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OVERVIEW

Under IEC 60601-1, any device operated within the 1.5-meter Patient Vicinity must meet Medical Electrical (ME)
Equipment safety requirements. This guide provides clinical engineers and IT directors with the technical standards,
engineering strategies, and audit checklists necessary to achieve full compliance -- from galvanic isolation and
infection control to display clarity and regulatory references.
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SECTION 01

The 1.5-Meter Rule & Patient Vicinity Compliance

Under current IEC 60601-1 standards, any electrical device operated within the Patient Vicinity - defined as 1.5 meters (5
feet) from a patient - must meet strict safety requirements, especially in operating rooms and surgical suites.

THE HAZARD THE STANDARD

Non-medical monitors carry leakage currents up to Medical-grade monitors must maintain leakage current
3,500pA. In clinical settings, even small currents can below 100pA under normal conditions -- 35x more
cause "micro-shocks" or interfere with sensitive stringent than consumer equipment standards.

life-support equipment.

Utilizing a medical monitor with 2 x MOPP (Means of Patient Protection) to power a non-certified box PC or NUC

protects patients from power surges.

SECTION 02

Infection Control & Pathogen Prevention

Infection control protocols prioritize hardware that prevents both liquid ingress and the internal circulation of airborne

pathogens.
Feature IP65 (Medical Best Practices) IP54 (Consumer Best Practices)
Solid Ingress Dust-tight; zero ingress. Protected against limited dust.
Liquid Ingress Resists low-pressure water jets. Resists light splashes only.
Cleaning Protocol Validated for 24/7 chemical spray. Vented; liquids void warranty.
KEY FEATURE KEY FEATURE
Fanless Thermal Management Ease of Cleaning
Passive cooling is essential. Traditional fans pull in pathogens Flat surfaces and fewer nooks and crannies simplifies
and circulate them back into the sterile field. A fanless, sealed cleaning and prevents the spread of pathogens, protecting
unit is required for OR and ICU settings. patients from hospital-acquired infections.
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SECTION 03

Image Integrity & High-Contrast Visualization

Display clarity and durability are critical for consistent visualization and data legibility. Our monitors utilize wide viewing
angles and fast refresh rates to provide the visibility clinical environments require.

Wide Viewing Angles
Helps clinicians accurately see what's on the display even at extreme angles.

Fast Refresh Rates
Prevents image tearing and displays clearer text and images.

Gloved Touch Accuracy
Improves touch-point precision for users wearing multiple layers of gloves.

SECTION 04

Clinical Audit Checklist

Certification: Is the entire unit IEC 60601-1 certified (not just the power brick)?
Isolation: Does the device provide 2 x MOPP protection for patients and operators?

Sealing: Is the front bezel IP65 rated for direct spray disinfection?
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Design: Is the unit fanless to prevent the spread of airborne contaminants?
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SECTION 05

Regulatory Standards & Technical References

The data and engineering strategies outlined in this guide are derived from the following international standards and
industry frameworks. These references should be cited in any facility audit or risk management documentation.

IEC 60601-1:2005+A1:2012 / A2:2020
Medical Electrical Equipment -- Part 1: General requirements for basic safety and essential performance. Referenced: Clause
8 (Protection against electrical hazards) and Clause 16 (Medical Electrical Systems).

IEC 60601-1-1
Collateral standard: Safety requirements for medical electrical systems. Governs combinations of equipment used together in
a clinical environment.

ANSI/AAMI ES60601-1
U.S. national adoption of the international IEC 60601-1 standard. Required for compliance in all FDA-regulated facilities.

IEC 60529 (IP Code)
Degrees of protection provided by enclosures. Referenced: IP65 standard (dust-tight + low-pressure water jet resistance).

ISO 14971
Application of risk management to medical devices. Justifies the medical monitor as a quantified risk-mitigation control within a
formal hazard analysis and risk assessment.

Need Official Certification Documents?

For CB Reports, UL Certificates, or specific isolation diagrams for your facility's www.cybernetman.com

audit, contact our compliance team. Our engineers can provide a custom risk
analysis for your specific workstation configuration and patient environment. sales@cybernet.us

(888) 834-4577
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