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European foreword 

This document (prEN 13795-1:2023) has been prepared by Technical Committee CEN/TC 205 “Non-
active medical devices”, the secretariat of which is held by DIN. 

This document is currently submitted to the CEN Enquiry. 

This document will supersede EN 13795-1:2019. 

prEN 13795-1:2023 includes the following significant technical changes with respect to 
EN 13795-1:2019: 

a) Clarification of testing specifications and reporting of results; 

b) Preparation of samples for testing of bursting strength in the wet state according to the test method 
standard EN ISO 13938-1:2019 (i.e. not any longer according to EN 29073-3:1992 as in the previous 
version); 

c) Expansion of former Annex D “Environmental aspects” to include considerations regarding 
environmental impact and circular economy (now Annex D “Environmental impact”); 

d) Alignment to Regulation (EU) 2017/745 (including updated Annex ZA); 

e) Update of normative references and bibliography. 

This document has been prepared under a standardization request addressed to CEN by the European 
Commission. The Standing Committee of the EFTA States subsequently approves these requests for its 
Member States. 

For the relationship with EU Legislation, see informative Annex ZA, which is an integral part of this 
document. 

EN 13795 consists of the following parts, under the general title Surgical clothing and drapes — 
Requirements and test methods: 

— Part 1: Surgical drapes and gowns 

— Part 2: Clean air suits 
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Introduction 

The transmission of infective agents during invasive surgical procedures can occur in several ways (see 
informative Annex B). 

Surgical drapes, including the intended use as a sterile field, and surgical gowns are used to minimize the 
spread of infective agents to and from patients’ operating wounds, thereby helping to prevent post-
operative wound infections (see Annex B). 

The performance required of coverings for patients, clinical staff and equipment varies with, for example, 
the type and duration of the procedure, the degree of wetness of the operation field, the degree of 
mechanical stress on the materials and the susceptibility of the patient to infection. 

The use of surgical gowns with resistance to the penetration of liquids can also diminish the risk to the 
operating staff from infective agents carried in blood or body fluids. 

This document is intended to assist the communication between manufacturers and third parties with 
regard to material or product characteristics and performance requirements. 

Therefore, Annex B provides comprehensive information on characteristics, measurement of 
performance and performance requirements. Annex C clarifies that this document does not include 
environmental provisions. Annex D provides information on characteristics regarded relevant in context 
with surgical gowns and drapes, however but not covered normatively (i.e. without applicable 
performance requirements). Annex E explains the concept of performance levels and provides guidance 
to users for selecting products. 

This document focuses on General Safety and Performance Requirements (GSPR) arising from the 
Medical Device Regulation (EU) 2017/745, which are applicable to surgical drapes and gowns. The 
requirements and guidance in this document are expected to be of help to manufacturers and users when 
designing, processing, assessing and selecting products. It is the intention of this document to ensure the 
same level of safety from single-use and reusable surgical clothing and drapes throughout their useful 
life. 

Surgical gowns are used to minimize the transmission of infective agents between patients and clinical 
staff during surgical and other invasive procedures. Hereby, surgical gowns contribute to the clinical 
condition and the safety of patients as well as to the safety and health of users following up General Safety 
and Performance Requirements (GSPR) of Regulation (EU) 2017/745 on Medical Devices. This document 
addresses the same level of protection for patients and users (i.e. the surgical team) by not differentiating 
the performance requirements for surgical gowns respectively. However, this document does not 
formally address any Essential Health and Safety Requirements of Regulation (EU) 2016/425 on Personal 
Protective Equipment and does not provide specific guidance for surgical gowns intended by the 
manufacturer for dual use as medical device and personal protective equipment. 
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1 Scope 

This document specifies information to be supplied to users and third-party verifiers in addition to the 
usual labelling of medical devices (see EN ISO 20417 and EN ISO 15223-1) concerning manufacturing 
and processing requirements. 

This document gives information on the characteristics of single-use and reusable surgical gowns and 
surgical drapes used as medical devices for patients, clinical staff and equipment, intended to prevent the 
transmission of infective agents between clinical staff and patients during surgical and other invasive 
procedures. 

This document specifies test methods for evaluating the identified characteristics of surgical drapes and 
gowns and sets performance requirements for these products. 

This document does not include information on resistance to penetration by laser radiation of products. 
NOTE If resistance to penetration by laser radiation is claimed for surgical drapes, suitable test methods 
together with an appropriate classification system are given in EN ISO 11810. 

This document does not cover requirements for incision drapes or films. 

This document does not cover requirements for antimicrobial treatments for surgical gowns and drapes. 
Antimicrobial treatment can cause environmental risks such as resistance and pollution. However, 
antimicrobial treated surgical gowns and drapes fall under the scope of this document with respect to 
their use as surgical gowns and drapes. 

2 Normative references 

The following documents are referred to in the text in such a way that some or all of their content 
constitutes requirements of this document. For dated references, only the edition cited applies. For 
undated references, the latest edition of the referenced document (including any amendments) applies. 

EN ISO 139:2005,1 Textiles — Standard atmospheres for conditioning and testing (ISO 139:2005 + 
Amd. 1:2011) 

EN ISO 811:2018, Textiles - Determination of resistance to water penetration - Hydrostatic pressure test 
(ISO 811:2018) 

EN ISO 9073-3:2023, Nonwovens - Test methods - Part 3: Determination of tensile strength and elongation 
at break using the strip method (ISO 9073-3:2023) 

EN ISO 9073-10:2004, Textiles - Test methods for nonwovens - Part 10: Lint and other particles generation 
in the dry state (ISO 9073-10:2003) 

EN ISO 10993-1:2020, Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk 
management process (ISO 10993-1:2018, including corrected version 2018-10) 

EN ISO 11737-1:2018,2 Sterilization of medical devices — Microbiological methods — Part 1: 
Determination of a population of microorganisms on products (ISO 11737-1:2018) 

                                                             

1 Impacted by EN ISO 139:2005/A1:2011 

2 Impacted by EN ISO 11737-1:2018/A1:2021 
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EN ISO 13938-1:2019, Textiles - Bursting properties of fabrics - Part 1: Hydraulic method for determination 
of bursting strength and bursting distension (ISO 13938-1:2019) 

EN ISO 22610:2006, Surgical drapes, gowns and clean air suits, used as medical devices, for patients, clinical 
staff and equipment - Test method to determine the resistance to wet bacterial penetration (ISO 
22610:2006) 

EN ISO 22612:2005, Clothing for protection against infectious agents - Test method for resistance to dry 
microbial penetration (ISO 22612:2005) 

3 Terms and definitions 

For the purposes of this document, the following terms and definitions apply. 

ISO and IEC maintain terminology databases for use in standardization at the following addresses: 

— ISO Online browsing platform: available at https://www.iso.org/obp/ 

— IEC Electropedia: available at https://www.electropedia.org/ 

3.1 
colony forming unit 
CFU 
unit by which the culturable number of microorganisms is expressed 

Note 1 to entry: The culturable number is the number of microorganisms, single cells or aggregates, able to form 
colonies on a solid nutrient medium. 

3.2 
cleanliness 
freedom from unwanted foreign matter 

Note 1 to entry: Such matter can be microorganisms, organic residues or particulate matter. 

3.2.1 
cleanliness — microbial 
freedom from population of viable micro-organisms on a product and/or a package 

Note 1 to entry: In practical use, microbial cleanliness is often referred to as ‘bioburden’. 

3.3 
critical product area 
product area with a greater probability to be involved in the transfer of infective agents to or from the 
wound, e.g. front and sleeves of surgical gowns 

3.4 
infective agent 
micro-organism that has been shown to cause wound infections or that might cause infection in a member 
of the surgical team or the patient 

3.5 
less critical product area 
product area less likely to be involved in the transfer of infective agents to or from the wound 
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