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We would like to start with an update about the Global and European regulatory affairs concerning sterilisation-packaging materials or Sterile Barrier Systems. 

As you might know the European Medical Device directive 93/42/EEC was published in 1993. These regulations were given the character of national requirement and transferred into a national legislation by June 1998. The patients and staff safety rules in the Medical Device Directive have been described in details by the harmonised European Standards issued by the European Committee for Standardisation (CEN). As soon as a supplier certifies that his product are conform to the harmonised standards one can assume that the products are conform to the requirements of the Directive.

The EC directives are “ contracts “ among member states that describes a common position in relation to any issue that may affect member states.

As you know there are now 10 new countries, which joined the European Union. An EC directive is drafted by the European Commission and ratified by the council of Ministers.

The MDD harmonises the regulatory requirements for medical devices within the European Union.

The MDD covers both product design, manufacture and include safety, chemical, physical and biological requirements, microbiological aspects and labelling.

All manufacturers are obliged to keep technical documentation on every device.

With other words we are manly talking about the patient’s safety

CEN TC 102 WG 4

CEN TC 102 WG 4 was established on May 3rd 1988, to deal with European Standards concerning single use and reusable packaging.

The aim was to harmonise all existing European Standards, and not to reinvent the wheel. 

Document EN 868-1 has been ratified and was published in the official European Journal in February 1997. Part 1 is a mandated horizontal standard.

All packaging materials have to fulfil the EN 868-1 requirements even conventional textiles. Packaging materials are considered a class 1 accessory, which means self-certification. Conventional textile is therefore excluded.  

Documents EN 868 - 2 and subsequent parts are dealing with the requirements and test methods and can be used to show compliance with these particular requirements. (A tool to proof compliance to part 1). Products in compliance with these requirements are in compliance with part 1. These parts are considered vertical parts and are not mandated.

Non-compliance to these parts of the standard does not mean or infer non-compliance to part 1.

Parts 2-8 have been ratified and have been published in June 1999.

Standards are rather tools to prove the conformity with the Medical Device.

Bacterial Barrier

Of course Barrier properties are the most important part of packing materials.

Let us be honest for more than 40 years we are trying to develop microbiological test methods. However several methods have been developed over the years but are not universal applicable or globally acceptable.

Therefore there is a strong direction towards physical test method, which is correlated with a Microbiological method. 

Therefore there is a note in the new ISO 11607 packaging standard stating:

There is no universal applicable method of demonstrating microbial barrier properties.

Evaluation of the microbial barrier properties of porous materials is typically conducted by challenging samples with an aerosol of bacterial spores or particulates under a set of test conditions which specify the flow rate through the material, microbial challenge to the sample, and duration of the test. The microbial barrier properties of the material under these specified test conditions are determined by comparing the extent of 

bacterial or particulate penetration through the material with the original challenge. Validated physical test method is found to correlate with a validated microbiological challenge method, the data from the physical test method are considered acceptable for determining the microbial barrier properties. As validated microbial challenge methods for materials and sterile barrier systems become available, they will be considered for inclusion in future editions of this International Standard.

Globally we have the Organization For Standardization (ISO). Within the ISO there is the Technical Committee 198 Working Group 7 this WG has published document ISO 11607 

“Packaging for terminally sterilized medical devices “.

ISO/TC 198 WG 7 and CEN TC 102 WG 4 have agreed in May 2002 that a joint combined revision of ISO 11607 and EN 868-1 will be developed under the Vienna agreement, with an ISO lead, to create one global packaging standard.

EN standards have to be revised every 5 years. EN 868 – 1 was at that stage.

It is very important that this new packaging standard has to show compliance with the essential requirements or other provisions of the European directives.
So probable end 2005 beginning 2006 we will have an ISO standard for Sterile Barrier Systems.  

The new harmonized standard will exist of two parts.

Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems.

Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes.

These International Standards are applicable to industry, health care facilities, and wherever medical devices are packaged and sterilized.

CSSD in hospitals will as well be considered as industry, as far as I am concerned this the right decisions. Where is the difference between hospitals and manufacturers? Let us not forget that we are talking about the safety of the patient.   

Announcing Sterile Barrier Systems to the Italian market:

The minimum packaging configuration that maintains sterility of the package contents until aseptic presentation at the point of use. 

Protective Packaging

The packaging configuration designed to prevent damage to the sterile barrier system and its contents from the time of their assembly until the point of use.

Packaging system

The combination of the Sterile Barrier System and protective packaging.

What is the European perspective on ISO 11607 & EN 868 - 1? 

All global suppliers have to proof their claim. Meaning that the packing is fulfilling the 11607 and therefore the MDD requirements.

· One Global standard.

What will change?
· Countries cannot put their heads in sand anymore and stating that there is no standard for Sterile Barrier systems. 
· For years we have made a difference between industry and hospitals. But what is the difference between industry and a hospital. Raw materials go in on one side and the finished product at the other side. The patient goes in the hospital one side and one way or the other out at the other side. 

Why does the industry have to validate and the hospital not?

· We can now compare apples and apples and not any longer apples and oranges.

· Routine control of all parameters.

· In Europe forming and sealing (part 2) will have to be taken in consideration. 

· It will lead to improved quality in the hospital and industry.

· Possible new developments for improved SBS  

· At last we will start to speak globally the same language

· EN 868 2-10 are up for revision but will continue to exist to be used as tools to proof compliance to ISO 11607.

· Safety of the patient.
Sterile Barrier System only as a protection.

The choice of packaging material depends on several criteria.

The medical device, which has to be packed.

After sterilization a barrier is needed to protect the packed medical devices and to maintain sterility until the point at which they will be used.

The sterilant medium has to pass through (porosity).

Should not release any harmful substances nor considerable change (chemically or physical) during sterilization.

The material has to pack easily so it has to be soft and memory free.

Strong (packaging, sterilization, transport, storage)

It must show damages and not create false safety. (pinholes)

The packaging material must prevent contamination. 

Be compatible with the sterilization process.

Possibly being used as a sterile field. Meaning being repellent towards low-tension liquids. We counted in a University hospital 13 different kind of low-tension liquids used in the OR.

Lint free. Lint is a potential hazard for the patient.

The guarantee of an aseptic opening 

It was Louis Pasteur who understood that a bacteria can only think straight and not go around corners and he proved this with his swan hales. 

Protection cannot go far enough, there’s more protection than meets the eye.

We are a great supporter to use always two layers of wrap and to wrap the medical device subsequently.

WHY?

To create a tortuous path to prevent migration of organisms from reaching the sterile contents. By subsequently packing you always make different folds (lock)

Double wrap = wrap – wrap

Two sheets used in a single action are in practice only one sheet. Even if they are stuck together. We probable all remember that when conventional textile was used to wrap our instrument trays we sew two sheets together. With other words what is new?

To be able to use different packaging methods (Packaging, envelope, roll method).

To use different qualities, dimensions and interleaved colours to be able to differentiate between sterile and non-sterile (holes-in the theatre).

Using interleaved coloured wrap you always know that you have subsequently wrapped. Due to the colours you do not forget a layer.

With interleaved colours you detect faster damages like holes or tears.

If the outside of the inner pack is expected to be sterile, wrap – wrap.

One can distinguish sterile and non-sterile.  

To guarantee aseptic opening. 

Sterility is not time but event related
The loss of sterile package integrity is usually regarded as an event related, rather than time related.

Shelf life is a complex matter and depends on a lot of different factors. I therefore do believe that it is very difficult, for any manufacturer or supplier of packaging materials, to answer the question how long a medical device remains sterile after sterilization.  (Dutch point system). 

Shelf – Life

Several things have to be taken into consideration like;

How stable is the medical device, which has been packed.

How stable are the raw materials of which the packaging material is manufactured.

The change of penetration of micro-organisms during transport / storage 

How and by whom has it been packed?

The method of sterilization.

Way of transport.

Storage conditions.

How easy is it to open the packaging aseptically and how has it been opened in the theatre?

SLIDE DIN –NEN Point system

Quality:

The industry is working to all kind of Quality standards to supply the hospitals with the best quality products.

So the hospital can supply the best quality to their customers the patient.

Why is quality so important?

· Better control over the process.

· Increasing and improving productivity and quality.

· Less cost

· Satisfied customers - patients

Sterile Barrier Systems are a vital part of the medical device for the hospital and Industry. I do strongly believe that budgeting on SBS is the wrong thing to do. At the end of the day quality will pay itself back.

