
Please tell us the background and purpose for 

obtaining CE marking certification?

Toray has focused its business operations expansion in two areas; 

Green Innovation and Life Innovation. This is part of the company’s 

medium-term management plan and we are currently working to enhance 

and drive the development of these operations. The project to develop 

protective clothing, for which we worked with BSI as a Notified Body for 

CE marking, has also been designated as a key priority development 

theme in the Life Innovation field.

Toray has a particular strength in the areas of fibres, textiles and 

film-type materials. There is a company-wide project to develop 

new products and create new businesses in progressive fields 

utilizing our technologies, and the superiority of our materials. 

Under the collective term “protective clothing,” Toray focuses their efforts 

into the development of protective suits for use in two specific fields; 

hazmat suits for industrial use (to protect against chemical agents), and 

biohazard suits for use in the healthcare field (as a countermeasure 

against infection by biological agents).

Of these two types of protective suit, we decided to obtain CE marking 

certification for the biohazard suit designed to protect against biological 

infection first. One of the key reasons for this was that achieving 

CE marking would give us market access and help us win greater 

commercial opportunities. We selected BSI to work with to do this.

Why did Toray want to obtain certification 

for protective suits?

The development of the new protective suits began in 2011 after the Great 

East Japan Earthquake when many protective suits were used in the 

decontamination efforts for the subsequent nuclear accident. However, 

despite providing adequate levels of protection, workers on site found the 

suits were uncomfortable to work in under the heat of the sun, 

and some even suffered heatstroke.

Company Profile

Toray Industries, Inc. (“Toray”) is a materials manufacturer, founded in 1926. Originally producing fibres and textiles, 

the company now also manufactures films, chemicals and resins, and creates advanced cutting-edge materials and 

high added-value products in areas such as electronics and information materials, carbon fibre composite materials, 

pharmaceuticals and healthcare, water treatment and environmental solutions. In the field of fibres and textiles, 

Toray produces and supplies all three major types of synthetic fibres (nylon, polyester and acrylic), 

and is the sole manufacturer for all of these in Japan.

The Toray Group has over 45,000 employees globally and is developing and expanding its business operations based on 

its corporate philosophy of “Contributing to society through the creation of new value with innovative ideas, 

technologies and products.”
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In response the team at Toray started developing a new-concept 

protective suit designed to be more comfortable for wearers. 

This initiative was also one of their social contribution activities aimed at 

leveraging Toray technologies to help people in disaster-stricken areas. 

The protective suits that were developed as part of this initiative proved to 

be more comfortable to wear than existing products and they were used 

in Fukushima.

Based on this experience, a project was started based on the premise that 

we would not only invest our energies into improving performance, 

but that we could also produce products with greater usability and 

comfort. When we talk about protective clothing, our perspective tends to 

lean towards the “protective” part, as a clothing manufacturer, 

we also focused our attention on achieving greater comfort for wearers. 

This started a new product development initiative which made full use of 

our company’s strengths.

Please tell us about any innovations,
difficulties or other distinctive features (if any) of 
your efforts leading up to
obtaining CE marking certification.

Whilst the protective performance and wearability of biohazard suits can 

be tested in a laboratory environment, it’s also important to do on-site 

testing to ensure that the suits achieve the intended beneficial effects. 

At Toray, we have a system whereby we have workers on site who use the 

suits then send back their comments on our product development efforts. 

This is a hard job, but we consider it to be very worthwhile.

Prior to full-scale introduction of the biohazard suit for which we obtained 

CE marking certification we headed into the field in the Republic of Guinea 

where outbreaks of the Ebola virus have occurred. Tests were carried out 

with members of medical treatment teams who were working on the 

ground and we obtained feedback from them regarding the results of 

these tests. By listening to feedback from professionals working in the 

field, and incorporating their comments into our designs, we were able to 

further improve our biohazard suit. The suit is now being used in Guinea, 

and Toray donated 10,000 of its biohazard suits to the Republic of Guinea.  

When we started to carry out tests in Guinea, the first thing we were 

asked was, “Does Toray’s product carry the CE marking?” The reality is that 

for products such as this CE marking is mandatory. 

Since first achieving CE marking we have also worked hard to improve the 

wearability and comfort of another protective suit. The new suit has 

greater breathability than the aforementioned biohazard suit. It also has 

the distinctive feature of not allowing dust to pass through it. We’ve also 

worked hard to create a more comfortable product, following a similar 

development process to the one used in developing the biohazard suit, 

and incorporating the feedback from workers in the field.

Although Toray is still a new player in this market, we will continue to 

place an emphasis on listening to the voices of users, work to develop and 

improve our products, and seek to increase the reliability of our products 

by gradually compiling a register of real-world results.

What results or benefits were gained in 
your efforts towards obtaining 
CE marking certification?

Currently there is not really any kind of global standard for biohazard suits 

for guarding against infection, and so there is no mechanism for 

guaranteeing the safety of these products. CE marking is not a quality 

mark, but it does ensure to an end user that a product is safe and meets 

the essential health and safety requirements of the European PPE 

Regulation (EU) 2016/425. Therefore, we felt that by obtaining the 

requirements of the European PPE Regulation enabling us to affix the CE Photo with President Alpha Condé of the Republic of Guinea

Demonstration experiment②：Checking comfort of LIVMOA® with 
hygrothermograph inside

Demonstration experiment① :　Detachment training
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marking to the product it would demonstrate that a recognized level of 

safety had been met.

After we obtained CE marking certification for our biohazard suit, we 

received other inquiries from the World Health Organization for similar 

products. We learnt that when wearing similar products manufactured by 

other companies, workers became very hot and uncomfortable. This gave 

rise to the suits not being worn as intended putting doctors and nurses at 

risk of secondary infection. Given the situation in Guinea, WHO is now 

focusing its attention on the comfort and wearability of biohazard suits so 

medical teams don’t put their health at risk by not wearing the suits as 

intended.

We feel strongly that obtaining CE marking certification was a major 

factor in us receiving inquiries from such a major global organization. On 

another occasion, when proposing the product at a European trade expo, 

we were only able to start negotiations as we had obtained CE marking.

Whilst we work hard to continually improve our products, the reality is 

that without CE marking which helps us to show our products meet 

market access requirements we simply could not access some of these 

opportunities.

Please tell us about your future outlook 
and objectives.

To expand of our business operations in the field of biohazard suits and 

hazmat suits for protection against chemical agents, it is important for us 

to develop a broader array of products. When it comes to protective suits, 

the range of target agents covered is diverse and wide-ranging, and it’s 

essential for us to offer both quality and a diverse product range. We want 

to expand our range with high-value products utilizing Toray materials. 

Looking at our target markets for this we will need to create products that 

appeal not only to customers in Japan, but also internationally. CE marking 

will be extremely important for us to do this as means of showing that our 

products meet the necessary market access requirements. Looking ahead, 

we are considering a new range of products for which we will also obtain 

CE marking certification, so please stay on the lookout for them!

Please tell us why you chose BSI 
as your Notified Body for CE marking

It was really important for us to select a Notified Body for CE marking to 

the European Personal Protective Equipment Regulation with a presence 

in Japan and with whom we could communicate with in Japanese. As it 

was the first time we’ve gone through the process of submitting products 

to achieve the requirements for CE marking, having confidence in a 

trusted Notified Body with a local presence was paramount. This is why 

we chose BSI.

Not only does BSI have offices in Japan, they also have experts in the field 

of product certification, particularly the EU Personal Protective Equipment 

Regulation to which these products needed to conform. BSI is in fact a 

leading Notified Body for CE marking for 13 other European Directives/

Regulations and works with hundreds of organizations all over the world 

get their products to market while complying with the latest regulatory 

requirements.

How was your certification journey with BSI?

We worked very closely with BSI throughout the process and they were 

helpful and responsive in answering any questions we had. Even though 

our timescales for obtaining certification were very tight, BSI were able 

deal with this which enabled us to obtain certification ahead of schedule.

The actual process of obtaining CE marking certification began with 

preparing the relevant technical documentation. Whilst preparing this 

documentation, BSI were able to answer all our questions and ensure that 

we understood what we needed to do and why. This expertise was very 

reassuring and gave us confidence in the process.

The service from the BSI team in Japan was excellent as they acted as 

skilled intermediaries ensuring smooth communication between Toray 

and the BSI head office in the UK. We are currently undergoing CE 

marking-related assessments in China where team members there are 

also working with BSI and experiencing the same high levels of service. 

We are seeing that this is contributing to improved levels of quality and 

awareness in our organization.

Mr. Masanobu Takeda / Manager
Environment & Energy Development Center / 
Environmental Materials Development Sect. / 
Deputy General Manager / Life Innovation 
Business Strategic Planning Dept.

Mr. Yuichiro Hayashi / Senior Staff
Environment & Energy Development Center / 
Environmental Materials Development Sect.
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