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Does it Affect You?

If you think that these topics or regulations don't
affect you, you may be wrong!

Federal Inspection Program

State Inspection Programs

. Must enforce requirements "at least equal
to" those imposed under the Federal Meat
and Poultry Products Inspection Acts

Retail Exemption

- Must comply with the FDA Food Code in which
HACCP plans are mandated for specific
processes




HACCP Plan Validation

. AAMPIifier
. October 1, 2008

. AAMP initially
reported on the
validation issue




HACCP Plan Validation

. Captiol Line-Up
.- April 1, 2010
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HACCP Plan Validation
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HACCP Plan Validation

Timeline

. October, 2008 — Initial discussions

. August, 2009 — Meet with FSIS officials

. September, 2009 — Submitted industry letter
. February, 2009 — Dr. Petersen letter

. March, 2010 — Response letter and Guidance
document released

. April, 2010 — Meet with FSIS officials
. June 19, 2010 — Industry comments due .




HACCP Plan Validation

Previous published regulation

. Title 9 CFR - 417.4(a)(1) — Validation,
Verification, Reassessment

“Upon completion of the hazard analysis and
development of the HACCP plan, the establishment shall
conduct activities designed to determine that the HACCP
plan is functioning as intended. During this HACCP plan
validation period, the establishment shall repeatedly test
the adequacy of the CCP’s, critical limits, monitoring and
recordkeeping procedures, and corrective actions set
forth in the HACCP plan.”




HACCP Plan Validation

Previous published regulation
. 1996 — Federal register 61 FR 38826-38827

“Where processes are well-documented in the scientific
literature, it is not necessary to require inoculation
studies or any other research effort as part of the
validation process. However, an establishment
Introducing a new technology, applying standard
technology in an unusual way, or lacking experience
with a technology, would have to undertake more
extensive scientific and in-plant validation of its HACCP
plan under commercial operating conditions.”




HACCP Plan Validation

T rad e aSS O Ci ati O n I ette r DRAFT GUIDANCE: HACCP SYSTENMS
. FSIS response letter i
. Published guidance

xperience with a ne
t make up the entire HAC

would rai g tions whether the HACCF system has been adequately validated.

Definition of HA(

The HACC m i5 defined as the HACCFT plan in operation, including the
HACCP plan f. The HACCP plan in operation includes the hazard analy

Website access:
www.fsis.usda.gov e R i or

WWW.aamp.com

Note: The HACCP svstem, rather than just the HACCP plan, is discussed
throughout the rest of this document.

Validation Has Two Parts
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HACCP Plan Validation

According to interpretation of the draft guidance

. This will be implemented to all
. ALL HACCP plans
- ALL CCPs
- ALL prerequisite programs
.- Essentially ALL products within each HACCP category.

. Guidance relies heavily on microbiological testing




HACCP Plan Validation

- What is validation?
1. Supporting documentation
Provides theoretical food safety

2. In-plant validation data
Provides proof of food safety

In-plant observations
Measurements
Microbiological test results




HACCP Plan Validation

. What data should be collected?

- Indicator organisms along with additional side-by-side
pathogen positive/negative detection testing
. Indicator tests or organisms include

. aerobic plate counts (APC), total plate counts (TPC),
generic e. coli, etc.

. Pathogens

. E. coli O157:H7, Salmonella, Listeria monocytogenes,
Staphylococcus aureus, Clostridium botullnum
Clostridium perfringens, etc.




HACCP Plan Validation

Use of safe harbors and supporting document are
now being questioned

. Regulations
. Documents (Appendix A, Appendix B, etc.)
. Scientific supporting documents (peer-reviewed)




HACCP Plan Validation

. How much data should be collected?
. Guidance Is vague

. Slaughter
. Initial - 13 carcasses (with each species)

- Ongoing - a prudent establishment would continue
sampling at an alternative frequency

. Other HACCP processes
. Initial - unknown

- Ongoing - a prudent establishment would continue
sampling at an alternative frequency




HACCP Plan Validation

.  Ongoing sampling
. What happens if you have a
positive test result?

. Does that bring everything
Into question since the
previous sample?




HACCP Plan Validation

How many products should be sampled?
. Guidance Is vague

- Microbial data for at least one product from each
HACCP category utilized

- Products can be grouped, BUT the similarities and
differences in species, process, product public health
risk, and food safety hazards should be considered




HACCP Plan Validation

- What is the expected timeline?

. Truthfully it should already be done, but the previous
FSIS interpretation never included microbial sampling

- Initial validation — first 90 days of new HACCP plan

. Timeline that the Agency will set out in an upcoming
Federal Register notice




HACCP Plan Validation

. What s the estimated cost?

Slaughter HACCP plan (per species)

Fresh processing HACCP plan (per product)

RTE processing HACCP plan (per product)

Shelf stable HACCP plan (per product)

Initial validation cost was approximately $2,300
Ongoing validation cost was approximately $700 annually

Initial validation cost was approximately $2,000
Ongoing validation cost was approximately $650 annually

Initial validation cost was approximately $12,000
Ongoing validation cost was approximately $3,600 annually

Initial validation cost was approximately $3,700
Ongoing validation cost was approximately $1,100 annually




HACCP Plan Validation

. Consider your number of HACCP plans and product
variability

HACCP Plan — Beef Slaughter

HACCP Plan — Pork Slaughter

HACCP Plan — Lamb Slaughter

HACCP Plan — Raw, Not Ground Meat and Poultry Products

HACCP Plan — Raw, Ground Meat and Poultry Products

HACCP Plan — Fully Cooked, Not Shelf Stable Meat and Poultry Products
HACCP Plan — Not Fully Cooked, Not Shelf Stable Meat Products
HACCP Plan — Heat-Treated, Shelf Stable Meat and Poultry Products




Validation Cost Calculator
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Validation Cost Calculator

. Allows you to modify:
. Your microbial testing cost
- Your shipping costs
. Your initial validation sampling frequency
- Your ongoing verification sampling frequency
. Which HACCP plans you are utilizing

. The amount of products you are producing within
each HACCP plan

. Automatically generates your potential initial
validation testing costs and ongoing verification
testing costs




HACCP Plan Validation

. AAMP guestions

- What benefit the industry would get from the
collection of this microbial data...how will it improve
the safety of the meat products produced?

. The scientific validity of the validation methods
. Costs to the meat industry

. Impact to the remaining very small and small
Independent inspected establishments




AAMP Validation Resources

What is AAMP doing?

. Meeting with other national meat trade associations
. Meeting with FSIS officials
. Communicating with AAMP affiliates
- Providing the meat industry guidance
- AAMPIifier — October 1, 2008
. Capitol Line-Up — April 1, 2010
- Sample form letters

- New webpage - www.aamp.com/Validation.php
- EXCEL spreadsheet
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AAMP Validation Resources
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HACCP Plan Validation

- What can you do?

- COMMENT

- Due by April 19, 2010
. Utilize the information provided to you

. Communicate with your legislators

. Communicate with your state Farm Bureau
. Communicate with your customers

. Communicating with fellow meat processors




HACCP Plan Validation

Represents a drastic policy on Agency expectations on
validation of HACCP systems

Document is ambiguously written to including excessive
microbial testing to validate all processes, regardless of

whether the process is well-recognized scientifically as
valid and effective

No food safety problem has been identified to require this
shift in Agency interpretation of validation

Benefit to public health regarding microbial testing is
unknown and not identified

Significant costs to the meat industry




HACCP Plan Validation

FSIS Administrator Al Almanza asks for comments
on this draft validation compliance guide

Submit your comments to.
. Email: DraftValidationGuideComments@fsis.usda.qgov
. Mail: Docket Clerk, USDA, FSIS

Room 2-2127
5601 Sunnyside Avenue,
Beltsville, MD 20705

Comments should be submitted by June 19, 2010
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Questions




