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Standards Covering Disposable Gloves

Obligation of the Employer under Directive 89/656/EEC

There are 3 main standards associated with thin mil gloves. The Use of Personal Protective Equipment sets 
out the employer obligations with regards to protection of the employee. For the manufacturer, there is the 
MDD directive which is concerned with the protection of the patient and the PPE Directive which is concerned 
with the protection of the wearer.

Below shows the obligations of the employer under the Use of Personal Protective Equipment Directive and 
clearly identifi es the need to provide the correct level of PPE protection and that it complies with the EU 
directives.

ARTICLE 3

• Identify & evaluate the risks

•Use where the risks cannot be 
avoided or limited technically

• Only use PPE products as a 
fi nal protection alternative

ARTICLE 4

• Ensure the PPE conforms with 
EU Regulations 

• Inform the user of the risk 
involved and train them 
about the right use of the PPE 

• Supply PPE free of charge 
that is :

   - fi t for purpose and of 
appropriate size and comfort 

• Defi ne the conditions of use, 
especially the period the PPE 
is worn 

ARTICLE 5

• Assess whether the item(s) 
of PPE conform with EU 
Regulations 

• Analyse and assess the risks 
involved 

• Defi ne characteristics the 
PPE must have and compare 
with the PPE selected 

• Reanalyse the risk in case of 
a process change

Directive 89/656/EEC – Use of Personal Protective   
Equipment Directive
 • Employer obligations – Protect the Employee

Directive 89/686/EEC – Personal Protective    
Equipment Directive
  • Manufacturer obligations – Protect the Wearer

Directive 93/42/EEC – Medical Device Directive
  • Manufacturer obligations – Protect the Patient
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The tables below are to identify some of the differences in the testing between and PPE Category III glove 
and a Class I MDD glove. Its clear to see the main objective of the testing of a PPE glove is associated with 
protecting the wearer v the MDD testing which is to protect the patient.

There are some signifi cant differences in the level of testing and registration required for thin mil gloves. The 
table below identifi es the route to CE marking of a product from CE simple and MDD which are self certifi ed 
to PPE category III where EC type examinations must take place. 

Medical Device 
Directive  (MDD)

Class 1

Production 
monitoring 

system

EC Quality control 
system for fi nal 

product

EC Type examination

Technical Documentation

EC Declaration of conformity

Category I 
Simple Design

Category II 
Intermediate 

Design

Category III 
Complex Design

pH

Dexterity

Sizing

Air and Liquid leak 
test

Chemical 
Permeation Test

Force at Break 
after ageing

Mechanical 
Protection

Leachable Proteins

EN420 None

CE category I and MDD gloves are SELF Certifi ed, 
Not submitted for EC type examination, are 
recognised by the CE Marks:-

                  PPE Cat I and II           MDD

Category III Complex design requires the 
facility to be audited and certifi ed according to 
article 11, Technical fi le must be completed and 
submitted for EC type Examination by a notifi ed 
body.  Recognised by the CE mark

Where nnnn is the number for the notifi ed body, 
eg

0120 - SGS

0123 - TUV

Only required in PPE directive 

Only required in PPE directive 

MDD Min 240mm PPE as per sizing chart Fig A, eg Size 9 = 250mm min

Similar test for Liquid but PPE has additional air test. Both require min 
AQL of 1.5

Only Required in PPE Directive. Most thin mil gloves achieve low 
chemical resistance symbol of Beaker with question mark

Only required in MDD, however regular test in KC glove plants

Only Required in PPE Directive. Unlikely any thin mil glove will pass

Similar requirements for both directives

EN420 None

EN420 EN455-2

EN455-2

EN420

EN455 EN420 EN420

EN455-3

EN374-2
Liquid only 
EN455-1

EN374-3
AKL

1234

None

None

EN388 None

89/686/EEC
PPE Category III

93/42/EEC
Medical 

Device Class 1

Key Test Differences between PPE Cat III and MDD

Testing and Registration of Gloves

Fig A, Sizing chart
66 7 8 9 10 11Hand Size

220 mm 230 mm 240 mm 250 mm 260 mm 270 mmMin Length in 
accordance with 6.1.3

EN455

EN420
nnnn

nnnn
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