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NEURESCUE device journey (2017-2024)

• 2 CT scan studies (1 published)

• 1 pilot animal study

• 1 blinded RCT animal study (published)

• Cadaver feasibility study (published)

• Usability study US

• 1 GLP-compliant animal study

• 510(k) authorization

• Investigational Device Exemption (IDE)

• Community consultation study 

• 3 initiated acute clinical studies

• 2 finalized acute feasibility studies

• 3 publications and 4 on its way

• Initial process of an RCT 

• Initial process of CE mark
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Agenda
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Intended use 
umbrella
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Definition MDR 2017/745

(52) The ability of a device, resulting from any direct or indirect 

medical effects which stem from its technical or functional 

characteristics, including diagnostic characteristics, to achieve its 

intended purpose as claimed by the manufacturer, thereby leading 

to a clinical benefit for patients, when used as intended by the 

manufacturer;  

(53) ‘clinical benefit’ means the positive impact of a device on the 

health of an individual, expressed in terms of a meaningful, 

measurable, patient-relevant clinical outcome(s), including 

outcome(s) related to diagnosis, or a positive impact on patient 

management or public health;

(22) the ability of a device to achieve its intended purpose as stated 

by the manufacturer;

Clinical Evaluation Plan & Clinical 
Documentation Plan

• Intended performance data

• Intended clinical performance

• Intended clinical benefits

• Intended claims

• Risk assessment
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Intended Use & 
Indication for use

• Define your performance data.
• Intended use: an advanced supraglottic airway device used to 

ventilate spontaneously breathing patients as well as assist-
controlled ventilation. It is also designed to facilitate tracheal 
intubation.

• Indication for use: patients evaluated as eligible for a 
supraglottic airway.

• It is also indicated in a known or unexpected difficult airway

The first SGA to be approved was the LMA by Dr. Brain in 1992.

Intended Performance data

• Ease of use (lickert score)

• Position

• Performance spontaneously breathing 

• Performance mechanical ventilated (leaks- controlled ventilation 

20 mmH2O)

• Intubation

• Difficult airway
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Intended Performance, clinical performance, 
clinical benefit & claims

Performance 
data no.

Performance Clinical performance Clinical benefit Claim

1 Spontaneous 
ventilation

No air leaks
Good positioning

Used during anesthesia with 
spontaneous breathing patients

Airway device for 
spontaneous breathing 
patients during anesthesia

2 Mechanical 
ventilation 
20mmHg

No air leaks Ventilation during anesthesia 
No regurgitation

Airway device for ventilation 
of patient during anesthesia

3 Intubation Bridging device to 
intubation

The SGA can be used as a rescue device Intubation airway

4 Intubation 
difficult airway

Bridging a difficult airway 
to safe intubation

Safe intubation of the patient 1st rescue strategy in a cannot 
ventilate - cannot intubate 
situation.

Performance data and clinical development 
plan
Performance data 
number

Performance to be generated Clinical development

1 Spontaneous ventilation in anesthetized patients Human studies

2 Mechanical ventilation in anesthetized patients (20 
mmHg)

Human studies

3 Intubation possibilities Mannequin and cadaver studies

4 Intubation difficult airway Difficult airway case reports
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Clinical Development Plan (ISO14155 Annex 1)

Regulatory status Pre-market Post-market

Clinical development Feasibility pilot
RCT
Mannequin studies/Cadaver studies
Case reports

Post-market follow up studies

Type of design Conformity and exploratory Conformity to support safety and performance and post-
market clinical follow-up. Registry studies, case reports.

Description of clinical 
investigations

First in human feasibility
Mannequin and cadaver investigations

Post market clinical follow up studies

Burden to subjects Interventional and non-interventional follow-
up

Interventional and none-interventional follow up.
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Clinical evidence according to MDR 2017/745

(52) clinical evidence’ means clinical data and clinical 
evaluation results pertaining to a device of a sufficient 
amount and quality to allow a qualified assessment of 
whether the device is safe and achieves the intended 
clinical benefit(s), when used as intended by the 
manufacturer; 

MDCG 2020-6:  Clinical evidence needed for  medical 
devices previously CE marked under Directives 
93/42/EEC or 90/385/EEC 

Appendix III – Suggested hierarchy of clinical evidence for conformation 
of conformity with relevant GSPR under the MDR.

Hierarchy of 
clinical 
evidence 

MDCG 2020-6/Appendix III/12 Ranks
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Sufficient amount and quality of evidence

Sufficient evidence & quality  
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Sufficient quality

• Evidence level

• Good Laboratory Practice

• ICH/GCP compliant

• ISO14155 compliant

• Regulatory requirements 
(MDR/21 CFR)

• GDPR/HIPAA

• Good documentary practice 
(eTMF, CTMS)

Clinical 
Evaluation Report

• Intended performance, Intended 
clinical performance, and intended 
clinical benefit are now valuable 
data for confirmed

• Performance data
• Clinical performance data
• Clinical benefits that can be 

weighed against the risks and 
support the:

• Intended use
• Indication for use
• Intended user and all Claims
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Questions

Thank you

Anette.Kristiansen@neurescue.com
https://www.linkedin.com/in/anette-kristiansen-7a97a34/

mailto:Anette.Kristiansen@neurescue.com
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