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RISING EAGLE MEDICAL

ECG Leads as a Class Il Medical Device
& Cleaning Requirements

1. Classification as a Class Il Medical Device 2. Infection Control & Cleaning Scrutiny
Electrocardiogram (ECG) leads are classified as Class |l Due to their Class Il designation, ECG leads are subject to
medical devices under 21 CFR 870.2900, as regulated by stringent cleaning and disinfection guidelines. The Joint
the U.S. Food and Drug Administration (FDA). This Commission (TJC), FDA, and Centers for Disease Control
classification recognizes ECG leads as non-invasive and Prevention (CDC) establish protocols ensuring patient
cardiovascular diagnostic devices that pose a moderate to safety and infection prevention.

high risk to patients, requiring additional regulatory

controls to ensure their safety and effectiveness. A. High-Risk Infection Control Measures

(1C.04.01.01 & 1C.06.01.01)

Key Regulatory Factors Supporting Class Il Classification: , , " ,
1. Classification of ECG Leads as Non-Critical vs. Semi-

- Direct Patient Contact: ECG leads come into direct Critical Devtices
contact with the patient's skin, accumulating bodily

fluids, sweat, gel residues, and bacteria, + ECG leads are typically non-critical devices, meaning

they contact intact skin and require low- to
+ Cross-Contamination Risk: Reusable ECG leads, if intermediate-level disinfection.
improperly cleaned, can serve as vectors for

e . . o . + However, when used in critical care settings or when
nosocomial infections (hospital-acquired infections

in contact with non-intact skin or mucous membranes,

HAIs). they may necessitate high-level disinfection per

* Performance Standards Compliance: ECG leads IC.06.01.01.
must adhere to FDA 21 CFR 870.2900, ensuring their
design, manufacturing, and cleaning processes meet 2. Disinfection Protocols (FDA, CDC, & Joint Commission
regulatory safety standards. Guidelines)

. Addi;ional S(;rutiny & Special Controls: Unlike Class + ECG leads must be cleaned using EPA-approved,
I devpes (whph require general controls only), Class intermediate-level disinfectants (e.g., alcohol-based
Il dgwces require special porjtrols, premarket or quaternary ammonium-based wipes).
notification (510(k) submission), and performance _ _
standards to mitigate risks. + Some reusable leads require manual scrubbing and

immersion in disinfectant solutions, increasing labor
costs and infection risk.

+ Joint Commission (1C.04.01.01) and WHO guidelines
mandate that ECG leads be cleaned after each patient
use.



3. Hospital Infection Prevention Standards & Best Practices

+ Many hospitals implement tracking systems to
monitor ECG lead cleaning cycles.

+ ICUs, ORs, and high-risk patient areas increasingly
adopt color-coded or single-use ECG lead sets to
minimize cross-contamination risk (1C.06.01.01)

3. Risks of Not Following Proper Cleaning Protocols

Failing to adequately disinfect ECG leads poses serious
risks, including HAls, regulatory violations, and increased
liability exposure.

A. Hospital-Acquired Infections (HAIs) & Patient Safety

+ Inadequate cleaning can lead to transmission of
MRSA, Clostridioides difficile (C. difficile),
Pseudomonas aeruginosa, and other multi-drug
resistant organisms (MDROs).

+ The CDC reports that HAls increase hospital stays by
an average of 7-10 days and cost hospitals between
$20,000-$45,000 per case.

B. Regulatory Non-Compliance Consequences
(1C.06.01.01 & FDA 21 CFR 870.2900)

+ Non-compliance with FDA disinfection requirements
or Joint Commission (1C.06.01.01) infection control
standards can result in fines, loss of accreditation, or
litigation.

C. Equipment Damage & Decreased ECG Accuracy

+ Corrosion and insulation degradation can reduce ECG
signal quality, leading to misdiagnosis and potential
patient harm.

- FDA 21 CFR 870.2900 mandates that ECG devices
maintain consistent performance quality, which can be
compromised by improper cleaning.

D. Financial & Legal Risks for Healthcare Facilities

+ Hospitals risk malpractice lawsuits and increased
liability insurance premiums if a patient contracts an
infection due to improperly disinfected ECG leads.
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4. Benefits of Disposable ECG Leads Over Reusable Leads

Many healthcare facilities are transitioning to disposable
ECG leads to reduce infection risks, regulatory burdens,
and labor costs associated with reusable lead cleaning.

A. Reduction in Cross-Contamination & Infection Risk
(1C.06.01.01)

+ Disposable ECG leads eliminate patient-to-patient
contamination risks, aligning with infection control
protocols in ICUs, ORs, and emergency settings.

+ A study in The American Journal of Infection Control
found that switching to disposable ECG leads reduced
HAIls by over 30% in high-risk units.

B. Elimination of Labor-Intensive Cleaning Requirements

+ Hospitals can reduce nursing labor costs by
eliminating reusable lead cleaning time.

+ Joint Commission 1C.04.01.01 mandates that
infection prevention protocols include staff training,
which is simplified with disposable leads.

C. Compliance with Regulatory Standards (FDA, CDC, &
Joint Commission)

+ Disposable ECG leads avoid compliance risks associ-
ated with 21 CFR 870.2900 and Joint Commission
infection control standards (1C.06.01.01).

+ They also meet CDC and WHO infection prevention
best practices without additional regulatory burdens.

Conclusion

Given the increasing regulatory scrutiny, risk of
hospital-acquired infections, and the cost burden of
reusable ECG lead disinfection, disposable ECG leads
present a safer, more cost-effective solution. By eliminating
cross-contamination risks, reducing compliance burdens,
and improving patient safety, hospitals can enhance
infection control programs while lowering long-term costs.
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