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ABSTRACT  

Introduction 

Even after “back-to-sleep” campaigns, sudden unexpected infant death (SUID) continues to 

be the leading cause of death for infants 1 month to 1-year-old in developed countries, with 

devastating social, psychological and legal implications for families. To sustainably tackle 

this problem and decrease the number of sudden infant deaths, a French SUID registry was 

initiated in 2016 to 1) inform prevention with standardized data, 2) understand the 

mechanisms leading to sudden infant death and the contribution of the already known or 

newly suggested risk factors, and 3) gather a multidisciplinary group of experts to coordinate 

and develop innovative and urgent research in the SUID area.  

Methods and analysis 

This observational multi-site prospective observatory includes all cases of sudden 

unexplained deaths in children younger than 2 years occurring in the French territory covered 

by the 34 participating French referral centers. From these cases, various data concerning 

socio-demographic conditions, death scene, personal and family medical history, parental 

behaviors, sleep environment, clinical examinations, biological and imagery investigations, 

and autopsy are systematically collected. These data will be complemented as of 2018 with a 

biobank of diverse biological samples (blood, hair, urine, feces and cerebrospinal fluid), with 

other administrative health-related data (health claim reimbursements and hospital 

admissions) and socio-environmental data. Insights from exploratory descriptive statistics and 

thematic analysis will be combined for the design of targeted strategies to effectively reduce 

preventable infant deaths. 

Ethics and dissemination 

The Observatoire National des Morts Inattendues du Nourrisson (OMIN) registry was 

approved in 2015 by the French Data Protection Authority in clinical research (CNIL: no. 
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915273) and by an independent ethics committee (GNEDS: no. 2015-01-27). Results will be 

discussed with associations of families affected by SUID, caregivers, funders of the registry, 

medical societies and researchers and will be submitted to international peer-reviewed 

journals and presented at international conferences. 
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STRENGTHS AND LIMITATIONS OF THIS STUDY 

• The French SUID registry is the first research program combining French SUID referral 

centers and a multidisciplinary group of experts. 

• The French SUID registry innovative design combines prospective data concerning 

sociodemographic conditions, death scene, medical history, parental behaviors, sleep 

environment, clinical examinations and autopsy findings along with biological samples 

and other administrative health-related data to yield a detailed description of SUID cases. 

• As far as possible, the French SUID registry is using standardized data to facilitate future 

collaborations with other countries to share best practice, monitor progress, and achieve 

statistical power for future investigations. 

• The results will help in the design of targeted strategies to effectively reduce preventable 

infant deaths. 

• The potential limitations of the French SUID registry are ascertaining the exhaustive 

inclusion of all SUID cases occurring in France as well as the lack of a concomitant 

control population. 

 

WORD COUNT: 2550
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INTRODUCTION 

Sudden unexpected infant death (SUID), a devastating event for families, is defined as death 

in an infant less than 1 year old that occurs suddenly and unexpectedly and whose cause is not 

immediately obvious before investigation [1]. After case investigation, including a scene 

investigation, a review of clinical history, and an autopsy, SUID can be attributed to various 

causes. Death is classified as a sudden infant death syndrome (SIDS) when the thorough 

postmortem examination fails to identify its cause [2]. 

Much research has been conducted to identify and control risk factors leading SUID to 

be conceptualized as a multifactorial disorder with multiple mechanisms causing or 

predisposing its occurrence. A "triple-risk" hypothesis (child vulnerability, critical period in 

development, and exogenous stress factors) has been proposed [3]. Subsequent to the 

discovery of the prone sleep position as a major risk factor, “back-to-sleep” prevention 

campaigns were conducted in the early 1990s and led to a huge decrease in SUID incidence in 

many countries. However, in the post “back-to-sleep” era, SUID continues to be the first 

cause of death for infants 1 month to 1 year old in developed countries, and strategic actions 

are still needed to sustainably tackle this devastating event [4]. 

An international consensus, The Global Action and Prioritization of Sudden Infant 

Death (GAPS) Project, has recently provided the international SUID research community 

with a list of shared research priorities to more effectively work toward explaining and 

reducing the number of sudden infant deaths [5]. Three main themes emerged: 1) a better 

understanding of mechanisms underlying SUID, 2) ensuring best practices in data collection, 

management and sharing, and 3) a better understanding of target populations and more 

effective communication of known risk factors. To meet these challenges, the creation of 

innovative national SUID registries systematically collecting standardized data for every 

SUID case along with biological samples seems an essential prerequisite. 
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Accordingly, in 2015, 34 French SUID Referral Centers in collaboration with the 

National Association of Referral Centers for SUID (ANCReMIN) initiated a French national 

registry, Observatoire National des Morts Inattendues du Nourrisson (OMIN) to prospectively 

collect for all French SUID cases a large variety of socio-environmental, behavioral, clinical, 

radiological and autopsy data simultaneously with biological samples as well as other health-

related administrative data (health claim reimbursements and hospital admissions) concerning 

children less than 2 years old and their mothers. The global objective of this registry is to 

sustainably decrease the number of sudden infant deaths by 1) informing prevention with 

standardized data; 2) understanding the mechanisms leading to sudden infant death, including 

the contribution of the already known or newly suggested risk factors; and 3) gathering a 

multidisciplinary group of experts to coordinate and develop research in the SUID area. This 

report aims to describe the methodology used to establish and manage this registry. 

 

DESIGN  

Study design and population 

The French SUID registry is an observational prospective registry that over at least a 10-year 

period, aims to include all SUID cases occurring in the French metropolitan territory plus two 

overseas islands: La Martinique (Caribbean Sea) and La Réunion (Indian Ocean) (Figure 1). 

Thirty-four French SUID referral centers are participating in this registry. 

Because in France, a SUID case is legally defined as the sudden unexpected death of a 

child less than 2 years old [6], all children younger than 2 years dying in the context of SUID 

are eligible for the registry. Once both parents are informed that participating is voluntary and 

anonymous, data for all children for whom parents give informed written consent are 

included.  
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Data collection 

The OMIN is based on a continuous and prospective record of pre-specified and standardized 

information concerning the examinations that should be performed with a SUID case as 

recommended by the French national health authority [6]. The data collection depends on the 

SUID case trajectory after death as well as the willingness of parents to participate. Data are 

gathered from two different sources: 1) the mobile intensive care unit (MICU) initially in 

charge of the SUID case on the death scene, and 2) the SUID referral center performing the 

postmortem exploration to identify the cause of death (Figure 2). Additionally, other health-

related and socio-environmental data will be secondary linked as of 2018 to the case in the 

OMIN database. To ensure that all SUID cases are recorded in the registry, data from the 

MICU concerning dead children transported directly to the mortuary and not under the control 

of a referral center are also collected. In case of forensic investigations (not performed by the 

referral centers) requested by the Court of Justice, only the MICU data are available. Data 

collected during the forensic investigation are recorded a second time when the legal 

procedures are finalized. A minimal set of anonymous data (age at death and gender) are also 

gathered when at least one of the parents refuses to participate in the registry.  

 

Data from MICU and SUID referral centers 

Data collected by MICU and SUID referral centers are related to the social and demographic 

status of children and their parents, personal and family medical history, antenatal and current 

parental behaviors, child feeding, death scene, usual and death sleep environment, nature and 

results of clinical examinations at the death scene and the referral center, nature and results of 

additional clinical examinations performed in the referral center, and classification of SUID 

cases by the medical team based on a national classification and that from Fleming et al.[7] 

(Table 1). 
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Biological sample collection 

The collection of biological samples is essential for the SUID research community to better 

examine the intrinsic mechanisms leading to death and how they interact with environmental 

risk factors (priority 1 of the GAPS Project), identify biomarkers to help pathologists 

determine the cause of death (priority 5 of the GAPS Project), and understand the role of 

genetic factors in SUID risk (priority 6 of the GAPS Project). Accordingly, blood, hair, urine, 

feces and cerebrospinal fluid (CSF) samples will be collected as of 2018 from all included 

SUID cases during the post-mortem examination performed at the SUID referral center. These 

biological samples will be stored in a network of 28 participating Biological Resource 

Centers. For blood, a dried blood spot as well as 20 aliquots of blood (2 ml) will be stored for 

each child: 8 total blood aliquots (EDTA), 4 plasma aliquots (EDTA), 4 buffy-coat aliquots 

(EDTA), and 4 serum aliquots (Dry SST). Five aliquots for urine, 1 for CSF and 3 for feces 

will be kept. A lock of hair and 2 feces bottlebrushes will be additionally stored. Standardized 

procedures for biological sample collection will be used, including standardized blood 

sampling, transport from each site to the central laboratory (< 24 h), aliquoting in cryotubes, 

and storage temperature (ambient temperature, -80°C or -196°C depending on the nature of 

the biological sample). For timely follow-up of collected biological samples as well as their 

availability, a central database will be created. 

 

Linkage with secondary sources of data 

The completion of a death certificate by a physician is compulsory in France on the 

occurrence of death. Data from this certificate are gathered by the French registry of death 

causes (CépiDc) for the whole French population, by gender, age, country of birth and 

underlying cause of death coded according to the International Classification of Diseases, 10th 
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Revision (ICD-10). Legal authorization was obtained from CépiDc to gather information 

concerning all deaths in children less than 2 years old for calculating the exhaustiveness of 

inclusions in the French SUID registry.  

Similarly, health related information concerning infants and their mothers will be 

gathered as of 2018 in the French SUID registry from the French national health insurance 

information system (Système national d'information inter-régimes de l'Assurance maladie, 

SNIIR-AM) and the French hospital discharge database (Programme de Médicalisation des 

Systèmes d’Information, PMSI). SNIIR-AM covers the entire French population (65.3 million 

inhabitants) and contains exhaustive data on all reimbursements for health-related 

expenditures [8,9] including medicinal products such as drugs and outpatient medical and 

nursing care prescribed or performed by healthcare professionals. PMSI provides detailed 

medical information on all admissions to French public and private hospitals, including dates 

of hospital admission and hospital discharge, discharge diagnosis ICD-10 codes, and medical 

procedures during the hospital stay. Data in PMSI and SNIIR-AM were recently made 

publically available for epidemiological pharmacological and epidemiological studies [10,11]. 

To allow for case–control studies to identify risk factors for SUID, data access will be 

requested in a near future from the Étude longitudinale française depuis l’enfance (ELFE) 

cohort to use included participants as a control group. ELFE was initiated in 2011 and is a 

nationally representative cohort of 20,000 children followed from birth to adulthood by use of 

a multidisciplinary approach to thoroughly characterize the relation between environmental 

exposures and the socioeconomic context on health and behaviors [12]. 

Population data needed to calculate incidence rates as well as socio-environmental 

information concerning the place of residence/death will also be gathered from the French 

National Institute of Statistics and Economic Studies [13].  
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DATA MANAGEMENT AND DATA ANALYSIS 

This multicenter registry relies on a Web-based system with data being entered into a central 

database. The system provides security with protected access and complies with French safety 

policy [14]. Data entry and validation is performed as a continuous process. For each SUID 

case, data extracted from MICU and SUID referral center records (approximatively 300 

variables) are entered directly online by the medical team in charge of the case. A national 

project manager continuously controls data completeness and validity and notifies the local 

medical team in case of discrepancies or incomplete data. Routine permanent quality controls, 

based on regular on-site inspections, are planned, including training of personnel, compliance 

with study procedures as well as control of data completeness and validity. Automatic data 

quality controls are performed periodically to control for missing data and value ranges. Once 

data from the CépiDc will be available, recorded data will be compared with those from death 

certificates to estimate the exhaustiveness of the inclusions in the database. Finally, linkages 

with previously described secondary data sources will be planned once a year. 

In this registry, the number of SUID cases occurring in the French territory per year 

will determine the recruitment size. On the basis of the referral centers’ experience as well as 

the last national estimation performed in 2014 by the French registry of death causes [15], we 

expect to recruit at least 300 SUID cases each year. A final sample size of about 3000 cases is 

thus expected for a study period of 10 years. 

Confidence intervals, means, standard deviations and frequency distributions will be 

calculated for all measures. Available data for cases with parental refusals and without a 

SUID referral center in charge will be compared with cases with a SUID referral center in 

charge. Survival analyses will be used to analyze time-to-event data such as death to identify 

factors associated with early or late SUID. Multivariable binomial regressions will be used to 

compare subgroups of SUID children or control children. Multilevel multivariate statistical 
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modeling will also be used to simultaneously study individual and higher-level predictors of 

outcomes (such as place of residence characteristics). Because the hypothesis that missing 

values are missing at random is plausible for only children with a SUID referral center in 

charge, multiple imputation will be used to avoid bias due to missing data for these children. 

To counteract the potential problem of multiple comparisons, adjustment for statistical 

significance will be performed when needed. Depending on data and the statistical power 

available, various other statistical models will also be implemented. 

 

ETHICS AND DISSIMINATION 

The registry was registered by the French data protection authority in clinical research 

(Commission Nationale de l’Informatique et des Libertés, CNIL; no. 915273) and approved 

by an ethics committee (Groupe Nantais d'Ethique dans le Domaine de la Santé, no. 2015-01-

27). This project is based on a network that includes the French non-governmental national 

association of referral centers for SUID (Association Nationale des Centres Référents de la 

Mort Inattendue du Nourrisson, ANCReMIN), 34 governmental French medical referral 

centers in charge of the dead children and their families, Nantes University Hospital, the 

Nantes clinical investigation center (CIC 1413) and the Sorbonne Paris Cité center of research 

in epidemiology and statistics (UMR-1153). All these partners are represented in a steering 

committee responsible for the organization of the registry. A coordination unit is in charge to 

effectively manage the registry and to implement recommendations from the steering 

committee. Similarly, a scientific committee was created. This committee is responsible for 

validating all scientific projects from the registry. Data are available for analysis after 

validation by the scientific committee according to a validated chart of data access. Interested 

researchers have to comply with the French legislation (i.e., apply for authorization from the 

CNIL for treatment of personal health data). Research projects have also to be approved by an 
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independent ethics committee. Scientific use of health insurance claims data requires 

individual accreditation from the data owner, the French national health insurance. 

Results will be discussed with associations of families affected by SUID, caregivers, 

funders of the registry, medical societies and researchers and will be submitted to 

international peer-reviewed journals and presented at international conferences. 

 

DISCUSSION 

The systematic collection of a large variety of socio-environmental, behavioral, clinical, 

imaging and autopsy data simultaneously with biological samples and administrative data 

concerning both the children and their mothers appeared critical to study or sustainably 

prevent SUID deaths in the post “back-to-sleep” era. To our knowledge, this is the first 

prospective registry specifically designed to respond to this issue even if large population-

based registries with less variety of collected data already exist in other countries [16,17]. 

Because collaboration with such countries is imperative to share best practices, monitor 

progress, and achieve statistical power for future investigations [5], the OMIN involves as far 

as possible standardized data to facilitate international collaborations such as meta-analyses or 

original or replication studies. 

To be fully operational and to respond to its objectives, the registry will have to 

manage several challenges. The first will be to recruit a control population simultaneously 

with SUID cases for risk-factor studies. Indeed, although the already existing ELFE cohort is 

a potential way to recruit control children, several exposures are lacking in this cohort and the 

risk of biased selections may not be ascertained from this data source. The second challenge is 

to ensure the exhaustiveness of including all SUID cases occurring in the French territory. 

Two French referral centers currently do not participate in the OMIN. Also, preliminary tests 

seem to indicate a possible under-inclusion in several participating centers. Data from the 
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French registry of death causes, when available, will help better quantify the magnitude of 

this potential bias and implement corrective measures. The third challenge will be to 

sustainably maintain both the mobilization of all medical and health actors and caregivers as 

well as public and private funding, which are essential elements for the success of this project. 

 In the short-term, this registry has the potential to provide an effective response to the 

SUID major public health issue by identifying underlying mechanisms that can be prevented 

and by sharing high-quality data to inform best practices and the accurate classification of 

SUID deaths. At the same time, such results will help in mobilizing program planners and 

policy makers and in designing targeted strategies to effectively reduce preventable infant 

deaths. 
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Figure 1: Localization of the 34 referral centers participating in the French SUID 

registry 

 

Figure 2: Sudden unexpected infant death management in France and data collection in 

the French SUID registry  

 

MICU: mobile intensive care unit; ELFE, Étude longitudinale française depuis l’enfance 
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Table 1: Data collected in the French SUID registry  

Collected data 

Data sources 

MICU 
Referral 

center 

Forensic 

institute 
Others 

Social and demographic conditions         
Date and place of birth (child) X X 

 
  

Gender (child) X 
  

  
Nationality (child and parents) 

 
X 

 
  

Ethnicity (child and parents) 
 

X 
 

  
Age (child and parents) 

 
X 

 
  

Educational level (parents) 
 

X 
 

  
Employment status (parents) 

 
X 

 
  

Marital status (parents) 
 

X 
 

  
Socioeconomic level (parents) 

 
X 

 
  

Household composition 
 

X 
 

  
Type of social security benefits (parents) 

 
X 

 
  

Residency address X 
  

  
Personal and family medical history          
Multiple birth 

 
X 

 
  

Gestational age 
 

X 
 

  
Birth weight 

 
X 

 
  

Small for gestational age 
 

X 
 

  
APGAR score at 10 min 

 
X 

 
  

Other personal significant events during the perinatal 
period and early infancy  

X 
 

  

History of SUID and other sudden deaths in the family 
 

X 
 

  
Consanguinity between parents 

 
X 

 
  

Vaccination history 
 

X 
 

  
Significant medical events in the 72h preceding the death 

 
X 

 
  

Significant medications in the 72h preceding the death 
 

X     
Antenatal and current parental behaviors    

  
Smoking 

 
X 

 
  

Alcohol consumption 
 

X 
 

  
Other drug consumption 

 
X     

Infant feeding         
Breastfeeding 

 
X 

 
  

Last meal before death X 
 

    
Death scene         
Date and time of death X 

  
  

Place of death (address) X 
  

  
Time of last contact X 

  
  

Time of discovery X 
  

  
Arrival time of MICU X       
Usual and death sleep environment         
Sleep place X 

  
  

Type of surface X 
  

  
Sleep position last placed/found X 

  
  

Head position X 
  

  
Presence and type of objects on the sleep surface X 
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Collected data 

Data sources 

MICU 
Referral 

center 

Forensic 

institute 
Others 

Thumb and pacifier use X 
  

  
Room heat X 

  
  

Infant dressing X 
  

  
Room sharing  X       
Nature and results of clinical examinations          
Skin appearance X X X   
Body temperature X X X   
Weight X X X   
Length  X X X   
Resuscitation maneuvers X X 

 
  

Signs of autonomic dysfunction X X X   
Blood chemistry  

 
X X   

Hematology tests 
 

X X   
Lumbar puncture  

 
X X   

Microbiology 
 

X X   
Eye fundi 

 
X X   

Imagery investigations (CT scan, MRI) 
 

X X   
Autopsy 

 
X X   

Classification of SUID cases by the medical team 
(Fleming) 

  X     

Biological samples         
Blood, hair, urine, feces, and cerebrospinal fluid 

 
X 

 
  

Other data         
History of health claim reimbursements (child and 
mother)    

X 

History of hospital admissions (child and mother) 
   

X 
Death certificate information 

   
X 

Geocoding of the residency/death address 
   

X 
Urbanicity of residency/death address 

   
X 

Deprivation index of residency/death address 
   

X 
Altitude of residency/death address       X 
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 1

 

 

 

 

 

SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and 

related documents* 

Section/item Item
No 

Description 

Administrative information 

Title 1 Descriptive title identifying the study design, population, interventions, 

and, if applicable, trial acronym : OK 

Trial registration 2a Trial identifier and registry name. If not yet registered, name of 

intended registry : OK 

2b All items from the World Health Organization Trial Registration Data 

Set: NA  

Protocol version 3 Date and version identifier : OK 

Funding 4 Sources and types of financial, material, and other support : OK 

Roles and 

responsibilities 

5a Names, affiliations, and roles of protocol contributors : OK  

5b Name and contact information for the trial sponsor : NA 

 5c Role of study sponsor and funders, if any, in study design; collection, 

management, analysis, and interpretation of data; writing of the report; 

and the decision to submit the report for publication, including whether 

they will have ultimate authority over any of these activities : NA  

 5d Composition, roles, and responsibilities of the coordinating centre, 

steering committee, endpoint adjudication committee, data 

management team, and other individuals or groups overseeing the 

trial, if applicable (see Item 21a for data monitoring committee) : OK  

Introduction   

Background and 

rationale 

6a Description of research question and justification for undertaking the 

trial, including summary of relevant studies (published and 

unpublished) examining benefits and harms for each intervention : OK  

 6b Explanation for choice of comparators : OK  

Objectives 7 Specific objectives or hypotheses : OK  

Trial design 8 Description of trial design including type of trial (eg, parallel group, 

crossover, factorial, single group), allocation ratio, and framework (eg, 

superiority, equivalence, noninferiority, exploratory) : OK  
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 2

Methods: Participants, interventions, and outcomes 

Study setting 9 Description of study settings (eg, community clinic, academic hospital) 

and list of countries where data will be collected. Reference to where 

list of study sites can be obtained : OK  

Eligibility criteria 10 Inclusion and exclusion criteria for participants. If applicable, eligibility 

criteria for study centres and individuals who will perform the 

interventions (eg, surgeons, psychotherapists) : OK  

Interventions 11a Interventions for each group with sufficient detail to allow replication, 

including how and when they will be administered : NA 

11b Criteria for discontinuing or modifying allocated interventions for a 

given trial participant (eg, drug dose change in response to harms, 

participant request, or improving/worsening disease) : NA  

11c Strategies to improve adherence to intervention protocols, and any 

procedures for monitoring adherence (eg, drug tablet return, 

laboratory tests) : NA  

11d Relevant concomitant care and interventions that are permitted or 

prohibited during the trial : NA  

Outcomes 12 Primary, secondary, and other outcomes, including the specific 

measurement variable (eg, systolic blood pressure), analysis metric 

(eg, change from baseline, final value, time to event), method of 

aggregation (eg, median, proportion), and time point for each 

outcome. Explanation of the clinical relevance of chosen efficacy and 

harm outcomes is strongly recommended : NA  

Participant 

timeline 

13 Time schedule of enrolment, interventions (including any run-ins and 

washouts), assessments, and visits for participants. A schematic 

diagram is highly recommended (see Figure) : NA  

Sample size 14 Estimated number of participants needed to achieve study objectives 

and how it was determined, including clinical and statistical 

assumptions supporting any sample size calculations : NA  

Recruitment 15 Strategies for achieving adequate participant enrolment to reach 

target sample size : OK  

Methods: Assignment of interventions (for controlled trials) 

Allocation:   

Sequence 

generation 

16a Method of generating the allocation sequence (eg, computer-

generated random numbers), and list of any factors for stratification. 

To reduce predictability of a random sequence, details of any planned 

restriction (eg, blocking) should be provided in a separate document 

that is unavailable to those who enrol participants or assign 

interventions : NA  
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 3

Allocation 

concealment 

mechanism 

16b Mechanism of implementing the allocation sequence (eg, central 

telephone; sequentially numbered, opaque, sealed envelopes), 

describing any steps to conceal the sequence until interventions are 

assigned : NA  

Implementation 16c Who will generate the allocation sequence, who will enrol participants, 

and who will assign participants to interventions : OK  

Blinding 

(masking) 

17a Who will be blinded after assignment to interventions (eg, trial 

participants, care providers, outcome assessors, data analysts), and 

how : NA 

 17b If blinded, circumstances under which unblinding is permissible, and 

procedure for revealing a participant’s allocated intervention during 

the trial : NA  

Methods: Data collection, management, and analysis 

Data collection 

methods 

18a Plans for assessment and collection of outcome, baseline, and other 

trial data, including any related processes to promote data quality (eg, 

duplicate measurements, training of assessors) and a description of 

study instruments (eg, questionnaires, laboratory tests) along with 

their reliability and validity, if known. Reference to where data 

collection forms can be found, if not in the protocol : OK  

 18b Plans to promote participant retention and complete follow-up, 

including list of any outcome data to be collected for participants who 

discontinue or deviate from intervention protocols : OK  

Data 

management 

19 Plans for data entry, coding, security, and storage, including any 

related processes to promote data quality (eg, double data entry; 

range checks for data values). Reference to where details of data 

management procedures can be found, if not in the protocol : OK  

Statistical 

methods 

20a Statistical methods for analysing primary and secondary outcomes. 

Reference to where other details of the statistical analysis plan can be 

found, if not in the protocol : OK  

 20b Methods for any additional analyses (eg, subgroup and adjusted 

analyses) : OK  

 20c Definition of analysis population relating to protocol non-adherence 

(eg, as randomised analysis), and any statistical methods to handle 

missing data (eg, multiple imputation) : OK  

Methods: Monitoring 

Data monitoring 21a Composition of data monitoring committee (DMC); summary of its role 

and reporting structure; statement of whether it is independent from 

the sponsor and competing interests; and reference to where further 

details about its charter can be found, if not in the protocol. 

Alternatively, an explanation of why a DMC is not needed : OK  
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 21b Description of any interim analyses and stopping guidelines, including 

who will have access to these interim results and make the final 

decision to terminate the trial : OK  

Harms 22 Plans for collecting, assessing, reporting, and managing solicited and 

spontaneously reported adverse events and other unintended effects 

of trial interventions or trial conduct : NA  

Auditing 23 Frequency and procedures for auditing trial conduct, if any, and 

whether the process will be independent from investigators and the 

sponsor : OK  

Ethics and dissemination 

Research ethics 

approval 

24 Plans for seeking research ethics committee/institutional review board 

(REC/IRB) approval : OK  

Protocol 

amendments 

25 Plans for communicating important protocol modifications (eg, 

changes to eligibility criteria, outcomes, analyses) to relevant parties 

(eg, investigators, REC/IRBs, trial participants, trial registries, journals, 

regulators) : NA 

Consent or assent 26a Who will obtain informed consent or assent from potential trial 

participants or authorised surrogates, and how (see Item 32) : OK  

 26b Additional consent provisions for collection and use of participant data 

and biological specimens in ancillary studies, if applicable : OK  

Confidentiality 27 How personal information about potential and enrolled participants will 

be collected, shared, and maintained in order to protect confidentiality 

before, during, and after the trial : OK  

Declaration of 

interests 

28 Financial and other competing interests for principal investigators for 

the overall trial and each study site : OK  

Access to data 29 Statement of who will have access to the final trial dataset, and 

disclosure of contractual agreements that limit such access for 

investigators : OK  

Ancillary and 

post-trial care 

30 Provisions, if any, for ancillary and post-trial care, and for 

compensation to those who suffer harm from trial participation : OK  

Dissemination 

policy 

31a Plans for investigators and sponsor to communicate trial results to 

participants, healthcare professionals, the public, and other relevant 

groups (eg, via publication, reporting in results databases, or other 

data sharing arrangements), including any publication restrictions : OK  

 31b Authorship eligibility guidelines and any intended use of professional 

writers : NA 

 31c Plans, if any, for granting public access to the full protocol, participant-

level dataset, and statistical code : NA 
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Appendices   

Informed consent 

materials 

32 Model consent form and other related documentation given to 

participants and authorised surrogates : OK  

Biological 

specimens 

33 Plans for collection, laboratory evaluation, and storage of biological 

specimens for genetic or molecular analysis in the current trial and for 

future use in ancillary studies, if applicable : OK  

*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 

Explanation & Elaboration for important clarification on the items. Amendments to the 

protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT 

Group under the Creative Commons “Attribution-NonCommercial-NoDerivs 3.0 Unported” 

license. 
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A compléter par les titulaires de l’autorité parentale 

 

 

Je soussignée : 

 

Prénom/Nom : 

������������������ 

��������������������

����� 

mère de l’enfant (ou représentant légal), 

accepte : 

• que mes données nominatives et 
celles de mon enfant soient recueillies 
pour cet observatoire : 
□ oui □ non  

• que les données démographiques, 
médicales, et paramédicales de mon 
enfant soient recueillies pour cet 
observatoire : 
□ oui □ non  

 

Date : ���./���/����. 

Signature : 

 

 

Je soussigné : 

 

Prénom/Nom : 

������������������.. 

��������������������

�����. 

père de l’enfant (ou représentant légal), 

accepte : 

• que mes données nominatives et 
celles de mon enfant soient recueillies 
pour cet observatoire : 
□ oui □ non  

• que les données démographiques,  
médicales, et paramédicales de mon 
enfant soient recueillies pour cet 
observatoire : 
□ oui □ non  

  

Date : ���./���/����. 

Signature : 

Je soussigné(e) le Docteur ou Professeur : 

Prénom/Nom : ������������������ 

Avoir informé ce jour les parents de l’enfant (Prénom/Nom) : 

�����������������                              sur l’Observatoire sur la Mort 

Inattendue du Nourrisson, d’avoir répondu à toutes leurs questions et d’avoir recueilli leur 

consentement libre et éclairé. 

Date : ���./���/����. 

Signature : 

�
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ABSTRACT  

Introduction 

Even after “back-to-sleep” campaigns, sudden unexpected infant death (SUID) continues to 

be the leading cause of death for infants 1 month to 1-year-old in developed countries, with 

devastating social, psychological and legal implications for families. To sustainably tackle 

this problem and decrease the number of sudden unexpected infant deaths, a French SUID 

registry was initiated in 2015 to 1) inform prevention with standardized data, 2) understand 

the mechanisms leading to sudden unexpected infant death and the contribution of the already 

known or newly suggested risk factors, and 3) gather a multidisciplinary group of experts to 

coordinate and develop innovative and urgent research in the SUID area.  

Methods and analysis 

This observational multi-site prospective observatory includes all cases of sudden unexpected 

deaths in children younger than 2 years occurring in the French territory covered by the 34 

participating French referral centers. From these cases, various data concerning socio-

demographic conditions, death scene, personal and family medical history, parental behaviors, 

sleep environment, clinical examinations, biological and imagery investigations, and autopsy 

are systematically collected. These data will be complemented as of 2018 with a biobank of 

diverse biological samples (blood, hair, urine, feces and cerebrospinal fluid), with other 

administrative health-related data (health claim reimbursements and hospital admissions) and 

socio-environmental data. Insights from exploratory descriptive statistics and thematic 

analysis will be combined for the design of targeted strategies to effectively reduce 

preventable infant deaths. 

Ethics and dissemination 

The Observatoire National des Morts Inattendues du Nourrisson (OMIN) registry was 

approved in 2015 by the French Data Protection Authority in clinical research (CNIL: no. 
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915273) and by an independent ethics committee (GNEDS: no. 2015-01-27). Results will be 

discussed with associations of families affected by SUID, caregivers, funders of the registry, 

medical societies and researchers and will be submitted to international peer-reviewed 

journals and presented at international conferences. 
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STRENGTHS AND LIMITATIONS OF THIS STUDY 

• The French SUID registry is the first research program combining French SUID referral 

centers and a multidisciplinary group of experts. 

• The French SUID registry innovative design combines prospective data concerning 

sociodemographic conditions, death scene, medical history, parental behaviors, sleep 

environment, clinical examinations and autopsy findings along with biological samples 

and other administrative health-related data to yield a detailed description of SUID cases. 

• As far as possible, the French SUID registry is using standardized data to facilitate future 

collaborations with other countries to share best practice, monitor progress, and achieve 

statistical power for future investigations. 

• The results will help in the design of targeted strategies to effectively reduce preventable 

infant deaths. 

• The potential limitations of the French SUID registry are ascertaining the exhaustive 

inclusion of all SUID cases occurring in France as well as the lack of a concomitant 

control population. 
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INTRODUCTION 

Sudden unexpected infant death (SUID), a devastating event for families, is defined as death 

in an infant less than 1 year old that occurs suddenly and unexpectedly and whose cause is not 

immediately obvious before investigation [1]. After case investigation, including a scene 

investigation, a review of clinical history, and an autopsy, SUID can be attributed to various 

causes. Death is classified as a sudden infant death syndrome (SIDS) when the thorough 

postmortem examination fails to identify its cause [2]. 

Much research has been conducted to identify and control risk factors leading SUID to 

be conceptualized as a multifactorial disorder with multiple mechanisms causing or 

predisposing its occurrence. A "triple-risk" hypothesis (child vulnerability, critical period in 

development, and exogenous stress factors) has been proposed [3]. Subsequent to the 

discovery of the prone sleep position as a major risk factor, “back-to-sleep” prevention 

campaigns were conducted in the early 1990s and led to a huge decrease in SUID incidence in 

many countries. However, in the post “back-to-sleep” era, SUID continues to be the first 

cause of death for infants 1 month to 1 year old in developed countries, and strategic actions 

are still needed to sustainably tackle this devastating event [4]. 

An international consensus, The Global Action and Prioritization of Sudden Infant 

Death (GAPS) Project, has recently provided the international SUID research community 

with a list of shared research priorities to more effectively work toward explaining and 

reducing the number of sudden infant deaths [5]. Three main themes emerged: 1) a better 

understanding of mechanisms underlying SUID, 2) ensuring best practices in data collection, 

management and sharing, and 3) a better understanding of target populations and more 

effective communication of known risk factors. To meet these challenges, the creation of 

innovative national SUID registries systematically collecting standardized data for every 

SUID case along with biological samples seems an essential prerequisite [6]. 
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Accordingly, in 2015, 34 French SUID Referral Centers in collaboration with the 

National Association of Referral Centers for SUID (ANCReMIN) initiated a French national 

registry, Observatoire National des Morts Inattendues du Nourrisson (OMIN) to prospectively 

collect for all French SUID cases a large variety of socio-environmental, behavioral, clinical, 

radiological and autopsy data simultaneously with biological samples as well as other health-

related administrative data (health claim reimbursements and hospital admissions) concerning 

children less than 2 years old and their mothers. The global objective of this registry is to 

sustainably decrease the number of sudden infant deaths by 1) informing prevention with 

standardized data; 2) understanding the mechanisms leading to sudden infant death, including 

the contribution of the already known or newly suggested risk factors; and 3) gathering a 

multidisciplinary group of experts to coordinate and develop research in the SUID area. This 

report aims to describe the methodology used to establish and manage this registry. 

 

DESIGN  

Study design and population 

The French SUID registry is an observational prospective registry that over at least a 10-year 

period (2015-2025), aims to include all SUID cases occurring in the French metropolitan 

territory plus two overseas islands: La Martinique (Caribbean Sea) and La Réunion (Indian 

Ocean) (Figure 1). Thirty-four French SUID referral centers are participating in this registry. 

Because in France, a SUID case is legally defined as the sudden unexpected death of a child 

less than 2 years old [7], all children younger than 2 years dying in the context of SUID are 

eligible for the registry. Once all the persons who have parental authority (often one or both 

parents) are informed that participating is voluntary, data for all children for whom all the 

persons who have parental authority give informed written consent are included. To ensure 

completeness in the registry, SUID cases for which at least one of the persons who have 
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parental authority refuses to participate in the registry are recorded with a minimal set of 

totally anonymous data (reason for refusal, gender and age at death) 

Data collection 

The OMIN is based on a continuous and prospective record of pre-specified and standardized 

information concerning the examinations that should be performed with a SUID case as 

recommended by the French national health authority [7]. The data collection depends on the 

SUID case trajectory after death as well as the willingness of parents with parental authority 

to participate. Data are gathered from two different sources: 1) the mobile intensive care unit 

(MICU) initially in charge of the SUID case on the death scene, and 2) the SUID referral 

center performing the postmortem exploration to identify the cause of death (Figure 2). 

Additionally, other health-related and socio-environmental data will be secondary linked as of 

2018 to the case in the OMIN database. To ensure that all SUID cases are recorded in the 

registry, data from the MICU concerning dead children transported directly to the mortuary 

and not under the control of a referral center are also collected. In case of forensic 

investigations (not performed by the referral centers) requested by the Court of Justice, only 

the MICU data are available. Data collected during the forensic investigation are recorded a 

second time when the legal procedures are finalized. A resume of the timeline and sources of 

data collection is presented in Figure 3. 

Data from MICU and SUID referral centers 

Data collected by MICU and SUID referral centers are related to the social and demographic 

status of children and their parents, personal and family medical history, antenatal and current 

parental behaviors, child feeding, death scene, usual and death sleep environment, nature and 

results of clinical examinations at the death scene and the referral center, nature and results of 

additional clinical examinations performed in the referral center, and classification of SUID 
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cases by the medical team based on a national classification and that from Fleming et al.[8] 

(Table 1). 

 

Biological sample collection 

The collection of biological samples is essential for the SUID research community to better 

examine the intrinsic mechanisms leading to death and how they interact with environmental 

risk factors (priority 1 of the GAPS Project), identify biomarkers to help pathologists 

determine the cause of death (priority 5 of the GAPS Project), and understand the role of 

genetic factors in SUID risk (priority 6 of the GAPS Project). Accordingly, blood, hair, urine, 

feces and cerebrospinal fluid (CSF) samples will be collected as of 2018 from all included 

SUID cases during the post-mortem examination performed at the SUID referral center. These 

biological samples will be stored in a network of 28 participating Biological Resource 

Centers. For blood, a dried blood spot as well as 20 aliquots of blood (2 ml) will be stored for 

each child: 8 total blood aliquots (EDTA), 4 plasma aliquots (EDTA), 4 buffy-coat aliquots 

(EDTA), and 4 serum aliquots (Dry SST). Five aliquots for urine, 1 for CSF and 3 for feces 

will be kept. A lock of hair and 2 feces bottlebrushes will be additionally stored. Standardized 

procedures for biological sample collection will be used, including standardized blood 

sampling, transport from each site to the central laboratory (< 24 h), aliquoting in cryotubes, 

and storage temperature (ambient temperature, -80°C or -196°C depending on the nature of 

the biological sample). For timely follow-up of collected biological samples as well as their 

availability, a central database will be created. 

 

Linkage with secondary sources of data 

The completion of a death certificate by a physician is compulsory in France on the 

occurrence of death. Data from this certificate are gathered by the French registry of death 
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causes (CépiDc) for the whole French population, by gender, age, country of birth and 

underlying cause of death coded according to the International Classification of Diseases, 10th 

Revision (ICD-10). Legal authorization was obtained from CépiDc to gather information 

concerning all deaths in children less than 2 years old for calculating the exhaustiveness of 

inclusions in the French SUID registry.  

Similarly, health related information concerning infants and their mothers will be 

gathered as of 2018 in the French SUID registry from the French national health insurance 

information system (Système national d'information inter-régimes de l'Assurance maladie, 

SNIIR-AM) and the French hospital discharge database (Programme de Médicalisation des 

Systèmes d’Information, PMSI). SNIIR-AM covers the entire French population (65.3 million 

inhabitants) and contains exhaustive data on all reimbursements for health-related 

expenditures [9,10] including medicinal products such as drugs and outpatient medical and 

nursing care prescribed or performed by healthcare professionals. PMSI provides detailed 

medical information on all admissions to French public and private hospitals, including dates 

of hospital admission and hospital discharge, discharge diagnosis ICD-10 codes, and medical 

procedures during the hospital stay. Data in PMSI and SNIIR-AM were recently made 

publically available for epidemiological pharmacological and epidemiological studies [11,12]. 

To allow for case–control studies to identify risk factors for SUID, data access will be 

requested in a near future from the Étude longitudinale française depuis l’enfance (ELFE) 

cohort to use included participants as a control group. ELFE was initiated in 2011 and is a 

nationally representative cohort of 20,000 children followed from birth to adulthood by use of 

a multidisciplinary approach to thoroughly characterize the relation between environmental 

exposures and the socioeconomic context on health and behaviors [13]. 
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Population data needed to calculate incidence rates as well as socio-environmental 

information concerning the place of residence/death will also be gathered from the French 

National Institute of Statistics and Economic Studies [14].  

 

DATA MANAGEMENT AND DATA ANALYSIS 

This multicenter registry relies on a Web-based system with data being entered into a central 

database. The system provides security with protected access and complies with French safety 

policy [15]. Data entry and validation is performed as a continuous process. For each SUID 

case, data extracted from MICU and SUID referral center records (approximatively 300 

variables) are entered directly online by the medical team in charge of the case. A national 

project manager continuously controls data completeness and validity and notifies the local 

medical team in case of discrepancies or incomplete data. Routine permanent quality controls, 

based on regular on-site inspections, are planned, including training of personnel, compliance 

with study procedures as well as control of data completeness and validity. Automatic data 

quality controls are performed periodically to control for missing data and value ranges. Once 

data from the CépiDc will be available, recorded data will be compared with those from death 

certificates to estimate the exhaustiveness of the inclusions in the database. Finally, linkages 

with previously described secondary data sources will be planned once a year. 

In this registry, the number of SUID cases occurring in the French territory per year 

will determine the recruitment size. On the basis of the referral centers’ experience as well as 

the last national estimation performed in 2014 by the French registry of death causes [16], we 

expect to recruit at least 300 SUID cases each year. A final sample size of about 3000 cases is 

thus expected for a study period of 10 years. 

Confidence intervals, means, standard deviations and frequency distributions will be 

calculated for all measures. Available data for cases with parental refusals and without a 
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SUID referral center in charge will be compared with cases with a SUID referral center in 

charge. Survival analyses will be used to analyze time-to-event data such as death to identify 

factors associated with early or late SUID. Multivariable binomial regressions will be used to 

compare subgroups of SUID children or control children. Multilevel multivariate statistical 

modeling will also be used to simultaneously study individual and higher-level predictors of 

outcomes (such as place of residence characteristics). To counteract the potential problem of 

multiple comparisons, adjustment for statistical significance will be performed when needed. 

Depending on data and the statistical power available, various other statistical models will 

also be implemented. 

 

ETHICS AND DISSIMINATION 

The registry was registered by the French data protection authority in clinical research 

(Commission Nationale de l’Informatique et des Libertés, CNIL; no. 915273) and approved 

by an ethics committee (Groupe Nantais d'Ethique dans le Domaine de la Santé, no. 2015-01-

27). This project is based on a network that includes the French non-governmental national 

association of referral centers for SUID (Association Nationale des Centres Référents de la 

Mort Inattendue du Nourrisson, ANCReMIN), 34 governmental French medical referral 

centers in charge of the dead children and their families, Nantes University Hospital, the 

Nantes clinical investigation center (CIC 1413) and the Sorbonne Paris Cité center of research 

in epidemiology and statistics (UMR-1153). All these partners are represented in a steering 

committee responsible for the organization of the registry. A coordination unit is in charge to 

effectively manage the registry and to implement recommendations from the steering 

committee. Similarly, a scientific committee was created. This committee is responsible for 

validating all scientific projects from the registry. Data are available for analysis after 

validation by the scientific committee according to a validated chart of data access. Interested 
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researchers have to comply with the French legislation (i.e., apply for authorization from the 

CNIL for treatment of personal health data). Research projects have also to be approved by an 

independent ethics committee. Scientific use of health insurance claims data requires 

individual accreditation from the data owner, the French national health insurance. 

Results will be discussed with associations of families affected by SUID, caregivers, 

funders of the registry, medical societies and researchers and will be submitted to 

international peer-reviewed journals and presented at international conferences. 

 

DISCUSSION 

The systematic collection of a large variety of socio-environmental, behavioral, clinical, 

imaging and autopsy data simultaneously with biological samples and administrative data 

concerning both the children and their mothers appeared critical to study or sustainably 

prevent SUID deaths in the post “back-to-sleep” era. To our knowledge, this is the first 

prospective registry specifically designed to respond to this issue even if large population-

based registries with less variety of collected data already exist in other countries [17,18]. 

Because collaboration with such countries is imperative to share best practices, monitor 

progress, and achieve statistical power for future investigations [5], the OMIN involves as far 

as possible standardized data to facilitate international collaborations such as meta-analyses or 

original or replication studies. 

To be fully operational and to respond to its objectives, the registry will have to 

manage several challenges. The first will be to recruit a control population simultaneously 

with SUID cases for risk-factor studies. Indeed, although the already existing ELFE cohort is 

a potential way to recruit control children, several exposures are lacking in this cohort and the 

risk of biased selections may not be ascertained from this data source. The second challenge is 

to ensure the exhaustiveness of including all SUID cases occurring in the French territory. 
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Two French referral centers currently do not participate in the OMIN. Also, preliminary tests 

seem to indicate a possible under-inclusion in several participating centers. Data from the 

French registry of death causes, when available, will help better quantify the magnitude of 

this potential bias and implement corrective measures. The third challenge will be to 

sustainably maintain both the mobilization of all medical and health actors and caregivers as 

well as public and private funding, which are essential elements for the success of this project. 

 In the short-term, this registry has the potential to provide an effective response to the 

SUID major public health issue by identifying underlying mechanisms that can be prevented 

and by sharing high-quality data to inform best practices and the accurate classification of 

SUID deaths. At the same time, such results will help in mobilizing program planners and 

policy makers and in designing targeted strategies to effectively reduce preventable infant 

deaths. 
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Normandie (Caen), Haute Normandie (Rouen), Pays de la Loire (Nantes, Angers), Picardie 

(Amiens), Poitou-Charente (Poitiers), Provence-Alpes-Côte d’Azur (Marseille, Nice), Rhône-
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Alpes (Saint-Etienne, Lyon, Grenoble), Réunion (Saint-Denis), Antilles-Guyane (Fort-de-

France), Saint Brieuc, Tarbes-Vic Bigorre, Corbeil-Essonnes, Bondy, Pontoise, Orléans. 
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Figure 1: Localization of the 34 referral centers participating in the French SUID 

registry 

 

Figure 2: Sudden unexpected infant death management in France and data collection in 

the French SUID registry  

 

MICU: mobile intensive care unit; ELFE, Étude longitudinale française depuis l’enfance 

 

Figure 3: Timeline and sources of data collection in the French SUID registry 

 

SNIIR-AM: French national health insurance information system; PMSI: French hospital 

discharge database; CépiDC: French registry of death causes ; MICU: mobile intensive care 

unit; INSEE : National Institute of Statistics and Economic Studies  
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Table 1: Data collected in the French SUID registry  

Collected data 

Data sources 

MICU 
Referral 

center 

Forensic 

institute 
Others 

Social and demographic conditions         
Date and place of birth (child) X X 

 
  

Gender (child) X 
  

  
Nationality (child and parents) 

 
X 

 
  

Ethnicity (child and parents) 
 

X 
 

  
Age (child and parents) 

 
X 

 
  

Educational level (parents) 
 

X 
 

  
Employment status (parents) 

 
X 

 
  

Marital status (parents) 
 

X 
 

  
Socioeconomic level (parents) 

 
X 

 
  

Household composition 
 

X 
 

  
Type of social security benefits (parents) 

 
X 

 
  

Residency address X 
  

  
Personal and family medical history          
Multiple birth 

 
X 

 
  

Gestational age 
 

X 
 

  
Birth weight 

 
X 

 
  

Small for gestational age 
 

X 
 

  
APGAR score at 10 min 

 
X 

 
  

Other personal significant events during the perinatal 
period and early infancy  

X 
 

  

History of SUID and other sudden deaths in the family 
 

X 
 

  
Consanguinity between parents 

 
X 

 
  

Vaccination history 
 

X 
 

  
Significant medical events in the 72h preceding the death 

 
X 

 
  

Significant medications in the 72h preceding the death 
 

X     
Antenatal and current parental behaviors    

  
Smoking 

 
X 

 
  

Alcohol consumption 
 

X 
 

  
Other drug consumption 

 
X     

Infant feeding         
Breastfeeding 

 
X 

 
  

Last meal before death X 
 

    
Death scene         
Date and time of death X 

  
  

Place of death (address) X 
  

  
Time of last contact X 

  
  

Time of discovery X 
  

  
Arrival time of MICU X       
Usual and death sleep environment         
Sleep place X 

  
  

Type of surface X 
  

  
Sleep position last placed/found X 

  
  

Head position X 
  

  
Presence and type of objects on the sleep surface X 
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Collected data 

Data sources 

MICU 
Referral 

center 

Forensic 

institute 
Others 

Thumb and pacifier use X 
  

  
Room heat X 

  
  

Infant dressing X 
  

  
Room sharing  X       
Nature and results of clinical examinations          
Skin appearance X X X   
Body temperature X X X   
Weight X X X   
Length  X X X   
Resuscitation maneuvers X X 

 
  

Signs of autonomic dysfunction X X X   
Blood chemistry  

 
X X   

Hematology tests 
 

X X   
Lumbar puncture  

 
X X   

Microbiology 
 

X X   
Eye fundi 

 
X X   

Imagery investigations (CT scan, MRI) 
 

X X   
Autopsy 

 
X X   

Classification of SUID cases by the medical team 
(Fleming) 

  X     

Biological samples         
Blood, hair, urine, feces, and cerebrospinal fluid 

 
X 

 
  

Other data         
History of health claim reimbursements (child and 
mother)    

X 

History of hospital admissions (child and mother) 
   

X 
Death certificate information 

   
X 

Geocoding of the residency/death address 
   

X 
Urbanicity of residency/death address 

   
X 

Deprivation index of residency/death address 
   

X 
Altitude of residency/death address       X 
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MICU: mobile intensive care unit; ELFE, Étude longitudinale française depuis l’enfance  
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Figure 3: Timeline and sources of data collection in the French SUID registry  
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A compléter par les titulaires de l’autorité parentale 

 

 

Je soussignée : 

 

Prénom/Nom : 

������������������ 

��������������������

����� 

mère de l’enfant (ou représentant légal), 

accepte : 

• que mes données nominatives et 
celles de mon enfant soient recueillies 
pour cet observatoire : 
□ oui □ non  

• que les données démographiques, 
médicales, et paramédicales de mon 
enfant soient recueillies pour cet 
observatoire : 
□ oui □ non  

 

Date : ���./���/����. 

Signature : 

 

 

Je soussigné : 

 

Prénom/Nom : 

������������������.. 

��������������������

�����. 

père de l’enfant (ou représentant légal), 

accepte : 

• que mes données nominatives et 
celles de mon enfant soient recueillies 
pour cet observatoire : 
□ oui □ non  

• que les données démographiques,  
médicales, et paramédicales de mon 
enfant soient recueillies pour cet 
observatoire : 
□ oui □ non  

  

Date : ���./���/����. 

Signature : 

Je soussigné(e) le Docteur ou Professeur : 

Prénom/Nom : ������������������ 

Avoir informé ce jour les parents de l’enfant (Prénom/Nom) : 

�����������������                              sur l’Observatoire sur la Mort 

Inattendue du Nourrisson, d’avoir répondu à toutes leurs questions et d’avoir recueilli leur 

consentement libre et éclairé. 

Date : ���./���/����. 

Signature : 

�
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