5-20-2019

EIAO HACCP Validation Workshop

Activity:

- Evaluate only CCP B1 for the cooking, smoking, and drying steps in an establishment’s jerky process using the HACCP validation job aid to determine if adequate supporting documentation (scientific support ONLY) has been gathered/collected.

Purpose:

- Review validation requirements and recommendations for supporting documentation establishments should maintain to demonstrate compliance with requirements.

Steps:

- Consider this workshop as if you are performing part of an FSA in a jerky establishment
- Review the establishment’s supporting documentation (scientific support ONLY) for its CCP B1 for the cooking, smoking, and drying steps to determine if it has been properly validated.  
- Use the following questions to assist you with reviewing the supporting documents provided. 
- Documents to review:

· Hazard Analysis
· HACCP plan
· Buege 2006 article
· Critical Limit Summary from Univ. of Wisconsin
· Jerky Guideline

1. Identify the HACCP Processing Category 




2. Describe the microbiological food safety hazards being controlled at the Cook, Smoke, and Dry process step by CCP B1.




3. Identify the Food Safety Outcome that should be achieved for the identified microbiological food safety hazards by implementing CCP B1 




4. Describe the process control measures or interventions the establishment uses at CCP B1 

 


5. Identify the critical operating parameters in the HACCP plan for CCP B1 used to determine the effectiveness of the process control measure or intervention in eliminating, preventing or reducing the occurrence of each food safety hazard to an acceptable level.





6. Describe the establishment’s scientific support that demonstrates that the process control measures or interventions it uses to support that CCP B1 will adequately address the specific food safety hazards in the hazard analysis? 

For each identify:
Name of the reference document, guideline, or journal article
a. type of product studied
b. the food safety hazard
c. expected level of hazard reduction or prevention to be achieved
d. all critical operational parameters 	
e. the processing steps that will achieve the specified reduction or prevention

7. Does the establishment maintain the scientific support for the design of CCP B1? 






8. Does the scientific support for CCP B1 closely relate to the establishment’s actual process, product and hazard identified in the hazard analysis?







9. Did the establishment incorporate the same critical operating parameters for the process control measure or intervention described in the scientific or technical support into CCP B1?
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	Hazard Analysis – Heat Treated, Shelf Stable (Beef Jerky)


	Process Step
	Potential hazard, introduced, controlled or enhanced at
this step.
	Is the potential food safety hazard significant?
	Justification for decision
	What control measures can be applied to prevent the significant hazards?
	Is this step a critical control point (CCP)?

	Receive Meat 
	B:  Pathogen contamination (Salmonella, E. coli O157:H7)
P: Buckshot, needles 
C: Drug residues, hormones 
	B: Yes 
P: Yes 
C: No 
	B: Raw meat is a known source of pathogens that can cause serious illness. 
P: Prior experience of plant management indicates that periodic buckshot in beef rounds is an issue. 
C: Not reasonably likely to occur. USDA National Residue Sampling program (2008) shows violative residues <0.2% for beef. 
	B: Subsequent cook step (CCPB1). 
P: Subsequent metal detection  (CCPB3). 
	No 

	Store Refrigerated 
	B: Pathogen growth, pest contamination 
P: Foreign material contamination 
C: None 
	B: No 
P:No 
	B: Refrigeration is monitored continuously by an external alarm service that will alert management in case of failure, pest management PRP in place. 
P:Foreign Material Inspection at Pre-Op 
	
	No

	Receive Non-Meat Ingredients 
(Soy sauce, water, brown sugar, hot sauces, hot pepper, black pepper, dried chives, minced onion, minced garlic, pineapple bromelain)
	B: Pathogen contamination (Salmonella) 
P: Metal fragments 
C: Pesticide/ herbicide residue, allergen contamination 
	B: Yes 
P: No 
C: No 
	B: Spices have been associated with pathogen contamination events. 
P: All ingredients purchased from reputable suppliers with Letters of Guarantee. 
C: All ingredients purchased from reputable suppliers with Letters of Guarantee. Allergen PRP in place 
	B: Subsequent cook step (CCPB1).
	No 

	Receive Packaging 
	B: None 
P: None 
C: Non-food grade packaging; residues 
	C: No 
	C: All packaging purchased from reputable suppliers with Letters of Guarantee. 
	
	No

	Store Ambient 
	B: Pest Contamination 
P: Foreign Material 
C: Allergen Contamination 
	B: No 
P: No 
C: No 
	B: Pest Management PRP in place 
P: Foreign Material inspection at Pre-Op 
C: Allergen PRP in place 
	
	No

	Weigh Marinade Ingredients 
	B: Pathogen cross-contamination 
P: None 
C: None 
	B: No 
	B: Employee training on personal hygiene and GMP. Subsequent cook step. 
	
	No

	Mix and Simmer Marinade 
	B: None 
P: None 
C: None 
	
	
	
	No

	Cool Marinade 
	B: None 
P: None 
C: None 
	
	
	
	No

	Tumble 
	B: Pathogen cross-contamination 
P: None 
C: None 
	B: No 
	B: Adherence to SSOP. Employee training on personal hygiene and GMP. Subsequent cook step. 
	
	No

	Place in Lugs 
	B: Pathogen cross-contamination 
P: None 
C: None 
	B: No 
	B: Adherence to SSOP. Employee training on personal hygiene and GMP. Subsequent cook step. 
	
	No

	String & Hang 
	B: Pathogen cross-contamination 
P: None 
C: None 
	B: No 
	B: Employee training on personal hygiene and GMP. Subsequent cook step. 
	
	No

	Cook, Smoke & Dry 
	B1: Pathogen survival (Salmonella, E. coli O157:H7) 
B2: Pathogen growth post-packaging (Listeria, Staph aureus) 
P: None 
C: None 
	B1: Yes 
B2: Yes 
	B1: Cooking is the only opportunity to destroy pathogens that may be present on the raw meat. 
B2: Adequate drying of the meat is necessary to create a shelf-stable product that will not support the growth of pathogens. 
	B1: Proper time, temperature, and RH control (Buege et al., 2006). 
B2: Proper reduction of water activity (aw) by drying (FSIS Compliance Guideline for Meat and Poultry Jerky Produced by Small and Very Small Establishments. 2014). 
	Yes 
CCP B1 
CCP B2 

	Cool 
(ambient only) 
	B: Spore outgrowth of C. perfringens; Pathogen cross-contamination  (Listeria) 
P: Foreign Material contamination 
C: None 
	B: No 
P: No 
	B: Product is shelf-stable upon removal from the oven and therefore does not need to be cooled for safety. Finished water activity CCP at Drying is <=0.91, which is below the minimum growth limit for C. perfringens ( FDA Appendix 4:  Bacterial Pathogen Growth and Inactivation); Employee training in hygiene and GMP. Adherence to SSOP. 
P: Foreign material checks and condensation checks at pre-op and operational inspections. 
	
	No

	Place in Lugs 
	B: Pathogen cross-contamination  (Listeria, Staph aureus) 
P: None 
C: None 
	B: No 
	B: Employee training in hygiene and GMP. Adherence to SSOP. 
	
	No

	Metal Detection 
	B: None 
P: Metal fragments 
C: None 
	P: Yes 
	P: Metal detection is the final opportunity to remove metal fragments from the product. 
	P: Pass all product through metal detector. 
	Yes 
CCP P1 

	Store Ambient 
	B: None 
P: None 
C: None 
	
	
	
	No

	Cut (Logger or bandsaw) 
	B: Pathogen cross-contamination  (Listeria) 
P: Metal fragments 
C: None 
	B: No 
P: No 
	B: Employee training in hygiene and GMP. Adherence to SSOP. 
P: Foreign material check at pre-op and operational inspections. 
	
	No

	Weigh (auto or manual) 
	B: Pathogen cross-contamination (Listeria) 
P: None 
C: None 
	B: No 
	B: Employee training in hygiene and GMP. Adherence to SSOP. 
	
	No

	Package 
	B: Pathogen cross-contamination (Listeria) 
P: None 
C: Allergen Cross Contamination 
	B: No 
C: No 
	B: Employee training in hygiene and GMP. Adherence to SSOP. 
C: Allergen PRP in place 
	
	No

	Box 
	B: None 
P: None 
C: None 
	
	
	
	No

	Store Ambient 
	B: None 
P: None 
C: None 
	
	
	
	No

	Ship 
	B: None 
P: None 
C: None 
	
	
	
	No





	Critical Control Point (CCP)
	Hazard
	Critical Limits of the Preventive Measures
	Monitoring
	Corrective
Action
	Records
	Verification

	
	
	
	What
	How 
	Frequency
	Who
	
	
	

	Cook, Smoke & Dry 
CCP B1 (Cook) 
	Pathogen survival (Salmonella, E. coli O157:H7) 
	Application of the Type 2 Process Schedule below:

1.Set oven dry bulb to reach 145°F within 10 minutes.  Maintain oven temperature at ≥145°F until 15 minutes into process.

At start of process, wet bulb must be at least 105°F 

2. 15 minutes into process, set oven dry bulb to reach 170°F within 10 minutes.  Maintain oven dry bulb temperature at  ≥170°F for ≥105 minutes.

At 120 minutes achieve ≥170°F dry bulb, ≥112°F wet bulb 

3. Set oven to ≥145°F and continue to achieve dryness

Per 
Critical limit summary for lethality of beef jerky: http://www.meathaccp.wisc.edu 
	Smokehouse dry bulb temperature, smokehouse wet bulb temperature, relative humidity, and time.  
 


	Smoke house probes and recorder chart.  Relative humidity calculated using  http://home.fuse.net/clymer/water/wet.html




	Continuous 










	Smoke house operator.








	If a deviation from a critical limit occurs, the establishment owner or designee is responsible for corrective action protocol as stated in 9 CFR 417.3
	Smokehouse
Recorder chart.

Smokehouse 
Temperature/Time/RH Log

Corrective Action Log

Thermometer Calibration Log


	QA will verify that the wet bulb wick is clean and the wet-bulb water well contains the appropriate amount of water prior to startup.

Once per week, the establishment owner or designee will review the Smokehouse 
Temperature/Time/RH Log, Corrective Action Log, Thermometer Calibration Log.

Once per month the establishment owner or designee will observe the smokehouse operator or designee perform the monitoring activity.

Preshipment review will be completed on CCPs prior to shipping.




	Critical Control Point (CCP)
	Hazard
	Critical Limits of the Preventive Measures
	Monitoring
	Corrective
Action
	Records
	Verification

	
	
	
	What
	How 
	Frequency
	Who
	
	
	

	Cook, Smoke & Dry 
CCP B2 (Dry) 
	Pathogen growth post-packaging (Listeria, Staph aureus) 
	Maximum finished water activity (aw) of 0.85


 
Per FSIS Compliance Guidelines for Meat and Poultry Jerky Produced by Small and Very Small Establishments, 2014, p.15. 
	Water activity 
	Water activity meter 
	Once per batch, minimum one test per tree 
	QA or designee 
	In accordance with 9 CFR 417.3
	Water Activity Log by plant management or designee; Calibration Log by plant management or designee; Corrective Action Log by plant management or designee 
	Records reviewed by close of business the following day by plant management. (Complete=all records filled out correctly and CCPs met, incomplete=not filled out correctly or CCP’s not met, must complete CA if CCP not met) Daily, plant mgmt. directly observe monitoring procedure. Water activity meter calibrated once per shift by plant manager or designee. Every Corrective Action directly observed by plant management or designee. Preshipment review will be completed on CCPs prior to shipping. 


	Metal Detection 
CCP P1 
	Metal contamination, specifically buckshot, birdshot 
	Ferrous 
> 7mm 

Non-Ferrous 
> 7mm 

Per FDA Compliance Policy Guide Sec. 555.425 Foods, Adulteration Involving Hard or Sharp Foreign Objects, updated 11-29-2005. 
	Metal fragments 
	Metal Detector 
	Continuous – all product will be ran through metal detector 

At the end of the day, if no product results in a positive metal result, the absence of any positive metal results will be noted on the CCPP1 form 
	Metal Detector, with operator oversight 
	Hold all product since last acceptable verification of metal detector; retest through operative detector. Mgmt review procedure to: determine cause of deviation and eliminate it, restore CCP control, prevent recurrence, and ensure that no adulterated or injurious product enters commerce. 
	Metal Detector Log by operator or designee; Corrective Action Log by plant mgmt. or designee 
	Records reviewed by close of business the following day by plant management. (Complete=all records filled out correctly and CCPs met, incomplete=not filled out correctly or CCP’s not met, must complete CA if CCP not met) 
Verify proper function of metal detector start of each shift and about every 2 hours thereafter by operator or designee. Daily, plant mgmt. directly observe monitoring & verification procedure. All CA’s will be directly observed by plant management. Preshipment review will be completed





