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Summary

Many of us, working in the healthcare sector, have asked this 
very normal question since the announcement of the new 
Medical Device Regulation.

This white paper will give you a clearer picture of what is 
there to know about the MDR in general and in practice. Given 
the diversity of medical devices, the focus of this paper will 
be on the difference between medical devices and cosmetic 
products used for daily patient hygiene – bathing and incon-
tinence care, so you can take an informed decision.

What happened to the products 
that could not comply with the 
newly enforced standards? 
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Let’s start with the root cause 
of this conundrum 

What is different and, more importantly,  
why do we need a new Medical Device 
Regulation?

In 2016, governments across Europe announced the introduction of a new 
regulation on medical devices. The new regulation replaced what was 
known in the industry as the Medical Device Directive (MDD, 93/42/EEC). 

The change was linked to divergent interpretations of the current directives  
and incidents concerning product performance, highlighting certain legal 
system weaknesses.1 Besides, the EU institutions revised the laws gover- 
ning medical devices and in-vitro diagnostics to upgrade in line with the 
sector’s developments over the last 20 years.

The revision aimed to guarantee a robust, transparent, and sustainable 
regulatory framework and maintain a high level of safety while supporting 
innovation.2 As a result, in May 2017; two new regulations on medical 
devices came into force.

Medical device manufacturers across Europe had more than 4 years to 
prepare the infrastructure needed for the re-certification of their products 
as medical devices, according to the new standards. 

The Medical Device Regulation came officially into force in May 2021, 
applicable to all European Union countries

Before even entering into force, this regulation raised a lot of questions 
and concerns about what this meant for manufacturers. 

After the introduction of the MDR, in May 2021, those who didn’t manage 
to navigate this process could officially no longer claim that their product 
is compliant with medical device standards. 

In practice, this means that as of May 2021 a CE label on their products 
is neither needed nor justified. Bathing products, like impregnated wipes 
or gloves that do not comply with the new medical device regulation, 
typically fall under the regulation of the cosmetic products.* 

*This is only true for class I medical devices. Other classes that still have a valid CE certificate 

can follow MDD untill May 2024 íf they recertified before 2021.

 
1 + 2 https://ec.europa.eu/health/medical-devices-sector/new-regulations_en

The products didn’t change from one day to another, they remained the 
same, so then what is the difference between a medical device product 
and a cosmetic product?

The 7 key differences between a Medical 
Device and a Cosmetic bathing product

Below we describe important differences between the two product types 
and the quality system requirements for each of them. There are two 
perspectives that allow us to differentiate the two product types: safety 
requirements and quality systems.
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MEDICAL DEVICE 
PRODUCT                                              

> PRODUCT SAFETY
An independent laboratory checks the product  
for biocompatibility of the ingredients used. 
  
> MANUFACTURER’S MARKETING CLAIMS
Need to be based on actual tests. 

> FOREIGN BODIES
There are no general standards but in spe-
cific cases (such as for topical applications) 
the manufacturer should follow the European 
Pharmacopeia standards: (TAMC* = <100 
CFU**/g or CFU/ml, TYMC*** <10 CFU/g or 
CFU/ml).
 
> BATCH RELEASE 
Batch release testing is required for every 
batch. Maximal batch size, sample size and  
sampling interval should be justified to appli-
cable guidelines to ensure the released pro-
ducts are within the set specifications.
 
> QUALITY MAGANEMENT SYSTEMS
Clearly defined by regulation for the entire 
product cycle: from product development to 
manufacturing and supply.
 
> QUALITY STANDARD   ISO 13485
 
> POST-MARKET SURVEILLANCE 
Post-market surveillance is required to main-
tain product quality, safety and effectiveness.

COSMETIC 
PRODUCT                                         

> PRODUCT SAFETY
A product can be considered safe based on 
the ingredients used. Some manufacturers do  
tests, but it is not obligatory.

> MANUFACTURER’S MARKETING CLAIMS
Can be sufficiently backed up by using exis-
ting literature only.

> FOREIGN BODIES
The presence of total microbial count is 
maximum 1000 CFU/g or CFU/mL, although  
manufacturers can comply to stricter 
norms.****
 
> BATCH RELEASE 
Batch release testing is required, but there 
are no standards for maximum batch size, 
sampling interval or sampling size: the manu- 
facturer sets the bar.
 
> QUALITY MANAGEMENT SYSTEM
The cosmetic QMS***** does not cover safety 
aspects for the personnel working on the 
plant, protection of the environment, product 
development and distribution of the finished 
products.
 
> QUALITY STANDARD   ISO 22716
 
> POST-MARKET SURVEILLANCE
No post-market follow up required. * 
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Arion compliance with Medical Device 
Regulation for Swash® products 

One of the reasons Arion chose to have most of its Swash® and Arion 
Slide Solutions products notified as Medical Devices is higher standards 
adopted in the manufacturing process. Medical Device compliance offers 
extended guarantees to the users, because of higher requirements for  
quality and safety assurance in production. Moreover, the Good Manu- 
facturing Practice principles under ISO 13485 (medical devices) go further 
than under ISO 22716 (cosmetics).

Don’t hesitate to contact us at info@arion-group.com for more information about these tests and their impact on the quality and safety of the 
product or for a visit to our production facilities. 

PRODUCTION 

We produce our bathing products  
in an ISO9001 and ISO 13485 
certified production facility in an 
ISO 14644 certified Class 6 clean- 
room. 

QUALITY CONTROL 
RAW MATERIALS
 
Rigorous tests on incoming raw  
materials and intermediates to 
ensure constant high quality 
of our MDR-compliant Swash® 
bathing products.

QUALITY CONTROL 
FINISHED GOODS

A fully equipped quality con- 
trol laboratory operated by 
quality control analysts, a 
Quality Assurance Specialist, 
an R&D assistant and a Phar- 
macist tests our products once 
they come from the production 
line.

Here is how we ensure that our Swash® 
bathing products live up to the highest 
standards of safety and quality
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INCOMING RAW MATERIAL               INTERMEDIATES           FINISHED GOODS

- Refractive index

- FT Infrared Spectrophotometry 
 
- Total Microbial Count

- Weigh/thickness (Nonwoven)

- Density

- Viscosity

- Odour/appearance  

- Refractive index

- pH

- Total Microbial Count

- Microbiological Stability

- Density

- Viscosity

- Odour/appearance

- Odour/appearance 

- pH

- Total Microbial Count

- Microbiological Stability

- Weight

- Tear strenght (Gloves)

- Humidity

How can anyone identify if a bathing product 
is a cosmetic product or and MD?

Although it’s been more than a year since the implementation of the MDR, 
there are still manufacturers of bathing products that did not manage to 
upgrade their packaging with the mandatory MD label on the package, 
which indicates that the product is a medical device.

If the MD label is not on the package and the marketing materials of the 
products, there are other ways to know what type of product it is. If you 
have little to no access to all the details described in the list of the diffe-
rences, the easiest way to know if a bathing product is a Medical Device is 
through the CE label. The CE label is not applicable for cosmetic products. 
Additionally, CE products should have a Declaration of Conformity or a CE 
declaration (depending on the class).

In essence, for the bathing/hygiene products industry, the biggest impact 
caused by the change from MDD to MDR is that the requirements to get 
an MD label are stricter now.

Key takeaway facts:

NOT ALL THE BATHING PRODUCTS ARE 
MEDICAL DEVICES.
 
Some impregnated gloves and wipes are medical 
device products and some are cosmetic products. 

Since May 2021, a manufacturer can make a medi-
cal device marketing claim only if the product is 
compliant with the  MDR – the latest medical device 
requirements in terms of safety and quality.

Cosmetic products don’t require a CE label on the 
packaging. Products with a CE label must have a 
valid Declaration of Conformity. Medical device 
products will always have a CE label on the pack-
aging, a Declaration of Conformity, and a MD label 
(unless it’s not a medical device class I).
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Conclusions

The medical device industry within the 
European Union is an innovative and  
thriving market with plenty of options to 
choose from.

The peril of such diversity lies in the attention given to the quality and 
safety standards and the difficulty of overlooking the compliance of such 
a diverse market.

Changes in legislation or regulation often result from the need to improve 
according to the sector’s needs. The potential downside of these chan-
ges is that during the transition period, they often come with misunder-
standings or differences in interpretation by the involved stakeholders. 
Sometimes there are discrepancies between theory and practical imple-
mentation.

Either way, manufacturers who want to guarantee to their clients that their 
devices are compliant with the latest standards in quality and safety are 
responsible for investing all the resources needed to navigate through the 
changes resulting from the new regulation.
 

Highlight 

The MDR provides the right framework for more uni-
form and equal standards in the European Medical 
Devices market. The improvements brought by the  
new regulation contribute to better quality in health- 
care for patients and medical device users.

www.arion-group.com     Arion Nederland B.V.
Rutherford 11 • 6422 RE Heerlen
+31 (0)45 209 4000

Arion Deutschland GmbH 
Rutherford 10 • 52072 Aachen
+49 241 95 50 9350

How can you make a 
difference for your 
organization?

Hospitals and nursing homes already spend many 
resources to prevent infections, resistance to anti-
biotics or cross-contamination etc. Using products 
that live up to the latest European standards in safe- 
ty and quality can make a major difference, both 
for the hospital’s personnel and for their patients.

At the same time, decision-makers who need to 
choose between different products need to be e- 
quipped with relevant knowledge and information 
to make an informed decision for their organization. 

If you are an assortment coordinator, an infection 
prevention specialist or a purchaser for a healthca-
re organization, you play a major role in choosing 
the products that are the most effective and safe for 
your organization. 

We hope that through this paper we managed to 
contribute some insightful facts that can help you 
make an informed decision next time you need to 
choose the most suitable products.
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