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This European Standard is the result of a CENELEC lead joint collaboration between CLC/TC 62 and 
CEN/TC 293. 
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The text of document 62D/1186/FDIS, future IEC 60601-2-52:2009/A1, prepared by 
SC 62D "Electromedical equipment" of IEC/TC 62 "Electrical equipment in medical practice" was 
submitted to the IEC-CENELEC parallel vote and approved by CENELEC as 
EN 60601-2-52:2010/A1:2015. 

The following dates are fixed: 

latest date by which the document has to be
implemented at national level by
publication of an identical national
standard or by endorsement

(dop) 2016-01-22 

latest date by which the national
standards conflicting with the
document have to be withdrawn

(dow) 2018-04-22 

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CENELEC [and/or CEN] shall not be held responsible for identifying any or all such 
patent rights. 

This document has been prepared under a mandate given to CENELEC by the European Commission 
and the European Free Trade Association, and supports essential requirements of EU Directive. 

For the relationship with EU Directive see informative Annex ZZ, included in EN 60601-2-52:2010. 

Endorsement notice 

The text of the International Standard IEC 60601-2-52:2009/A1:2015 was approved by CENELEC as 
a European Standard without any modification. 
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201.3.219 
* ADULT 
PATIENT having a physical size equal to or more than 146 cm, a mass equal to or more than 
40 kg and a body mass index (BMI) equal to or more than 17 



Clause 4 of the general standard applies, except as follows: 

201.4.2.2 * General requirement for RISK MANAGEMENT  

Addition: 

The MANUFACTURER shall include, in the RISK MANAGEMENT PROCESS, HAZARDS related to 
PATIENTS taller than 185 cm. 

Compliance is checked by inspection of the RISK MANAGEMENT FILE. 

Dimensions in millimetres 

 

Key 

1 Total weight 5,1 kg ±0,05 kg 

2 Marked centre line 

3 Surface roughness 1,6 

4 Drilling hole for weight adjustment 

Figure 201.103a) – Cone tool schematic 

IEC 
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Dimensions in millimetres 

 

Key 

1 Total weight 3,34 kg ±0,05 kg 

2 Marked centre line 

3 Surface roughness 1,6 

4 Drilling hole for weight adjustment 

Figure 201.103b) – Cylinder tool schematic 

Figure 201.103 – Entrapment test tools 
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201.7.2.2.107 Marking on the MEDICAL BED for ADULTS 

The MEDICAL BEDS shall be marked on a prominent place with the symbol indicated in Figure 
201.106. 

 

Figure 201.120 – Physical description of an ADULT 

IEC 
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Only applies when the area C above is  60 mm. 

Ax represents the different areas A1, A2, A3, A4, A5 and A6 

Key 

1 Area of TOOL representing neck diameter (60 mm). 

2 Area of TOOL representing chest breadth (318 mm). 

3 Area of TOOL representing head breadth (120 mm). 

IEC 

4 MATTRESS SUPPORT PLATFORM 

5 HEAD BOARD 

6 FOOT BOARD 

7 Mattress 

8 SIDE RAIL 

Figure 201.107 – Example of MEDICAL BED with segmented or split SIDE RAIL 



Only applies when the area C is  60 mm. 

Key 

1 Area of TOOL representing neck diameter (60 mm). 

2 Area of TOOL representing chest breadth (318 mm). 

3 Area of TOOL representing head breadth (120 mm). 

4 MATTRESS SUPPORT PLATFORM 

5 HEAD BOARD 

6 FOOT BOARD 

7 Mattress 

8 SIDE RAIL 

Figure 201.108 – Example of MEDICAL BED with single piece SIDE RAIL 

IEC 
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Subclause 201.4.2 – RISK MANAGEMENT PROCESS for ME EQUIPMENT or ME SYSTEMS 

Possible HAZARDS may be: rolling over the SIDE RAIL, entrapment in MEDICAL BED extension and 
HAZARDS related to the TRAPPING ZONES described in 201.9.2.2. 

Definition 201.3.201 – ADULT 

The body mass index is calculated by the following formula: 

 
2l

mBMI   

Where: 

m  in kg 

l  in m 

The body mass index (BMI) as an additional measure for the shape of the human body was 
included in IEC 60601-2-52, since the physical size of some patients is indeed inside the 
limits of the first version of IEC 60601-2 52 (exceeding 146 cm and 40 kg) but nevertheless 
due to their particular atypical anatomy there might be a risk of being entrapped in the side 
rails. 

The body mass index (BMI) is a measure for the human body shape based on an individual's 
mass and height. BMI provides a simple numeric measure of a person's thickness or thinness, 
allowing health professionals to discuss overweight and underweight problems more 
objectively with their PATIENTS. 

For an explanation see also 201.1.1. 
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