10) vs 155 (+18); p=0.005 of heart rate], in the use of steroids in NICU [6 (60%)
vs 16 (18.2%); p=0.008] and duration of MV [44 (0-76) vs 18 (0-90); p=0.011].

Other results from univariate analysis, namely about death are shown in Table 2.
We did not find statistically significant differences in other variables including golden

hour.

Multivariate analysis by logistic regression

In this analysis, duration of oxygen therapy was associated to BPD (OR 1.50; 95%ClI
1.01-2.24; p=0.045) adjusted to GA, BW, nosocomial sepsis, abnormal umbilical flow,
CPAP in NICU, transfusion, PNS, death, days of MV, days in NICU, respiratory rate,
days of parenteral nutrition, days of oxygen therapy, PDA and surfactant; systolic
pressure at NICU’s admission to IVH > grade 3 (OR 1.37; 95%CI 2.035-4.014;
p=0.019) adjusted to GA, nosocomial sepsis and FGR; and the use of CPAP in the
NICU to death (OR 0.011; 95%CI 0.101-0.401; p=0.014) adjusted to epinephrine,
pneumothorax, BPD and SpO2. We did not find predictors for the other neonatal

outcomes.

Discussion

Infants who survived were more likely to be delivered by C-section delivery, and had
less morbidities. Like several other studies [4, 8], our study showed that lower GA and
BW are risk factors for mortality. The majority of newborns were resuscitated in the DR
and needed MV. Neonates who died required more MV, epinephrine, less CPAP in DR,
and from this last ones, 3 (8.8%) failed and had to start MV in NICU vs 4 (6.9%)
Dargaville P.A. et al, concluded that CPAP failure in newborns (principally <29 weeks

of GA) was associated with increased risk of mortality and morbidities, like BPD [9].



Post-natal steroids have an important role in preterm infants. In our study
neonates with BPD, CPVL, ROP > grade 2, used more PNS, compared to non-BPD,
non-CPVL, and ROP< grade 2 respectively. Between death neonates only one used
PNS, which means that the administration was beneficial for the majority. But we did
not establish an independent association after multivariate logistic regression analysis.
Fortin-Pellerin et al. study suggests that PNS were not associated with an improved
survival rate but with an upper time of death [10]. A meta-analysis of randomized
controlled trials of PNS in some groups suggests a reduction in mortality [11].

Infants with PDA did more transfusions and had more nosocomial sepsis
compared to non-PDA. According to Alvaro Gonzalez MDa et al. infection increases
prostaglandins and inflammatory mediators that influence the PDA closure or the risk of
reopening. In their results, late PDA occurred more in infants with infection than in
those without infection [12].

Beyond PDA, we also found higher prevalence of nosocomial sepsis in the
outcomes BPD and IVH < grade 3.

Such as Khaterine C. et al [13], we show in extreme low gestational age newborns
(ELGAN) that, number of days of oxygen therapy in NICU is independently associated
with BPD. In our study, BPD neonates had higher median days of MV and oxygen
therapy, and this can be explained because these two interventions can cause destruction
or injury in airways, and eventually permanent sequelae. The neonates with BPD had
upper respiratory rates and lesser diastolic blood pressure.

Infants with IVH > grade 3 had less FGR, abnormal umbilical flow, nosocomial
sepsis, and GA, but in contrast they had higher mortality rates. Several studies have
placed emphasis on the association of fluctuation of blood pressure [14] or hypotension

[15, 16, 17] during the early postnatal period, with development of IVH in any grade.


https://www.sciencedirect.com/science/article/pii/S0022347696703566#!
https://www.sciencedirect.com/topics/medicine-and-dentistry/prostaglandin
https://www.sciencedirect.com/topics/medicine-and-dentistry/inflammatory-mediator

With our analyses we have shown an upper mean (x SD) systolic pressure in infants
with IVH > grade 3 compared to IVH < grade 3 and a MABP of 34.1 (= 10.2) vs 28.1
(£6.9). We found an independent association of systolic blood pressure with IVH >
grade 3. In our perspective abnormal hemodynamics can cause dysregulation of cerebral
blood flow and lead to development of IVH. Moreover, newborns with IVH > grade 3
had a superior mean (= SD) platelets number compared to IVH < grade 3 (p=0.003).
These results can be explained by the influence of platelets on the damage of vascular
integrity of the germinal matrix, a major factor for IVH [18].

We did not find any statistically significant association of golden hour variables
and NEC > grade 2, ROP > grade 2 and CPVL.

One of the most important risk factor for development of ROP is low GA [19,
20], consistent with our results. The use of supplemental oxygen has also been
associated with increased risk of ROP [21, 22], findings not found in our study. Recent
studies point out an association between restrictive use of oxygen and higher mortality
[23, 24], showing that lower SpO2 targets (85-89% vs 91-95%), is not a good
preventive approach to decrease ROP rates, but definitive recommendations are still
needed [24, 25].

Although previous studies shown that temperature is a strong predictor for
neonatal mortality at all GA, increasing the risk of IVH, late-onset sepsis, and
respiratory distress, these findings were not found in our study [26].

The retrospective nature of our study is one of it’s limitation, but prospective
studies of ELGAN are difficult to perform given the relatively low prevalence in our
NICU. In addition, data from a single institution (outborn infants and those transferred

to another hospital after birth were excluded) is a limitation for sample size.



Reducing the high rates of morbidity and mortality among ELGAN remains a
challenge for clinicians and investigators [27]. From our study, lower GA and BW are
risk factors for mortality and ROP. The first minutes after birth have a big impact in
neonatal outcomes, we have shown that neonates who died required more MV,
epinephrine, and less CPAP in DR; and infants with IVH > grade 3 compared to IVH <
grade 3 had an upper mean (= SD) systolic pressure. The administration of PNS was

beneficial for the majority of the newborns.

Larger clinical studies are required in order to find strategies to prevent the
short-term morbidities and consequently improving rates of survival and reducing long-

term outcomes.
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Table 1. Data about mother, prenatal period, newborn demographics, golden hour and
NICU evolution (n=101).

Mother and prenatal period data

Multiple gestation, n (%) 35(34.7)
Twins 33(94.3)
Medically Assisted Reproduction, n (%) 21 (20.8)
Maternal habits, n (%)
Tobacco 14 (13.9)
Alcohol 3 (3.0)
Drugs 2 (2.0)
Maternal chronic diseases, n (%) 40 (39.6)
Maternal pregnancy diseases, n (%)
Diabetes 17 (16.8)
Hypertension 2(2.0)
Pre-eclampsia 21(20.8)
Hellp syndrome 9(8.9)
Infection 60 (59.4)
FGR, n (%) 17 (16.8)
Abnormal umbilical flow 15 (88.2)
Placental abruption, n (%) 19 (18.8)
Premature membrane rupture, n (%) 13 (13.1)
Steroids, n (%) 99 (98.0)
Complete cycle 67 (67.7)
C-section, n (%) 67 (66.3)

Newborn demographics and golden hour

Male gender, n (%) 51 (50.5)
GA (wk), mean (£ SD) 26.4 (£1.48)
BW (g), mean (x SD) 872.2 (£221.9)
Apgar score, n (%)

1* min <7 69 (68.3)

5" min <7 30(29.7)
Resuscitation, n (%)

02 101 (100)

Positive pressure ventilation 89 (88.1)

Endotracheal tube 64 (63.4)

Chest compressions 4 (4.0)

Epinephrine 4 (4.0)
CPAP in the DR, n (%) 42 (41.6)
MV in the DR, n (%) 64 (63.4)
Vascular catheterization, n (%)

Umbilical artery 58 (58.0)

Umbilical vein 71(71)
Umbilical cord pH, median (min-max)

Arterial 7.31 (6.90-9.43)

Venous 7.33 (6.96-7.5)

pH, median (min-max) 7.2 (3.4-7.4)



Hemoglobin (g/dL), mean (+SD) 15.5 (+2.6)

Platelets (10%/uL), mean (+SD) 182.8 (+5.7)
Blood glucose level (mg/dL), mean (+SD) 70 (+£36.1)
Sp02, median (min-max) 95 (19-100)
Blood pressure (mmHg), mean (£SD)
Systolic 48.7 (+12.4)
Diastolic 27.9 (¥12.1)
Mean 34.6 (+10.8)
Heart Rate (bpm), mean (£SD) 155.3 (+18.1)
Respiratory Rate (cpm), mean (+SD) 46.2 (£13.2)
Temperature (°C), mean (1SD) 36.2 (+0.9)
NICU evolution
Hyaline membrane disease, n (%) 87 (86.1)
DBP, n (%) 35 (35.0)
Pneumothorax, n (%) 17 (16.8)
Sepsis, n (%)
Early 20 (20.6)
Late 46 (48.9)
PDA, n (%) 70 (72.9)
Medical treatment 56 (80.0)
Surgical ligation 13 (18.6)
NEC 2 grade 2, n (%) 3(3.0)
ROP 2grade 2, n (%) 23 (46.0)
IVH 2 grade 3, n (%) 30 (63.8)
CPVL, n (%) 10 (10.2)
Hydrocephalus with shunt or reservoir, n (%) 9(9.2)
MV, n (%) 99 (98)
MV (days), median (min-max) 34 (1-90)
Oxygen, n (%) 92 (91.1)
Days, median (min-max) 9 (1-109)
Surfactant, n (%) 82 (81.2)
Steroids, n (%) 22 (21.8)
Amines, n (%) 40 (40.0)
Parenteral nutrition, n (%) 96 (95.0)
Days of parenteral nutrition, median (min-max) 22 (1-90)
Days in NICU, median (min-max) 60 (1-191)

Deaths, n (%) 34 (33.7)




Table 2. Univariate analysis for neonatal mortality.

Death

Alive

(n=34) (n=67) P value
C-section, n (%) 17 (50.0) 50 (74.6) 0.013°
GA (weeks), mean (£SD) 25.3 (£1.5) 26.9 (x1.1) <0.0017
BW (g), mean (+SD) 727 (+ 160) 946 (£213)  <0.001~
Endotracheal tube in DR, n (%) 28 (82.4) 36 (53.7) 0.005°
Epinephrine in DR, n (%) 4(11.8) 0 0.011"
CPAP in DR, n (%) 6 (17.6) 36 (53.7) 0.001"
MV in DR, n (%) 28 (82.4) 36 (53.7) 0.005"
Arterial Ph in NICU, mean (+SD) 6.66 (+1.12) 7.25(+0.14)  0.0407
Sp02, mean (£SD) 85 (+20) 95 (£5) 0.008
CPAP in NICU 11 (32.4) 63 (94.0) <0.001"
MV in NICU, n (%) 31(91.2) 40 (60.6) 0.001°
Amines, n (%) 27 (81.8) 13 (19.4) <0.001"
Pneumothorax, n (%) 12 (35.3) 5(7.5) <0.001°
Steroids in NICU, n (%) 1(2.9) 21 (31.3) 0.001"
IVH 2 grade 3, n (%) 17 (85.0) 13 (48.1) 0.014°
Days of 02 therapy, median (min-max) 7 (0-96) 2 (0-109) 0.001*
:‘1\;5) of Parenteral nutrition, median (min- 6.50 (0-79) 25 (0-90) 0.001*
Days MV, median (min-max) 7 (0-90) 38 (0-88) <0.001*

"Chi square test; ~ Fisher’s exact test; *Mann whitney U test; “Independent t test
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Exmo. Sr. Presidente da Comisséo de Etica do Centro Hospitalar de Sao Jodo/
Faculdade de Medicina da Universidade do Porto,

Pretendendo realizar a investigagao infracitada, solicito a V. Exa, na qualidade de Investigador, a sua apreciagio e a

elahoracdo do respetivo parecer. Para o efeito, anexo toda a documentagdo requerida.

IDENTIFICAGCAO DO ESTUDO )

Titulo da investigagio: THE (sOLDEN HOUR TN TNEANTS € 249 WEEKS  OF GESIATIGML Aok
Nome doinvestigador: __ \JA | ER\E C%')Ng ALNDS NJIEIRA
Endereco eletrénico: _\jalgii¢ %C)ﬂ(ﬂl\jl‘; @ hotmea Q. com Contacto telefénico: 45140 $95%

Caracterizagdo da investigagao:

|¥] Estudo retrospetivo * BX] Estudo observacional [] Estudo prospetivo
D Inquérito D Outro. Qual?

Tipo de investigacao:

[] Comintervengio [Y] Semintervencao

Formacao do investigador em boas praticas clinicas (GCP): [] sim [] nNao
Promotor (se aplicdvel):
Nome do orientador de dissertagao/tese (seaplicdvel): WENRIGQUE  SCARES

Enderego eletronico:. YU ecours () Qi8¢ om
p— L}
Local/locais onde se realiza a investigagao: NEONKTG 66 A

Data prevista para inicio: / / Data prevista para o término: [ 03/ &l ﬁ

PROTOCOLODO ESTUDO
Sintese dos objetivos: Estudon  © '-.mQudC cda ackln hovr o meoltalidoch 2
moiblidade dos  aeem -vescicles  @em i dacle %(:;%Gc.‘m(\} nfetiot o 29 semancs.
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CONFIDENCIALIDADE

De que forma é garantida a anonimizagao dos dados recolhidos de toda a informagao?

Oinvestigador necessita ter acesso a dados do processo clinico? m Sim [ ] Nao
Estd previsto oregisto de imagem ou som dos participantes? []sim IE Nao
Se sim, estd prevista a destruicao deste registo apds o sua utilizacao? [Jsim  [] Nao
CONSENTIMENTO

Oestudo implica recrutamento de:

Doentes: [_] Sim @ Nao Voluntérios saudéveis: [ ] Sim [ Nao

Menoresde 18anos: [ Sim  [¥] Nao

Outras pessoas sem capacidade do exercicio de autonomia: [ sim @ Nao

A investigagdo prevé a obtengdo de Consentimento Informado:  [_| Sim [X] Nao

Se nao, referir qual o fundamento para a isencdo:

Ooiowt hota -y dr ww Bk dosetcione Rehospehve sem snvohanunto dufe

0 $505 .
Existe intégma o escrita aos participantes: [_| Sim Nao

dﬂ d@};ﬁ,[’{g L Shde Mgn hde (lﬁ/fé&??{'/iﬁf// Lol FZ/N (,/M/m &m daf‘/! (%f/ffl(%ff(g
S

PROPRIEDADE DOS DADOS

A investigagao e os seus resultados sdo propriedade intelectual de:

[] Investigador [ ] Promotor [ ] Ambes EE Servigo onde é realizado
[] Naoaplicavel Outro:

BENEFICIOS, RISCOS E CONTRAPARTIDAS PARA 0S PARTICIPANTES

Beneficios previsiveis:

RTINS P{d}ltﬂS e [inicus

Riscos/incémodos previsiveis:

Sao dadas contrapartidas aos participantes:
'pela participagdo [ sim [ Nao ] Nao aplicavel
- pelas deslocagdes [ sim [ Nao ] Nao aplicavel
- pelas faltas ao emprego L] sim [] Nao I—El Nao aplicavel
-por outras perdasedanos [ ] Sim [] Nao [} Naoaplicavel

CUSTOS /PLANO FINANCEIRO

Os custos da investigagdo sdo suportados por:
[] Investigador (] Promotor [} Servi¢oonde é realizado
m Nao aplicavel Outro:

kExisteprotocoloﬁnanceiro? [] sim m Nao
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LISTADE DOCUMENTOS ANEXO0S

] Pedido de auterizac3o ao Presidente do Conselho de Administracio do Centro Hospitalar de Sao Jodo (se aplicavel)

[ Pedido de autorizagio a Diretora da Faculdade de Medicina da Universidade do Porto (se aplicdvel)
D Protocolo do estudo
] Declaracio do Diretor de Servico onde decorre o estudo
(sendo um estudo na drea de enfermagem deve anexar também a concorddincia da chefio de enfermagem)
[ ] Profissional de ligagdo
[] Informacdodos orientadores
[] Informacao ao participante
[ Modelo de consentimento

[ ] Instrumentos autilizar {inquéritos, questiondrios,escalas, p.ex.)

[] Curriculum Vitae abreviada (mdx. 3 pdginas)

D Protocolo financeiro

[] Outros:

COMPROMISSO DE HONRA E DECLARAGAOQ DE INTERESSES

Declaro por minha honra que as informagdes prestadas neste questiondrio sdo verdadeiras. Mais declaro que, du-
rante o estudo, serdo respeitadas as recomendagdes constantes da Declaragdo de Helsinquia (1960 e respetivas
emendas), e da OrganizagGo Mundial da Sauide, Convengdo de Oviedo e das “Boas Prdticas Clinicas” (GCP/ICH) no
que se refere & experimentagdo que envolve seres humanos. Aceito, também, a recomendagao da CES de que o re-
crutamento para este estudo se fard junto de doentes que ndo tenham participado em outro estudo, nos ltimos trés

meses. Comprometo-me a entregar & CES o relatério final da investigagdo, assim que concluido.
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\ RESPONSAVELPELOACESSO A INFORMAGAO f
Numero do Pedido
Pedido de Reutilizacdo de Registos Clinicos Q2103131248
PaI'a Investigagéo e Desenvolvimento (I&D) (A preencher pelo Gabinete de Apoio ao RAI)

ﬂz- > AUTORIZADO
sﬁ RAI-Responsével pelo AFL/BQSC
B !i‘\'n O‘\"C‘Ei

alnformagac noCentro

'

1;‘

Hospitalar de Sao Jodo Oy,
SA() iOI\Q U\rt.Q“,LeiZEi,’EG?E.deéZM ""7.'3?

& )

-
1. Identificacio do(s) Investigador(es) /rceichumenio ot

1.1.Investigador Pr1nF1pal

Nome \jAl 9 RH’/ C‘fOf\}C AL \;{’;3 \}16”2{'\
Contactotelefénico | Al 3 LUlOIg1AISIS] || | ]

Endereco eletrénico  \Jja g - @ h'j}fmm? oM
1.2.Investigador(es) Associado(s)

NimeroTotal: | |
Nome

Contacto telefdnico LSI { |GJ lje |7| 34 61 O O A
Endereco eletrénico } ocares @ _  ewlo ‘}2 . (an—~

Nome
Contactotelefénico || | [ [ | L | [ [ | | ||
Enderego eletrénico @

Nome
Contactotelefonico |1 [ L | 1 1 [ L 1 1 1 [ ]

[ ] Médicofa) [] Enfermeirofa) [ ] Docente [X] Estudante
D Qutro. Qual?

ghave entmn Cman Smnes

Endereco eletronico @

1.3. Afiliagdo Institucional do Investigador Principal
1.3.1. Grupo Profissional

1.3.2. Documento de identificagdo pessoal ou profissional

Cartdo de Cidadao [ ] Bilhete de Identidade [] Célula Profissional
B Cartao de Docente [ ] Cartao de Estudante [] Outro.Qual?
Numero de Documento i ﬁ ‘_1 OIS0 1
k /
'd . . L. . Y
2.Enquadramento e Identificagdo do Trabalho de Investigacao e Desenvolvimento i veciimeric Origatare

2.1.Enquadramento da investigacao
E] Trabalho académico de investigacao e desenvolvimento:
[] Nao conferidor de grau
[ A] Conferider de grau: [ ] Licenciatura m Mestrado ] Doutoramento

[ ] Projeto de investigacio e desenvolvimenta

(@C}q Y S ”«@p//s\« /wf/ D @&f
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(2.2. Entidade(s) que tutela(m) a investigagao
[ Centro Hospitalar de Sao Joao
Servigo: MNea=elele LL0<
i 4
Universidade do Porto

Faculdade / Instituto: F/\'\ \/ ?

[] Outra Instituicao. Qual?

Ha alguma parceria entre instituices?

[JNae  [] Sim.Qual(is)?

2.3.Orientador 5¢ /picive
Contactotelefenico 1AV LOI QY X610 | | [
Endereco eletrénico l,u_(__go afes @ Lurohe « lown~

)
2.4, Titulo provisério

The %oidm hout 0 m{ank; < 29 wuks of coxs}o\hrml al

Deverd posteriormente indicar o titulo definitivo para emissao do Certificudo de Reutilizagdo pelo RAI -
DAta REuse Certificate for Research ~ DARE atruvés dos contuctos disponiveis no fim deste formuldrio.

2.5. Acessorequerido
[] Ficheiro

Descrigao do patriménio informacional a que pretende ter acesso, identificando a informagdo a obter, i.e. nome, morada, diagndstico, idade, cédi-
gos dos distritos, entre outros. .

D Consulta de processos clinicos em ambiente papel:
] Bloco [] Consulta Externa [] Hospital de Dia [] internamento [] MmcpT D Urgéncia

Deverd anexar ficheiro(s) contendo a identificagao do pretendido, i.e. nimeros de processos,
episodios, niimeros de utente, entre outros.

Anexat Acliaitofgatt de &g

[z] Consulta de registos clinicos eletrénicos
Especificar os Sistemas de Informagdo:
9. Walce

o

Data previsivel de fim de utilizacéo das credenciaisdeacesso |__| | | -1 | |-1_1 |

D Outro Acesso. Qual?

2.3.Pareceres e Autorizagdes

r_ﬂ Autorizagao da Hierarquia

[] Protocolo Cientifico Aprovado!

D Parecer da Comissao de Etica para a Saude (CES) !
[] Parecer do Centro de Epidemiologia Hospitalar !

Deverd anexar ficheiro(s) contendo copia dos documentos referentes as opgoes selecionadas.
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3. Dbservar;ées Preenchiimento Focultatno

N

v

~
4. Aceitacio dos Termos e Condigdes da Reutilizagio

Cumulativamente com as obrigacoes decorrentes da lei ja citada (n.° Z e 3do artigo 21 e o n.° 1 e 2 do artigo 12, ambos da Lei n.°
26/2016, de 22 de ugosto) ao submeter o presente pedido concordo e fico ainda vinculado aos seguintes termos e condigoes:

~

Comprometo-me a manter confidencial toda a informagao a qual vou ter acesso;

Nao vou elaborar registos, susceptiveis de identificar ou tornar identificdvel a identidade das pessoas a quem os mesmos
dizem respeito;

N&o vou elaborar, nem ficar na posse, de copias de bases de dados utilizadas na recolha de informagao;

Comprometo-me a obter junto da Comissao Nacional de Protegao de Dados (CNPD) as necessarias autorizages, para eventuais
bases de dados que venha a conceber e utilizar no &mbito da presente investigacao;

Comprometo-me a devolver ao Centro Hospitalar de Sao Joao, na pessoa do seu Direter Clinico, as bases de dados e o resultado
da investigagao;

Comprometo-me a ocultar os elementos de identificagao da(s) pessoa(s) a quem os registos digam respeito, em futuras e
eventuais publicagdes de resultados;

Comprometo-me a consultar os processos clinicos nas instalagées que me forem indicadas para o efeito;

Compromete-me a obter os necessérios pareceres, quer da Comissao de Etica do Hospital, quer dao Centro de Epidemiologia
Hospitalar, sempre que necessario;

Comprometo-me a citar as fontes sempre que publicitar o trabalho de investigacio independentemente de requerer a Certi-
dao de Reutilizagao (DAta REuse Certificate for Research - DARE);

Tormei conhecimento, que a violacio de qualquer dos compromissos aquiassumidos, resultard no apuramento de responsabili-
dades disciplinares, civis e penais e ainda, a impossibilidade futura de aceder a informagcao de satide para fins de investigagao.

\ J
f/ - . : . -\
5. Decisdo do investigador sobre requerer a DAta REuse Certificate for Research — DARE /71
[:} Pretendo desde ja requerer a Certidao de Reutilizagdo (DARE) cujo sentido, valor e significado
consultei em http://portal-chsj.min-saude.pt/pages/710.
X Nao pretendo requerer a Certiddo de Reutiliza¢do (DARE) cujo sentido, valor e significado
consultei em http;//portal-chsj min-saude.pt/pages/710.
- : J/
s N
6. Assinatura
Nota I: Se o presente pedido for submetido eletronicamente ou faz assinatura digital qualificada; ou posteriormente vem ao Centro Hospitalar de Sto Jodo exibir o seu documento de identi-
ficucae pessoal: ou no dmbito do sev espaco de liberdade e como manifestacéo expressa do seu consentimento envia cdpia do referido documento, neste cuso. concluido o processo ser-lhe-d
devolvida ou eliminada a cdpia do documento de identificacho pessoal, conforme as indicagaes que dé.
Nota 2: Se o presente pedida for entregue presencialmente, assina e exibe o decumento de identificagao  queri recebe o pedido.
i, N
S I B N B Y \Aliie  (scoglues Vg
Investigador Principal
. /

Em caso de dividano preenchimento contacte através dos enderegos eletrénicos
raireutilizacao.id(@chsj.min-saude.pt ou ruiguimaraes(@chsj.min-saude.pt
ou pelos nimeros de telemdvel 962 204 194 0u 918 880 299
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