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European Medicines Agency (EMA) EudraLex Annex 1 
– Draft v12

One or two step cleaning and 
disinfection
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What are the elements/parameters to analyze 

to determine if a cleaning prior to disinfection 

is required?

3

“ For disinfection to be effective, prior cleaning to remove surface contamination should 
be performed.” 

What are the elements/parameters to analyze to determine if a cleaning prior to 

disinfection is required?

Amount of residue & potential interaction

Ability of disinfectant to clean and disinfect 

(EPA claims, EN soiled, etc.)

Application technique

Location

01

02

03

04
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What are the elements/parameters to analyze 

to determine if a cleaning prior to disinfection 

is required?
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Contains a blend of effective surfactant

EPA registered as cleaner and disinfectant 
Disinfectant 

Composition 

01

02

What are the elements/parameters to analyze 

to determine if a cleaning prior to disinfection 

is required?

a. Residues & interactions
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a. Residues & interactions

b. Disinfectant composition

Spray, fumigation or vaporized

Mopping or wiping

01

02

What are the elements/parameters to analyze 

to determine if a cleaning prior to disinfection 

is required?
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a. Residues & interactions

b. Disinfectant composition

c. Application Technique

d. Environment

What are the elements/parameters to analyze 

to determine if a cleaning prior to disinfection 

is required?
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Cleaning and disinfection a one or a two-step? 

Example

Source: El Azab W., Cleaning and disinfection – a one or a two steps process or scientifically justified?, cleanroom technology, 

edition March 2019
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Possible options for cleaning and disinfection 

procedure 

Residues present on 
surfaces

Clean and disinfect 
the surfaces 

(Disinfectants or 
sporicides)

Rinse the surfaces 
with water or IPA

No residue on the 
surfaces

Option 1

01

02

03

04
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Possible options for cleaning and disinfection 

procedure 
Option 2

Disinfect 
the 

surfaces 

Residues 
present on 

surfaces

Clean the 
surfaces 
using a 

detergent

Rinse the 
surfaces 

with water 

No residue 
on the 

surfaces

01

02

03
04

05
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Conclusion and Q&A

Keep it simple : 

Understand your processes 
and sources of 

contamination and 
interaction to develop 

robust cleaning and 
disinfection procedures. 
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Thank 
You

For your listening

El Azab Walid 
Senior Manager Technical Services – STERIS 

Walid_elazab@steris.com
+32479790273
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