Validation & Verification —
of Food & Beverage Plant
Cleaning and Sanitising Programs
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Definitions

Validation Verification
Determining if the intervention, Demonstrating that the
Definition when properly applied, will system is operating
effectively control the hazards as designed
o Will the control Are the control measures
Simplified measures work? being followed?
Scientific proof your C&S Proof your C&S program is
program is effective in being carried out in your
For C&S your plant: plant as designed:
Chemicals, tools process, Proof it’s being done
personnel are suitable to consistently
control hazard
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Validation & Verification Process

1. Conduct
Production

6. Re-Analyze

(Ongoing
Verification)

1

VERIFICATION

—
=

5. Execute
& Verify .

Process
Review \
2. Develop
C&S Control
[3. Test & Modif'y}

B Verification

[] Validation k {

Final Control

4. Document } “

ECOLAB

VALIDATION



Validation & Verification Process
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H 1. Conduct w
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Validation & Verification Process
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2. Develop Cleaning & Sanitizing Control

4 Determine Scope of Control
= Specific piece of equipment
= Line
=  Process
4 Determine End Goal: Level of Clean

(E.g., Equipment cleaned to food
production standards, allergen clean,
microbial clean, visually clean)

4 Design & Justify C&S Control for
Specific Equipment & Environment:

= Design: Establish Master Sanitation
Plan, SSOPs/specific cleaning
procedures (who, what, where, when,
how, how often?)

= Justify: Is the Control theoretically
sound?

= Existing literature, studies, advice
= Facility-specific data

4 Determine Acceptance Criteria

4 Determine How to Measure Results

—



Sanitizer Registration

Initial Validation

4 Use of an EPA-registered
sanitizer provides initial
validation that the product is
effective when used according
to label directions for use

4 EPA testing allows comparison
of different sanitizers, but may
not duplicate operating
conditions
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Validation & Verification Process

3. Test & Modify

. Conduct
Production

’[ Reniew J\ 4 Initial in-plant validation that Control

» : measures can be implemented per
6.Re-Analyze [z Develop J plan to achieve intended result

(Ongoing
! : H C & S Control
Verification) i Perform the Control per plan
Evaluate Results

t l = Need 3 consecutive passes vs.

VALIDATION

acceptance criteria or a single
— confirmation (minimum) of

: 3
' | established CIP performance
>. Execute : 3. Test & Modify > - t
& Verify : requiremen
g 4 Confirm Control is:
=

| ( + Feasible
, L*D"““"‘E”t = Comprehensive

VERIFICATION

Final Control

= Understandable

4 Modify Control and procedures as
needed and retest
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Examples of Validation Sources

~ The PRACTICAL

4 Justification chemistry &
concentrations are appropriate for
soils in application

4 Documented Cleaning & Sanitation
Program

4 Cleaning procedures/instructions/
Sanitation Standard Operating
Procedures (SSOPs)

4 Master Sanitation Schedule (MSS)

4 Results and Analysis of Hygiene
Monitoring Program
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Validation & Verification Process

4. Document Final Control Protocol

= [ Production }
Prot_:ess
”_ R \ 4 Now Control is VALIDATED!
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Validation & Verification Process

9. Execute & Verify

4 Execute & Verify Control _h‘ ]

) ) 6. RE-Ana'Iyze E

4 Ensure consistency in: (Ongoing .
Venfication)

= [mplementation of Validated Control
per Design & Schedule

= [Implementation of Sampling &
Analytical Procedures

= Delivery of Acceptance Criteria
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Validation & Verification Process

6. Verification Continues (Ongoing)
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re-analyze?

=
o
-
<
Q
L
14
L
>

\
ECOLAB

£
]
o
e
0@
02
R

ontro
[3 Test & Modﬁ,rJ

VALIDATION

11



Validation & Verification Process

6. Re-analyze (Ongoing Verification)

4 Continuous monitoring for ANY
Issues/changes that may affect

(Ongoing
=  Formulation

Z
= Production Process E
=  Equipment g t
= Scientific Information ™
= Staffing o

>

= Water (source or season) 5. Execute

& Verify

4 Validation begins again
If change OR periodically
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CASE STUDY:

SCENARIO Dedicated cookie dough production lines for allergen & non-allergen products.
Some equipment/parts cleaned via COP.
All lines met “visibly clean” criteria.

Routine swabbing conducted:
= Allergen-specific ELISA on allergen production line—passed.
= ATP on non-allergen line—passed.

CHALLENGE QA positively identified allergens in non-allergen
finished product during routine testing.

ROOT CAUSE Some equipment/parts did not fit into COP tanks
resulting in incomplete cleaning.
Parts from all processing lines were cleaned in
the same tank, reusing detergent, & presenting
Cross-contact opportunities.

CORRECTIVE A new tank was ordered that properly fit the equipment and parts

ACTION Allergen and non-allergen parts/equipment were cleaned at different times
using fresh detergent and rinse water. (Dedicated COP tanks is better).
Non-allergen parts routinely tested with ELISA tools in addition to ATP.
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VALIDATION & VERIFICATION SUMMARY

Validation demonstrates intervention will control the hazard
= Scientific proof it should be effective
» Proof it actually works in a specific facility

Verification demonstrates on-going control is in place
» React to verification data as appropriate; trend tracking essential

Both are essential for an effective program

Both must be documented so that the operator and the
iInspector can understand:

= Objective
= Approach
» |ntended result
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