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Facilitator: Robert Wilson, FDA/ORA/Kansas City District Office

Scribe: Mark Hackman, FDA/CVM/Division of Compliance

Breakout Group 6B was asked to respond to questions 1, 3, 4, and 5.

1. What feed safety programs are operating today (Industry and government) and can they be made available for review by the FDA? [For example, State Egg Safety Programs, trade association quality assurance programs, firm’s own in-house quality assurance programs, etc.] Please provide a name and/or contact information for FDA to obtain copies.

· Pork, Beef, Poultry Quality Assurance

· State Quality Assurance Programs

· American Feed Industry Association (AFIA) – feed safety program

· National Grain and Feed Association (NGFA) – Quality Assurance program

· Renderer’s Association – Model HACCP program

· Animal  Nutrition Association in Canada – Model HACCP

· Facility Certification Institute (Third Party Certification)

· American Protein Producers Industry (APPI) – certification program

· Kansas State University – Quality Assurance training for on-farm feeders via Compact Disc

· Trade Associations

· Individual States – Emergency Response Programs 

3. What are the benefits of having a federal Animal Feed Safety System?

· Uniformity – one set of regulations for all customers

· Establishes minimum standards/baseline

· Better coordination among agencies

· Better utilization of resources

· Global acceptance and conformity

· Safe(r) Food Supply

· Systems accountability

· Move to Process Validation vs. End Product Testing – scientifically based

· Framework for consumer confidence

· Risk Identification

· Cover weakest link such as haulers/buyers of questionable animals

· Ultimate cost savings to all

4. The Notice of Meeting identified 7 items that FDA has considered as possible elements of an Animal Feed Safety System. Please answer questions 4 (a) through (h) for the following element: Record-keeping and validation of system

(a) How much of this are you doing as a firm right now. Give some examples.

· Medicated Feed Manufacturers – Drug usage records

· Prohibited Material vs. non Prohibited Material Protein Records

· Transportation records

· cGMP Compliance Records

· Accounting and Tax records

· Livestock Producers Records

· Validation is step 6 of HACCP

How much of this are you seeing during inspections of feed and feed ingredient manufacturers and distributors?

· Huge variation from one entity to the next

· Licensed Feed Mills – keep drug inventory records

· Compliance Issues

· Drug usage/treatment records at Producers

· Animal Identification

· Licensed firms – Drug inventory

(b) Is it formal, i.e. written policy and procedures or informal
· Both

· Still depends of firm size and/or corporate oversight

· Formal if cGMP required 

(c) Would this involve training? 

· YES


(c.1)What kind of training would be best for this?

· On-the-Job-Training (OJT)
· Position description  defines standard operating procedures, Training by Management/Quality Control/Quality Assurance personnel (e.g. Plant Pesticide training for licensure)
· Management training for any Animal Feed Safety System
· On-line training, CD-ROM
· University Extension Departments
· Producer Groups
· FDA Template
(c.2) How Often?

· Continuous – especially for new employees
· Dependent upon risk assessment (i.e. HACCP) 
(d) Would this involve the purchase and use of new equipment and/or software? [Consider this answer for both industry and government]

· Maybe
· If more FDA and State oversight – need more people, cars, computers and training!!
· State Contract Costs…
· New equipment may be needed
(e) What kind of costs do you think this would entail? [Consider this answer for both industry and government]

· Industry side – 3rd Party Certification Costs (producer to slaughter)

· Government side – Increased personnel, possibly more computers and equipment

· Industry training costs 

· possibly more personnel 

· possibly more computer equipment

· Yes there will be an increase in costs

(f) What kind of assurances would you need to establish or demonstrate this is functional

(f.1) Would you need a consultant to help establish this?

· Depends on risk assessment

(f.2) Would you need third party inspections to establish 


assurance?

· Depends on risk assessment
· Still requires government based oversight

(f.3) Would you need an on-going sampling program?

· Yes, dependent upon risk. Analyze upon need.

(f.4) How would federal licensing/registration of all firms help?

· Yes it would help

(g) How would you envision risk [for both human and animal health] being introduced into the AFSS?

No direct response was recorded on the flip chart for the above question.


(g.1)  
Should the risks be identified by industry or 



government or both?

· Both! May involve multiple government agencies, i.e. Center for Disease Control, United States Department of Agriculture, Food and Drug Administration, Environmental Protection Agency, Department of Homeland Security

(h) Are current enforcement tools adequate?

· No
· Depends on State Partners
· Shorten timeframes (i.e. Stop sale authority to Federal Agencies)
· If good program, why need State counterparts.
5. In conclusion, are there any additional thoughts or comments this group would like to convey to FDA regarding an Animal Feed Safety System?

· Truly cover all areas: Hobby Farms, Commercial Operations, Trucking, etc.
· Phase in way recognizing complexity of the system
