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Reminder of key relevant concepts

Cooked ham (Category 1.2.a)

Ice cream (Category 1.3)

Agenda



BTSF Lm criterion in (EC) No 2073/2005

→ Implementation date is 01.07.2026



Decision tree to identify if the shelf life is validated, under which category, which studies to  perform and which limit to apply

1. Is PRODUCT 

CHARACTERIZATION 

(pH, aw) available?

NO

YES

2. Based on product 

characterization is Lm 

unable to grow?
Use Footnote 8, Reg. 2073/2005

YES

Cat. 1.3. 
- Shelf life validated (CT not needed)

- Criteria: 100 CFU/g @end SL

- Perform FP monitoring & EMP

- DS for due diligence (Lm unable to 

grow).

3. Has the FBO consulted 

SCIENTIFIC LITERATURE?
(similar product and process)NO

Evidence that Lm is 

unable to grow?YES

YES

Unable to validate 

Lm shelf-life

Get product 

characterized

NO / 

insufficient 

information

4. Has the FBO 

implemented 

ADDITIONAL STUDIES?
(Annex II, Reg. 2073/2005)

NO / NO Evidence

NO

YES

5. Which studies?

DURABILITY STUDY

(DS)

PREDICTIVE MICROBIOLOGY

(PM)

CHALLENGE TEST

(CT)

Growth 

potential

Growth 

kinetic
Fitting 

module

Simulation 

module
Growth probability 

module

6. Based on the studies is 

Lm unable to grow?

YES
Cat. 1.3. 

- Shelf life validated

- Criteria: 100 CFU/g @end SL

- Perform FP monitoring, EMP

- DS for due diligence (Lm unable 

to grow)

NO
7. Based on the studies is 

Lm unable to reach 100 

CFU/g at end of SL?

YES
Cat. 1.2.a 

- Shelf life validated

- Criteria: 100 CFU/g @end SL

- Perform FP monitoring, EMP

- Perform DS, increased frequency

NO

Cat. 1.2.b 
- Shelf life not validated as control measure  

- Criteria: not det. 25g @end SL

- Perform DS with high frequency

- Review FP monitoring & EMP closely

- Define precise OOS Lm procedure

→ High risk product for Lm, consider 

reformulation if possible to ensure 100 

CFU/g not exceeded at end of SL.

Lm SL not validated

→ Perform add. studies

→ Temporarily apply the 

criteria not detected in 

25 g



BTSF
1. Setting 2. Validation 3. Verification 4. Monitoring

Steps to evaluate shelf life

SL: Based on historical products, 

products on the market, literature

• Challenge test studies

(growth potential or

maximum speciifc growth 

rate)

• Predictive Microbiology 

studies,

• Combination of both

• Durability studies • Regular testing and trending, (at 

end of production) and end of shelf 

life

Cat. 1.2.a 
- Shelf life validated

- Criteria: 100 CFU/g @end SL

- Perform FP monitoring, EMP

- Perform DS, increased frequency

Cat. 1.2.b 
- Shelf life not validated as control measure  

- Criteria: not det. 25g @end SL

- Perform DS with high frequency

- Review FP monitoring & EMP closely

- Define precise OOS Lm procedure

→ High risk product for Lm, consider reformulation if 

possible to ensure 100 CFU/g not exceeded at end of SL.

Cat. 1.3. 
- Shelf life validated

- Criteria: 100 CFU/g @end SL

- Perform FP monitoring, EMP

- DS for due diligence (Lm unable to grow)

→ Category 1.3 according to 

Footnote 8 Reg.2073/2005,

→ Validation not required

Category attribution based on

Footnote 8 Reg.2073/2005
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1. Setting 2. Validation 3. Verification 4. Monitoring

Each RTE food is different

CT or PM

• 3 inoculated batches, 

• 5 sampling points 

throughout the SL

• Enumerate Lm & 

background flora

• Measure pH and aw

• Reasonably 

foreseeable 

conditions of storage 

& use

• Lab study

CT or PM

• n non inoculated  

batches

• 3 sampling points 

throughout the SL

• Enumerate Lm & 

background flora

• Measure pH and aw

• Reasonably 

foreseeable conditions 

of storage & use

• Lab study

FP testing

• n batches non 

inoculated  batches

• 1 sampling time @ 

end of SL

• Enumerate 5 Lm 

samples

• Reasonably 

foreseeable 

conditions of 

storage & use

• Factory storage 

(and analysis?)

Market, brief, litt.

• Set target shelf life

• Identify the Lm 

category (1.1 / 1.2a / 

1.2.b / 1.3) based on 

footnote 8 (or identify 

need for additional 

studies and define 

what they are)

• Decide if validation and 

verification are 

required or go directly 

to FP monitoring
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BTSF
1. Setting 2. Validation 3. Verification 4. Monitoring

Each RTE food is different

CT or PM

Result of CT shows 

limited growth on 3 

batches, due to Lactic 

Acid Bacteria

→ Category 1.2.a

→ Limit= 100 CFU/g 

@end SL

CT or PM

4 Durability Studies (DS) 

with time temperature 

abuse throughout first 

calendar year

Frequency reduced to 2 

DS throughout following 

calendar years

FP testing

Voluntary testing at 

end of production 

(limit 10 CFU/g)n=5 

samples every month

FP Monitoring at end 

of SL (limit 10 CFU/g) 

n=5 samples every 

week.

Market, brief, litt.

pH & aw combinations 

allowing growth according 

to Footnote 8

pH=6.1 

aw=0.96

EMPevery batch,: Zone 1: 10 swabs, Zone 2 and 3 (10 swabs, 5 sponges), Zone 4 (5 sponges)
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BTSF
1. Setting 2. Validation 3. Verification 4. Monitoring

Each RTE food is different

Market, brief, litt.

18 months

Frozen Product ! 

→ What is expected in 

this case?

pH=?

aw=?

euroglaces_reactive_statement_on_listeria_-_final_-_12_march_20252025421356512682139.pdf

!! Caution !!

No growth does not 

exclude persistence.

For this category 

precedent case with 

Blue Bell Ice cream 

with 3 deaths

Multistate Outbreak of Listeriosis 

Linked to Blue Bell Creameries 

Products| Listeria | CDC

https://www.unionfoodmultidoc.com/public/unionfood/documents/2025/04/euroglaces_reactive_statement_on_listeria_-_final_-_12_march_20252025421356512682139.pdf?R=1031571
https://www.unionfoodmultidoc.com/public/unionfood/documents/2025/04/euroglaces_reactive_statement_on_listeria_-_final_-_12_march_20252025421356512682139.pdf?R=1031571
https://www.unionfoodmultidoc.com/public/unionfood/documents/2025/04/euroglaces_reactive_statement_on_listeria_-_final_-_12_march_20252025421356512682139.pdf?R=1031571
https://www.unionfoodmultidoc.com/public/unionfood/documents/2025/04/euroglaces_reactive_statement_on_listeria_-_final_-_12_march_20252025421356512682139.pdf?R=1031571
https://www.unionfoodmultidoc.com/public/unionfood/documents/2025/04/euroglaces_reactive_statement_on_listeria_-_final_-_12_march_20252025421356512682139.pdf?R=1031571
https://archive.cdc.gov/www_cdc_gov/listeria/outbreaks/ice-cream-03-15/index.html
https://archive.cdc.gov/www_cdc_gov/listeria/outbreaks/ice-cream-03-15/index.html
https://archive.cdc.gov/www_cdc_gov/listeria/outbreaks/ice-cream-03-15/index.html
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Each RTE food is different

Market, brief, litt.

18 months

Category 1.3

pH=6.1 

aw=0.98

pH=?

aw=?

• Product characterization is still required in this 

case, otherwise in case of temperature abuse, we 

can’t know how Lm will behave

• Validation would not be required

• Verification including reasonably foreseeable 

conditions of use is advisable, can substitute 

monitoring

Monitoring 

is required.

• Voluntary testing 

at end of 

production (limit 

10 CFU/g)n=5 

samples every 

month

• FP Monitoring at 

end of SL (limit 10 

CFU/g) n=5 

samples every 

week.

EMP every batch target Zone 1, zone 2, zone 3 and zone 4
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ec.europa.eu/

europa.eu/

@EU_Commission 

@EuropeanCommission 

European Commission

europeancommission 

@EuropeanCommission

@EuropeanCommission

EUTube

Keep in touch

https://open.spotify.com/user/v7ra0as4ychfdatgcjt9nabh0?si=SEs1mANESea5kzyVy7HvDw
https://ec.europa.eu/
https://europa.eu/
https://twitter.com/eu_commission
https://twitter.com/eu_commission
https://www.facebook.com/EuropeanCommission
https://www.facebook.com/EuropeanCommission
https://www.instagram.com/europeancommission/
https://medium.com/@EuropeanCommission
https://medium.com/@EuropeanCommission
https://medium.com/@EuropeanCommission
https://www.youtube.com/user/eutube


BTSF

Thank you!

BTSF
ACADEMY

© European Union 2021
Unless otherwise noted the reuse of this presentation is not authorised. For any use or 
reproduction of elements that are owned by the EU, permission may need to be sought 
directly from the respective right holders.

HaDEA-BTSF-PROJECTS@ec.europa.eu

European Commission
European Health and Digital Executive Agency (HaDEA)
Established by the European Commission

B-1049 Brussels/Belgium
HaDEA-BTSF-PROJECTS@ec.europa.eu

Address : Viale Parioli 96 - 00197 Roma - Italy
Phone: Tel/Fax +39.06.8080111
Email:  info@opera-italy.eu   
Website: www.opera-italy.eu / www.opera-
btsftraining.eu  

mailto:HaDEA-BTSF-PROJECTS@ec.europa.eu
mailto:info@opera-italy.eu
mailto:info@opera-italy.eu
mailto:info@opera-italy.eu
http://www.opera-italy.eu/
http://www.opera-italy.eu/
http://www.opera-italy.eu/
http://www.opera-btsftraining.eu/
http://www.opera-btsftraining.eu/
http://www.opera-btsftraining.eu/

	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13: Keep in touch
	Slide 14

