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ISSUE 
The HPRA is issuing this safety notice to highlight the potential for accidental shocks/burns 
to patients and users using electrosurgical units (ESUs).  
 
Electrosurgery converts high frequency current into heat which can be used to cut or 
coagulate patient tissue. There are two energy modes available, monopolar or bipolar. In 
monopolar mode a current is passed through the patient from a live electrode to the 
neutral/return electrode.  
 
In bipolar mode the live and neutral electrode are combined within the diathermy instrument 
and the current passes from one electrode to the other through the tissue in direct contact 
with both electrodes. 
 
The HPRA is aware of an event where a bipolar electrode was connected to a monopolar 
output using “flying Leads”, this caused inadvertent activation without operator initiation or 
control. If the monopolar power output was left set at a previously high setting, an 
inadvertent activation of an electrode could cause serious burns or electric shock. Injury 
could occur in the time taken to deactivate the electrode by switching the ESU off. 
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The HPRA is aware of some continued use of “flying leads” and wishes to highlight changes 
that were made to the relevant harmonised standard EN 60601-2-2 Part 2-2 in 2009. The 
changes relate to active connectors and the use of flying leads and are as follows: 
 

 ACTIVE OUTPUT Terminals on HF SURGICAL EQUIPMENT and ASSOCIATED 
EQUIPMENT shall differ in configuration such that MONOPOLAR ACTIVE 
ACCESSORIES, NEUTRAL ELECTRODES and BIPOLAR ACTIVE ACCESSORIES cannot be 
improperly connected.  

 
ACTIVE CONNECTORS having more than one pin shall have fixed pin spacing. “Flying leads” 
are prohibited. 
 

 
 
 

ACTION OR RECOMMENDATIONS 
The HPRA advises that in order to ensure patient and staff safety always follow the 
manufacturer’s instructions when using electrical equipment for medical purposes. 
 
Always follow standard protocols and clinical best practice. Consider the patient and user 
risk/benefit if opting to use “flying leads” in light of EN 60601-2-2 Part 2-2 recommendations. 
Always verify leads and inputs are set up appropriately before commencing surgery.  
 
It is recommended that you inspect reusable electrical equipment for damage before and after 
use and replace when necessary. The patient’s jewellery should be removed before the 
procedure to avoid burns. When using alcohol-based or aerosol products during skin 
preparation, use extreme care as they are highly flammable. If a patient has an active 
implantable device such as pacemakers, cochlear implants, ICD's there may be the potential 
for interferences. 
 
When the active electrode is not in use it should be stored away from the operating field to 
prevent burns to patients and staff. When using monopolar mode, do not place the return 
electrode over bony surfaces, metal implants, scar tissue, fatty tissue or a hairy surface as this 
can lead to serious burns. [1][2]. Always use the lowest possible power settings to achieve the 
desired surgical effect. [1][3] 
 
Avoid the practice of "buzzing the hemostat" as it can lead to accidental burns to the patient 
or surgeon. 
 
The aim of this safety notice is to prevent unintended electrical contact between patients, 
users and electrical power sources. 
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TARGET GROUPS 
HSE Hospital Staff  
Private Hospital Staff  
Healthcare professionals who use these 
devices 
Theatres 
Surgeons 
 

Nursing Staff 
Hospital Managers 
Purchasing / Procurement / Material 
Managers 
Supplies Managers 
Risk Managers 
Clinical Engineers / Biomedical Engineers 

 
 
 

MANUFACTURER / AUTHORISED REPRESENTATIVE/  DISTRIBUTOR CONTACT 
INFORMATION 

Enquiries to the manufacturer should be addressed to the contact details found on the 
device labelling / instructions for use. 
 

 
 

 

HPRA CONTACT INFORMATION 

All adverse incidents relating to a medical device should be reported to: 

Health Products Regulatory Authority 
Kevin O’Malley House 
Earlsfort Centre 
Earlsfort Terrace 
Dublin 2 
 

Telephone: +353-1-6764971 
Fax:  +353-1-6344033 
E-mail:  devicesafety@hpra.ie 
Website: www.hpra.ie 
 


