
 
 

 
 

NEWSLETTER No. 20 – December 2020 

Subject: Moving from the MDD to the MDR - Sterile Barrier System 

(SBS) – New symbols 

 

Introduction:  

With the December release of STS monthly MDR newletter we aim to provide an overview about the new 

symbols introduced by the update of ISO 11607 (defined as the Sterile Barrier System) in regard to the 

transition process from MDD to MDR. 

 

ISO 11607 

ISO 11607 series is today the internationally accepted standard series for packaging and packaging materials 

used in conjunction with medical devices and consists of two separate parts. 

• ISO 11607-1: Requirements for materials, sterile barrier systems and packaging systems, establishes 

requirements for device packaging and packaging materials. 

• ISO 11607-2: Validation requirements for forming, sealing, and assembly processes, describes the 

requirements for developing and validation of those processes to be used for the manufacturing/preparation 

of sterile barrier systems. 

To facilitate the handling of the update of ISO 11607 we prepared the key definitions provided in this 

standard and ISO 15223-1. This overview will make easier for healthcare professionals dealing with the 

aseptic presentation of a sterile device. 

Packaging system 

Packaging system - Defined as a “combination of the sterile barrier system and protective packaging,” 

the packaging system must minimize potential safety hazards by:  

1) maintaining sterility of the packaged device; 

2) providing protection against biological risks; and  

3) preventing damage that could lead to device malfunction. 

Packaging system of a medical device 

The packaging system for a sterile medical device is composed of one or more sterile barriers and 

potentially additional layer(s) of protective packaging without microbial barrier. The user needs to have 

an indication of which packaging layers make up the sterile barrier system to perform adequate aseptic 

presentation of the contents minimizing risk to the patient.  
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Subclause 6.1.8 of ISO 11607-1:2019 requires that a packaging system consisting of more than one layer that 

is to be opened at the point of use, shall have an indication of the layer that forms the sterile barrier. New 

regulations in Europe have established a new requirement for labelling of the sterile barrier system Symbol 

was validated in multiple geographies (US, EU, Japan) per ISO 15223-2. 

 

Table 1 - Symbols 

 

Specific symbols  (ISO 15223-1) Standard definition (ISO 11607-1): 
 

Single sterile barrier system  
 

 

 
ISO 7000-3707 

 
Double sterile barrier system  

 

 
ISO 7000-3704 

 

Sterile barrier system - A sterile barrier system (SBS) is defined 
as the “minimum package that prevents ingress of micro-
organisms and allows aseptic presentation of the product at the 
point of use.” 
 
Additional information : 
A solid line indicates a sterile barrier system. For consistency, it 
can be useful to indicate a single barrier even though it is not 
required by ISO 11607-1. New regulations in Europe have also 
established a requirement for labelling of the sterile barrier system. 
Symbol was validated in multiple geographies (US, EU, Japan) per 
ISO 15223-2. 
 
ISO 7000-3707 to be printed only on SBS; Allows SBS to be 
recognized as such, in the case of double layers. 
 
 ISO 7000-3704 means packaged in a “double sterile barrier 
system” to minimize the risk of contamination during aseptic 
presentation. Both packaging layers are validated as sterile barrier 
systems. Symbol may be combined with an additional dotted line 
in case of further protective packaging.  
 

Single sterile barrier system with 
protective packaging inside  

 

 
ISO 7000-3708  
 

 
Single sterile barrier system with 
protective packaging outside  

 

 
ISO 7000-3709  
 

 

Protective packaging - Protective packaging is a “configuration of 
materials designed to prevent damage to the sterile barrier system 
and its contents from the time of their assembly until the point of 
use.” 
 
Additional information : 
ISO 7000-3708 - The protective packaging located inside the 
sterile barrier system is designed to prevent damage to the 
contents or to help with aseptic presentation. It does not provide a 
microbial barrier to maintain sterility.  
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Means packaged in a double entry package which consists of a 
“single sterile barrier system” with inside an additional packaging 
layer (f. ex. wrapping, lidded tray etc) to minimize the risk of 
contamination during aseptic presentation. The additional 
packaging layer is not validated as a sterile barrier system 
although it may look like one, it may be sealed or not. Further 
protective packaging may be used like carton boxes which may be 
indicated as an additional dotted line.  
 
ISO 7000-3709 - The protective packaging located outside the 
sterile barrier system is designed to prevent damage to the sterile 
barrier system and the contents or to help with aseptic 
presentation. It does not provide a microbial barrier to maintain 
sterility. 
 
Means packaged in a double entry package which consists of a 
“single sterile barrier system” within an additional packaging layer 
removed before entering into the clean environment to minimize 
the risk of contamination of this environment. This symbol would 
be applied on the additional packaging layer while symbol ISO 
7000-3707 would be applied on the SBS. The additional packaging 
layer is not validated as a sterile barrier system although it may 
look like one and is actually formally a protective packaging. 
Further protective packaging may be used like carton boxes which 
may be indicated as an additional dotted line.  
 

 

These definitions have been introduced in 2006 and today the terminology of “sterile barrier system” is also 

included in EN ISO 13485 since its latest revision published in 2016. 

MDR and the status of sterilization equipment 

With the introduction of the new Regulation (EU) 2017/745 (MDR), sterilization equipment is “deemed” to be 

a medical device, SBS continues to be an accessory in a similar way as with the MDD and sealing equipment 

is neither an accessory nor a medical device. 

ISO 11607-1 also describes how to validate the integrity of the SBS over the course of the device sterilization 
process and during subsequent handling, distribution and storage. Validation is typically achieved by 
demonstrating the integrity of the SBS over the intended shelf-life of the device. Real-time aging (RT) is 
required to fully demonstrate compliance with the standard’s requirements. However, accelerated aging 
(AAT) may sufficiently validate the integrity of the SBS to allow the sterile medical device to be placed on the 
market before real-time aging validation has been completed. 
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Justification of Shelf-life / Validation for CPT producers 

Procedural Packs Producers (CPTs producers) and Manufacturers of packaging materials and systems used 
in conjunction with sterilized medical devices must also be able to validate claims regarding the expected 
“shelf-life” of their products, that is, the period during which the seal strength (i.e., aseptic presentation) and 
integrity of the packaging (i.e., maintenance of sterility assumptions) can be assured. To design a suitable 
test strategy for the justification of the shelf-life the manufacturer should first describe the typical shelf-life cycle 
of its device. Under ISO 11607-1, stability testing required to validate shelf-life must be carried out using real-
time aging, a process that can take as long as five years or more to complete. However, although real-time 
aging studies are required, regulatory authorities typically accept test reports that validate packaging stability 
using accelerated aging studies, pending receipt of data from real-time aging assessments. 
 

Table 2 

Medical Device Regulation  Medical Device Directive  Comments*** 

11.8. The labelling of the device shall 
distinguish between identical or similar 
devices placed on the market in both a 
sterile and a non-sterile condition 
additional to the symbol used to 
indicate that devices are sterile.  

8.7. The packaging and/or label of the 
device must distinguish between 
identical or similar products sold in both 
sterile and non-sterile condition.  

Added 
requirement to 
include symbol 
and specific label  
 
See the Table 1. 

 
*** It means that added requirement has to provide an indication which enable the sterile packaging to be 
recognized as such. Indeed, there is a potential risk of confusion when additional packaging layers are used 
in order to reduce the risk of loss of sterility during aseptic presentation or in case of double sterile barrier 
systems. 
 
The new symbols reported in the Table 1 were prepared to reduce the need for multiple translations of words 
into national languages, simplify and rationalise the labelling of medical devices, thereby reducing risk of 
misidentification, promoting safety for the patient and reducing the amount of training required by health care 
personnel. 
  
According to ISO 11607-1 aseptic presentation is defined as “introduction and transfer of a sterile product 
using conditions and procedures that exclude microbial contamination”. 
 
The ability to present a product in an aseptic manner is a key design feature of the SBS and will be defined in 
more detailed manner in the our next Newsletter.  
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This newsletter is part of our campaign to increase the sensitivity and the awareness of all our business 

partners, to bring more clarity around the MDR journey and challenges and opportunities around the MDR 

Art.22 “Systems and Procedure Packs”.  

We are already today all dependent on an effective cooperation. For the MDR implementation, we require 

even a closer collaboration in order to ensure we all can deliver safe supply to hospitals and patients in the 

future. 

We are confident we’ll be able to continue to supply health care competently on customized surgical procedure 

sets and small kits. 

You want to know more about specific topics?  Do you have any questions or comments?   

Write us  MDR2020@stsmedicalgroup.com 

The next MDR Newsletter will be issued with the new year in January. 

 

We take the opportunity to wish to every reader of our monthly newsletter a pleasant Christimas time and a 

great start into 2021. 
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